COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.10.2024 N= 23862

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHROFO TPERAPATA IT)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITIAPATA

Jlakocamuy @apmacunTes3, SO Mr, TAOJIETKH, MOKPBITHIE MNICHOYHOW 000I0YKOMA.
Jlakocamun @apmacunTe3, 100 Mr, TabJIeTKH, TOKPHITHIE TUICHOYHON 000JI0UKOH.
Jlakocamun @apmacunTes, 150 Mr, TaOIETKH, TOKPBITHIE TUICHOYHON 000JI0YKOHA.

Jlakocamun @apmacuntes, 200 Mr, TaOIETKH, TOKPBITHIE TUICHOYHOH 000JI0YKOHA.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB
JelicTBytoliee BEIIECTBO: JIAKOCAMHU/I.

Jlakocamu @apmacuures, S0 Mr, TabJIETKH, MOKPLITHIE INIEHOYHO 000I0YKON

Kaxxnas Tabnerka, moKpeITast INICHOYHON 000JI0UKOM, COAepKUT 50 Mr 1akocaMua.

Jlakocamuy @apmacunres, 100 Mr, Ta0JIeTKH, HOKPHITHIE IIEHOYHOU 000JI0UYKOM

Kaxxnas Tabnerka, MOKphITas MIIEHOYHOU 0007109K0i, cogepxkuT 100 Mr makocamua.

Jlakocamuy Papmacuures, 150 Mr, TaOIETKH, HOKPHITHIE IIIEHOYHOW 000JI0UKOHI

Kaxxnas Tabnerka, moKpeITasl INICHOYHON 000JI0UKOM, conepkuT 150 Mr makocammua.

Jlakocamuy @apmacunres, 200 Mr, Ta0JIEeTKH, HOKPHITHIE IIEHOYHOU 000JI0UYKOM

Kaxxnas Tabnerka, moKpeITast INICHOYHON 000J109KOH, conepkuT 200 Mr makocamua.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.

Jlakocamu Papmacuures, S0 Mr, TaOJIETKH, MOKPLITHIE INIEHOYHOI 000I0YKON

Kpyribie 1BOSIKOBBITTYKITbIC Ta0IETKH, IIOKPHITHIE IIICHOYHOW 000JI0YKOM OT CBETIIO-PO30BOTO JI0
TEMHO-PO30BOT0 IIBETA, HA TIOTIEPEYHOM pa3pe3e sIpo TaOIETKU OEIOT0 UK MOYTH 0eJI0ro IBETA.

Jlakocamuy @apmacunres, 100 mMr, Ta0JaeTKH, HOKPHITHIE IJIEHOYHOU 000JI0UYKOMI

Kpyrieie BOSIKOBBITYKITbIE TA0JIETKH, TIOKPBITHIC TUIEHOYHON 000JIOYKOM OT CBETIIO-XKEIITOTO JI0
TEMHO-KEJITOTO I[BETa, Ha TIOTIEPEYHOM pa3pese sSApo TabaeTKu 0eI0ro WM MOYTH 0eJIoro IBETa.

Jlakocamuy @apmacunres, 150 Mr, Ta0JIeTKH, HOKPHITHIE IIEHOYHOU 000JI0UYKOM

Kpyrible /BOSKOBBIMYKIJIbIE TaOJIETKH, MOKPBITbIE IUIEHOYHOH 000JI0UKOil OT cBeTIIOo-
KOPHYHEBOTO C OPAaH)XEBBIM OTTEHKOM JI0 KOPHUYHEBOTO IIBETA, Ha IMONEPEYHOM pa3pese sapo
TaOJIETKHU OEJIOr0 WJIM OYTH OesIoro IBeTa.

Jlakocamuy @apmacunres, 200 Mr, Ta0JIEeTKH, HOKPHITHIE IIEHOYHOU 000JI0UYKOMI

KaricynoBuaHbie 1BOSIKOBBIYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOW 000I0OUKOI OT CHHEro 110

TEMHO-CHHETO 1IBETa, Ha MOMEPEUHOM pa3pese AIpo Ta0JIETKU OEI0ro WM MouTH OeIoro IBeTa.
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(NOCNEOCBATENEHOCTE 0001)

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

B kadecTtBe MOHOTEpalmMM WM JONOJHUTEIBHOM TEPAlMM IAPLUUAIBHBIX CYILOPOKHBIX
MPUCTYIOB, COMPOBOXKIAIOIIMXCS WIIM HE COMPOBOXKJIAIOLINXCSI BTOPUUYHOM T'eHepanu3aiuei, y
B3POCJIBIX, TOAPOCTKOB U JETEW B BO3pACTe OT 4 JIET U CTapIlie C SMUICTICUEH.

B kauectBe I[OHOHHHTGHBHOﬁ TCpaliuu TCPBUYHO-ICHCPAIIM30BAHHBIX TOHHKO-KJIOHUYCCKUX
IPUCTYIOB Y B3POCIBIX, IOJPOCTKOB U JIETEN B BO3pACTE OT 4 JIET U CTapIle C UAMONATHIECKON
reHepaJIn30BaHHON SMHUIICTICUEH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 NPUMEHEHM I

PexxuM 103upoBaHus

Iloopocmku u demu ¢ maccou mena 50 ke u eviuie, a MaxHce 83pocvie
B cnenyromieit Tabnuiie mpuBEnIeHB PEKOMEHAYEMbIE 03Bl JJIsl OAPOCTKOB M JIETeH ¢ Maccou

tena 50 Kr ¥ BbIIIE, a TAKXKE I B3POCIBIX.

YBEJIUYECHUE J103bI)

(100 Mr/cyT) ¢ mHTEepBaIaMu
B HEJIEITIO

Momnotepanus JlononHuTenpHas Tepanus
Havansnas no3a 100 mr/cyt nnmm 200 mr/cyT 100 mr/cyt
Pa3zoBas Hacelmaronias 103a
(ecu MPUMEHUMO) 200 mr 200 mr
TuTtpoBanue (mo3TarnHoe 50 mr gBa pasa B geHb | S0 Mr aBa paza B JICHb

(100 Mr/cyT) ¢ uHTEpBATaAMH
B HEJICITIO

MaxkcumanesHas

1o 600 mr/cyT

10 400 mr/cyt

peKOMeH TyeMas J103a

Monomepanus (npu n1eyeHuu NApYUAILHLIX CYOOPOICHBIX NPUCIYNOB)

Pexomenayemass HauanbHas g03a cocTtaBisieT S0 Mr nBa paza B JICHb, KOTOpas JOJKHA OBITh
yBEJIMYEHA 10 HaYaJlbHOM TepaneBTHUYeckor 103kl 100 Mr aBa pasza B IeHb IO UCTEYEHUH |-0H
HEJICINH.

JleueHue J1akocaMUIOM MOXKET OBITh Takke Hayato ¢ 1036l 100 Mr 1Ba pa3a B IeHb Ha OCHOBAaHHH
OLICHKH Bpaya HEOOXOJUMOTO CHIKEHUS CYJOpPOKHOM aKTUBHOCTH IO CPaBHEHHUIO C PUCKOM
HE)KeJaTeJIbHBIX PeaKIuil.

B 3aBHCHMOCTH OT OTBETa U MEPEHOCUMOCTH, TIOACPKUBAIOIIAS 1032 MOXKET OBITh YBEIHUCHA Ha
100 mr/cyt (mo 50 Mr aBa pasza B JIeHb) C HHTEPBAIAMH B HEJAEIIO, BIIOTH 10 MaKCUMaTbHON
CYTOYHOM mojiepkuBaromieit pekomenayemoi 10361 600 mr/cyT (1o 300 mMr 11Ba pasa B JIeHB).
Ecnu nmpu noctmxenuun n03upoBku cBbimie 400 MI/CyT y marueHTa COXpaHsaeTcss He00X0IUMOCTh
B TpUEMe JOTOJHUTEIbHBIX MPOTHBOSMUICIITUYECKUX MPErnapaToB, HEOOXOAMMO CIEAO0BATh

PEXUMY JO3UPOBAHUS, IPETyCMOTPEHHOMY /ISl TOTIOJHUTEIBHOM Tepanuu (CM. HIXKE).
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Jlononnumenvnas mepanus (npu  n1edeHuu napuua’ﬂ%ij&é@bMEH il & r;]gﬁ-elﬁmo—

2eHepaIU308AHHBIX MOHUKO-KIOHUYECKUX NPUCTYNOB)

Pexomennyemass HawanpHas go03a coctaBiseT S0 Mr 1aBa paza B JeHb, KOTOpas TOJKHA OBITH
yBEJIMYEHA 10 HaYallbHOM TepaneBTHUYecKor 103bl 100 Mr nBa pasza B I€Hb IO UCTEYEHUH |-0H
HEJIEINH.

B 3aBucumocTy OoT OTBETa U MEPEHOCUMOCTH, /1032 MOKET ObITh yBenuueHa Ha 100 mr/cyt (mo
50 Mr nBa pasa B JEHb) C MHTEpBajaMM B HENEIIO, BIUIOTh J0 MAKCUMAaJIbHON CYTOYHOMN
nojiep KuBarotiei pekoMmernyemoi 10361 400 mr/cyt (200 mMr 1Ba pa3a B JIeHB).

Hauano neuenus naxocamuodom ¢ Hacvlyaroueli 003vl (HAYaIbHAsL MOHOMEPANUS UIU Nepexoo Ha
MOHOMEPAnuio Npu JeyeHuu NApYUAIbHbIX CYOOPOICHBIX NPUCMYNOE U OONOJHUMENbHAA
mepanus npu 1e4eHul nepeuUtHo-2eHepatu308aHHbIX MOHUKO-KIOHUYECKUX CYO0po2)

Jledenue nakocaMuJIOM, KaKk MOHOTEpAIUs, TaK U AOMOJHUTENbHAS TepaMusi, MOXKET ObITh TaKKe
HayaTo ¢ pa3oBoy Hachlmaromen 10361 200 Mr, ¢ nocienyomuM HazHayeHnem 100 mr 1Ba pa3a B
neHb (200 mr/cyt) moaAep KHUBAIOLIETO peXUMa JO3HPOBAHUS CIYCTS NMPUONM3UTENbHO 12 u
nocJie mprema Hachlarouieit 10361, [locnenyromas KOppeKTUPOBKA 1036l JOJKHA TPOBOJUTHCS
B COOTBETCTBUM C WHAMBUIAYAJIBHBIM OTBETOM M IEPEHOCUMOCTBIO, KaK OIHMCAHO BBIIIIE.
Hacprmaronias 103a MOKET IPUMEHATHCS Y MALIUEHTOB B CUTYALMAX, KOI/1a Bpay ONPEIEIISIET, YTO
OBICTpOE TOCTHKEHNE PABHOBECHOM KOHIICHTPAIIUH B IJIa3Me U TepaneBTUIECKUI 3P PeKT MoryT
ObITh OOecmeueHbl. [IpuemM MOMKEeH MPOU3BOIUTHCS IMOA MEAUIIMHCKUM KOHTPOJIEM, YYUTHIBAs
MOBBIIICHHYI0 BEPOSATHOCTh PA3BUTHS TSDKEIOHW CEpIEYHOM apUTMHMM M YBEIWYEHUE YHCIIA
HEXENATeIbHBIX PEAKIMid CO CTOPOHBI IEHTPAJIbHON HEPBHOW cHCTeMBbI (cM. pasaen 4.8).
Ha3znauenue Hachbimamoneil 036l HE H3y4aloCh IIPU OCTPBIX COCTOSIHUSIX, TaKUX Kak
SIMUJICTITUYECKUM CTaTYC.

IIponycxk 0ozl

[Tpu mpomycke 1036l MALUEHT TOJIKEH OBITh MPOMHCTPYKTUPOBAH O TOM, YTO IPOMYIIEHHYIO 103y
CleyeT MPUHATh KaKk MOKHO CKOpee, U 3aTeM CO CIEeAYIOIIeH T03bI JaKocaMH1a BO3OOHOBHUTH
OOBIYHBIN PeKUM TO3WPOBaHUs. Eciay manueHT 3aMeTHII OMo3jaHue He paHbIlle, 4eM 3a 6 9acoB
JI0 TIpYeMa CJIeyIOLEN N03bl, EMy CIEAYeT NMPUHATH CIEIYIOUIYI0 103y JIAKOCAMHIA COIVIACHO
cxeMe npuema. J[BoitHyI0 103y NPUHUMATh HE CJIEYET.

IIpexpawenue mepanuu

B cooTBeTcTBUU ¢ TeKyIIeH KIMHUYECKOW MPAKTUKOM, B CIydae €CIH JaKOCAMHUT TOJDKEH OBITh
OTMEHEH, OTMEHY PEKOMEHYETCs IPOBOAUTH OCTENIEHHO, CHUXKasl 03y Ha 200 Mr B HEZENo.

B cnydasix pa3BUTHS TSHKETIOW cepeyHON apUTMHH, HEOOXO0IMMO TTPOBECTH aHAIHM3 TT0JIh3a/PUCK
U, IPU HEOOXOAMMOCTH, MPEKPATUTH MPUEM JIAKOCAMHUIA.

Oco0ble rpyInel NALKUEHTOB
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Hayuenmpl noxcunozo éospacma (cmapue 65 spm) ~ \OCTEODBATENEHOCTE 0001)

[ToXXunbIM TFIOASIM CHUXKEHHE O3Bl HE TpeOyeTcs. Y MOKMIBIX JTI0ACH HEOOXOJUMO yYUTHIBATh
BO3MOKHOCTh BO3pPAaCTHOTO CHHUXEHHUS IMOYEUHOI'0 KIMPEHCAa U, KAaK CJEICTBHE, MOBBIIICHUS
KOHIIEHTpAIlUH JIaKocaMuJa B IJ1a3Me KpoBH. /[aHHBIE O MPUMEHEHUH JIaKOCaMUIa Y TOXKHIIBIX
MAIMEeHTOB C MHJICTICHEH, 0COOCHHO B 03upoBKe Oosiee 400 Mr/CyT, OrpaHUuYeHbI (CM. pa3eiibl
4.4,48,5.1).

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

B3pocnibiv nanyienTaM u AeTsIM ¢ JIETKUM U YMEPEHHBIM HapylleHneM (GyHKIUU Mouek (KIUpEeHe
KpeatruHuHA >30 MJI/MUH) KOppeKITUs 103kl He TpeOyeTcs. JleTsim ¢ maccoii Tena S0 xr u 6o7ee, a
TaK)Ke B3POCIBIM MAIIMEHTaM C JIETKUM ¥ YMEPEHHBIM HapylleHHeM (QYHKIUU MOYEK BO3MOXKHO
Ha3Ha4YeHne Hackimawmeid no3er 200 Mr, HO HanbHelInee TUTpoBaHue 103kl (> 200 mr/cyr)
JIOJDKHO TIPOBOJIUTHCS C OCTOPOKHOCTBIO. Y jeTel ¢ Maccoit tena 50 kxr u 6ojee U B3pOCIBIX
MAIMCHTOB C TSOKETION TMOYEeYHOW HEIOCTATOYHOCTHIO (KIHpeHC KpeatTmHHHA < 30 MJI/MHH) U
MAallMEHTOB C TEPMHUHAJIBHOW CTaAuMed IIOYEHYHOM HENIOCTATOYHOCTH PEKOMEHJIOBAHHAS
MakcUMaibHas no3a coctaBiseT 250 mr/cyT. Y STHUX NAIlMEHTOB THTPOBAHHE JO3bI JTOJKHO
MIPOBOAMTHCS C OCTOPOKHOCTHIO. Eciy moka3zaHo Ha3Hau€HHE HACBHIAIONIEH 103bl, HadallbHas
no3a coctasisier 100 Mr ¢ mocnenyromum HazHadyeHueM 50 Mr J1Ba pas3a B J€Hb B TCUCHHE NIEPBOM
Heznenu. Y aerei ¢ Maccoil Tesa MeHblie 50 Kr ¥ TSHKeIol MOYeUHOM HEIOCTaTOYHOCTBIO (KIIMPEHC
kpearunuHa < 30 MJI/MHH) WIM TEPMHUHAJIBHOM CTaJuMed MOYEYHOW HEIO0CTaTOYHOCTH
PEKOMEHIyeTCA CHUKEHUE MaKCUMaIbHOM 1036l Ha 25 %.

BceMm manuenTam, HaXOAAIUMCS Ha TeMOAMANIN3E, PEKOMEHIyeTCs OMOJHUTEIbHO Ha3HAYUTh
1m0 50 % pa3oBoil m03bl Cpa3y IIOCIIE€ OKOHYAHMS MpOLEenypbl. JleueHue NalueHToB ¢
TEPMUHAJIBLHOMN CTaIUEN IT0YEYHON HETOCTATOYHOCTH CIIEAYET IIPOBOJUTH C OCTOPOKHOCTBIO, TaK
KaK KJIMHUYECKUH OMBIT MPUMEHEHHs Mpenapara y TaKuxX MaldeHTOB HEOOJIbIION, U BO3MOXKHO
HaKOIUIEHHE MeTaboJIUTa C HEYTOUHEHHOU (hapMaKoJIOrnuecKoil akTHBHOCTBIO.

Tayuenmoi ¢ HapywieHuem QYHKYuU neveHu

VY B3poCHBIX NMAUMEHTOB M JeTel ¢ Maccoil Tena 50 Kr M BbIIE C JIETKUM U yMEPEHHBIM
HapymeHueM (pyHKITUU IeYeHN MaKCUMallbHast 103a cocTaBisieT 300 mMr/cyT.

TutpoBaTh 103y TakMM NalleHTaM CIEAYyeT C OCTOPOXKHOCTHIO, YUUTHIBAs, YTO HAPYIIEHUIO
(GYHKIIMY TTEYEHU YacTO COMYTCTBYET HapymieHue QyHKmuu modek. [lompocTkaM u B3pOCIbIM C
Maccoii Tena 50 Kr u 0ojiee BO3MOXKHO Ha3HAYCHHE HachIaromel 10361 200 Mr, HO JajabHEHIIee
TATpOBaHUE 10361 (> 200 Mr/cyT) peKOMEHAYETCS TPOBOIUTE C OCTOPOXKHOCTHIO. Ha ocHOBaHMM
JAHHBIX B3POCIBIX MalMEHTOB, y MOJPOCTKOB U JIeTEH C JETKHUM U yMEPEHHBIM HapylIeHHEM

(GYHKIINY TeYeHN ¢ Maccoii Tena MeHee 50 KT HeoOXOIUMO CHUKEHHE MaKCHMAalTbHOW O3Bl HA

25 %.
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dapMaKOKMHETHKA JaKOCaMUJa y TAIlUEHTOB |C TsoeoM freueHBa ROT %Q}fdém‘%&ﬂélé&% He

u3ydJanach (cM. pazzuen 5.2).
Jlakocamu1 cielyeT Ha3HauaTh B3POCIBIM MAIIMEHTaM, a TaKXKe TOJPOCTKAM U JETSIM C TsDKEIon
MEYCHOYHON HEJAOCTAaTOYHOCTHIO TOJIBKO TOTJA, KOTJa OXKujaemas TepaneBTHYecKasl IM0jb3a
mpernapaTta IPEBBIIACT BEpPOSITHbIE PUCKM TpU  €ro mnpueMe. MoxkeT mnoTpedoBaThes
KOPPEKTUPOBKA JI03bI C YYETOM AaKTUBHOCTH 3a00JIEBaHUs W TMOSBICHUS TMOTEHIIMATBLHBIX
HEXKeNaTeNIbHBIX PEaKIUil y MaIfeHTa.

eTu
Bpau pomkeH HazHauuTh Hambosee MOAXOJAIIYIO JIEKApCTBEHHYIO (OpMYy U JIO3UPOBKY B
3aBUCHMOCTH OT MAacChl TeJia MAIUeHTa U PEKOMEHTyeMOH J035I.
Iloopocmku u demu ¢ maccoii mena 50 ke u 6onee
Y noapocTKoB U ieTeit ¢ maccoi Tenma S0 Kr 1 6oJiee MpUMEHSIETCS TAKOM YK€ PEKUM JTI03UPOBAHMS,
KaK y B3POCIIbIX MMAIIHCHTOB (CM. BBIIIIE).
HHemu (cmapwe 4 1em) u noopocmiu ¢ maccou mena menee 50 ke
Jlo3a ompenensieTcss Ha OCHOBaHUHM Macchl Tena. [1o3ToMy pekoMeHayeTcss HaUMHATh JICUECHUE C
pacTBopa Jjisi IpueMa BHYTPb, a 3aTeM MEPEeXOAUTh Ha TaOJETKH (110 JKEJIaHUIO ).

Monomepanus (npu AeYeHUU NAPUUATbHBIX CYOOPOICHBIX NPUCTIYIOS)

Pexomenryemasi HayaiabHast 103a COCTABIISIET 2 MI/KI/CYT, KOTOpasi TOJHKHA OBITh YBEJIWYEHA J10
HaYaJIbHOM TePaneBTUUECKON 03Bl 4 MI/KI/CYT MO UCTEUYEHUH TIEPBOI HEIEIH.

B 3aBucumocTu OoT OTBETa M MEPEHOCHMOCTH JICUEHUS, MOJIJEP)KUBAIOLIAs /1032 MOXKET OBITh
yBEJIMUYEHA eIlle Ha 2 MI/KT/CYyT ¢ HHTepBAIaMU B Hellenro. J[03y clieyeT MoBBIIIAaTh MOCTENEHHO
JI0 TIOJYy4YEHHUsS ONTHUMAJIbHOIO OTBeTa. Y Jered ¢ maccoil tema a0 40 Kr MakcuMalbHas
PEKOMEHIOBaHHasl Jj03a cocTaBisieT 12 mr/kr/cyr. Y mererr ¢ maccoit tena ot 40 kr go 50 kxr
MaKcHMajbHas peKOMEHJ0BaHHas 703a cocTaBisgeT 10 Mr/Kr/cyT.

B cnenyromeit Tabnuiie mMpUBEACHB pEKOMEHAYEMbIC O3Bl MPH MPOBEICHUU MOHOTEPANUU Yy

JETEW U MOPOCTKOB ¢ Maccol Tena 10 50 Kr.

HauganpHas mo3a 2 Mr/Kr/cyT
Pa3oBas HacreImaroas ao3a

He pexomennyercs

TuTtpoBanue (MOATATHOE MOBBIIEHUE JO3BI) 2 MI/KT/CyT ¢ UHTE€pBaJlaMU B HEJIEITIO

MakcumMmalibHasi peKOMEHyeMas J103a y MalMeHTOB C 1o 12 mr/kr/cyr
Maccoi Tena MeHee 40 kr

MakcuMmalibHasi peKOMEHyeMas J103a y MalMeHTOB C 1o 10 mr/kr/cyr
Maccoit tena ot 40 kr no medee 50 kr

Honoanumenvhas _mepanus (npu JEeYECHUU nadpyuailbHsvlx CV@OZ)O.?iCHle Uuiu nepeuvdHo-

5
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2CHEDANU306AHHBIX MOHUKO-KIOHUYECKUX NPUCIRYNO0E) NOCNENOBATENBEHOCTE 0001)

PexoMmeHnnyemass HadalbHas 7032 COCTABISET 2 MI/KI/CYT, ¢ TIOCTIEAYIONUM YBEITUYCHHEM IO
HayYaIbHOM TEpaneBTUYECKOM 1036l 4 MI/KI/CYT 110 HCTEUEHUH TEPBON HENIEIH.

B 3aBucumocTu OT OTBeTa M MEPEHOCHMOCTH JICUEHHUS, MOJIJCPKUBAIOLIAs /1032 MOXKET OBITh
yBeJIMYEHA ellle Ha 2 MI/KI/CyT ¢ MHTepBalaMU B Helento. J[03y ciieyeT noBbIIIaTh MOCTEEHHO
JI0 TIOTYYCHHSI ONTUMAIBHOTO OTBeTa. Y JeTell ¢ Maccoil Tena meree 20 Kr BClIeCTBUE Oolee
BBICOKOTO  KJMpEHCa IO CPaBHEHUIO CO B3pOCIBIMA MAlUEHTAMH, MaKCUMajbHas
PEKOMEHIOBaHHasl 7103a COCTaBiseT 10 12 mMr/kr/cyT. ¥ mereit ¢ Maccoit Tena oT 20 KT 10 MeHee
30 xr, MaKkcUMaJIbHasl peKOMEHI0BaHHAs J103a cocTaiisieT 10 MI/Kr/cyT, a y AeTei ¢ Maccoi Tena
ot 30 kr 10 MeHee 50 Kr MaKCUMaJbHasi pEKOMEHIOBaHHAs /1032 COCTABIISCT 8 MI/KI/CYT, XOTS B
OTKPBITBIX UCCIIEJIOBAHUSIX (CM. pa3iensl 4.8 u 5.2) no3a B ipenenax 12 mr/kr/cyT Obuta Ha3HAYEHA
TOJIbKO HEOOJIBIIOMY YHCITY JIeTeH.

B cnenyromeit Tabnuie npuBeeHbl peKOMEHAYEMbIE J103bl MPU MPOBEIECHUN JOMOIHUTEIbHON

TEpanuu y J1eTeil U MOAPOCTKOB ¢ Maccou Tena MeHee 50 Kr.

Havanenas no3a 2 Mr/kr/cyt
Pa3oBas HacrwImaroas ao3a

He pexomennyercs

TuTtpoBaHue (MO3TAaHOE MOBBILIEHUE JO3bI) 2 MI/KT/CYT C MHTEpBaJaMH B HEJICITIO

MaxkcumanbHasi peKkoMeHayeMast 103a y MaueHToB |10 12 Mr/kr/cyt
¢ Maccoi tena MeHee 20 Kkr
MakcumanbHasi peKOMEHayeMas J103a y marueHToB |10 10 mr/kr/cyr
¢ Maccoit tena ot 20 xr 1o MeHee 30 kr

MaxkcuManbHasi peKOMeHIyeMas J1o3a y MalueHTOB |10 8 MI/KI/CyT
¢ Maccoii tena ot 30 xr 10 MeHee 50 KT

Hacviwarowas 0oza

HasnaueHnne Hachlmarome mo03el y Jered He uizydyanu. [lpuem Hachlmaromen 1036l HE
pEKOMEHIyeTCs Y TOAPOCTKOB U JIETeH ¢ Maccoil Tena Menee 50 Kr.

Hemu 6 6o3pacme 00 4 1em

BbezomacHocTh 1 3P PEKTUBHOCTH JIaKOCAMUAA Y A€TEH B Bo3pacTe A0 4 JeT He uzydanu. JJaHHbie
OTCYTCTBYIOT. [[pMeHeHue npenapara y AeTel B Bo3pacte 10 4 JeT MPOTUBOIMOKA3aHO.

Croco0 rmpuMeHeHus

[Ipenapat mpenHazHaueH Ais npuemMa BHYTph. CyTOUHYIO J03Y JENAT Ha 2 mpuemMa — OOBIYHO
YTPOM U BCUCPOM, BHC 3aBUCUMOCTH OT IIpUCMa MUIIH.
4.3. [IpoTuBONOKA3aAHUS

° FHHGp‘-IYBCTBI/ITeJIBHOCTB K JIJakOCaMH Yy HJIN K JIIO6OMy U3 BCIIOMOTI'aTCIBbHBIX BCILCCTB,

MEepEeUYUCIICHHBIX B pazzene 6.1.
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JCNENOBATENEHOCTE 0001)

e AtpuoBeHTpukyisipHas Onokazna Il nm IIf CTGHGHUI-.“'I

e Bospacrt 10 4 ner.
4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

Crnenyer ¢ 0OCTOpOKHOCTBIO TpUHUMATh Tipenapar Jlakocamug @apmacuHTes:
e V TAanMeHTOB C TSKEIOW TOYEYHOM HEAOCTaTOYHOCThIO (KIUPEHC KpeaTHHWHA
<30 mu/mMuH).
e VYV nManueHTOB ¢ HapyIIEeHHEM IPOBOAMMOCTH B aHAMHE3€ UJTU TsDKETIBIMU 3a00JIeBaHUSIMU
Cep/Ia, Takue Kak cepJeyHast HeJJOCTaTOYHOCTh U MH(PAPKT MHOKAp/a B aHaAMHE3e.
e [loxxuible MAIMEHTHI C TOBBIIICHHBIM PUCKOM 3a00JIeBaHUil cepaa.
e B koMOuHanmu ¢ npenaparamu, KOTOpPbIE BBI3BIBAIOT YIJIMHEHHE HHTepBaiia PR.

Oco0ble yKazaHus

CyuyuoanvbHule Mblcau U nogeoeHue

VY manueHToB, MOMy4YaBIIMX MPOTHBOAIICITUYCCKHE TIPErapaThl M0 HECKOJIBKUM TTOKa3aHUsIM,
ObUIM OTMEYEHBI CYHWIUAAIBHBIC MBICIU M IOBeneHWe. MeTa-aHauu3 paHIOMU3UPOBAHHBIX
wianebo KOHTPONMPYEMBIX KIMHUYecKuX wuccrnenaoBannii (KW) mnpoTruBosmmienTHuecKux
IpenapaToB CBUJECTEILCTBYET O HEOOIBIIOM YBEIMUYCHUH PHCKA BOSHUKHOBEHUS CYUIIUAATBHBIX
MBICJICH W CYUIMIATBHOTO MOBEICHHsI. MeXaHU3M TOBBIIICHHUS PUCKA HE SICEH, CYIIECTBYIOIINE
JTAHHBIC HE MTO3BOJISIOT OTPHUIIATH CYIIECTBOBAHUE TAKOTO PHCKA NP MpHeMe Jlakocamuaa. Takum
00pa3oM, y MalMeHTOB CIEAYeT NMPOBOAUTH MOHUTOPHHT MPU3HAKOB CYHIMJAIBHBIX MBICICH U
MIOBEJICHUS, @ TAKXKE PAacCMaTpPHBAaTh BOIPOC COOTBETCTBYIOLIETO JieueHHus. [lanenTs! u nuna,
YXQ)KHABAIOIIME 3a TMAlUCHTaMH, JOJDKHBI OBITh MPEIYMPEKACHBI O CYIISCTBYIOIIEM PHUCKE H
HEOOXOIMMOCTH KOHCYJIBTAIIMH Y CIICIIHAIICTA B CIy4ae MOSBICHUS CYUIHIATBHOTO TOBEICHHSI.
Cepoeunniii pumm u RPOBOOUMOCHb

B kIMHUYECKUX MCCIIEOBAHUSAX JJAKOCAMUIA ONMMCAHO JI0303aBUCHUMOE yBEIMUEHHE MHTEpBaja
PR. Jlakocamuj cieayeT UCHOIb30BaTh C OCTOPOKHOCTHIO Y MAIMEHTOB C MPOAPUTMUUYECKUMU
COCTOSIHUSIMH, TAKUMHU KaK HM3BECTHBIC MPOOJIEMBI CEpICUYHON MPOBOIUMOCTH, WIN TSDKEIBIMH
3a0o0JeBaHUAMU cepla (Hanmpumep, uieMus / THPapKT MUOKap/a, cepaeyHast HeI0CTaTOYHOCTb,
CTPYKTYpHBIE 3a00JI€BaHMsI Cep/Ilia UM CeplieYHble HaTPpUEBbIe KAHAIONATHH) WM Y TTAlIUEHTOB,
MIOJTYYalOIIUX JICKAPCTBEHHBIE CPEJICTBA, BIMSIONINEC HA CEPJCUYHYIO MPOBOAMMOCTD, BKIIOYAS
AHTHAPUTMUYECKHE CPEICTBA U MPOTUBOSIMIICTITAYECKUE JIGKAPCTBEHHBIC CPEICTBA U3 TPYIIITHI
0JI0KaTOPOB HATPHUEBBIX KAHAJIOB, & TAKXKE Y TIOXKHJIBIX MMAlUEHTOB.

Takum mnanmentam ciuexyer npoBectu OKI' mepen yBemuueHuMEM J03bI JAKOCAMHJIA BBIIIE

400 Mr/cyT, a Tak)Ke MOCJe TOCTUKEHUS CTAOMITHPHOM KOHIICHTPAIIUH.
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B muraie60-KOHTpOIUPYEMBIX UCCIIEIOBAHUSIX JI aKocaMﬁEIé ‘}Fﬁ@ﬁlﬂﬁﬁg & Bfttetrcheir He Bsuto

O0TMEeYeHO (GUOPHUILIMY WK TPETeTaHUus MpeICcepaii, OHAKO 00a SBJICHUS OBUIH BBISBJICHBI Y
NAIMEeHTOB C SMWIENCHEH B OTKPBHITHIX KIMHHUYECKUX HCCIIEIOBAHUAX, a TaKKe MPHU aHaJIN3e
MOCTPETUCTPALIMOHHOTO IPUMEHEHHU S TTpenapara.

B nmoctperucrpanioHHOM MpakTUKe HAOMIOJANHMCh ClIydau aTPHUOBEHTPHUKYJISPHOWU OJIOKaIbI
(BKJIIOYAsT aTPUOBEHTPUKYIISIPHBIC OJIOKAAbI 2-0i CTENEHH). Y MAIMEeHTOB C MPOAPUTMUYECKUMU
COCTOSIHUSIMU Ha0JII0/JaJIaCh BEHTPUKYIApHAs TaXUApUTMUs. B peIkux ciiydasx JaHHbBIC SBICHUS
OPUBOJWIM K AaCHUCTOJIMM, OCTAaHOBKE cepJlla U CMEpPTH Yy TMAalHUEeHTOB C OCHOBHBIMU
MPOAPUTMUYECKUMHU COCTOSTHUSIMHU.

Heo6xoaumo nH(GOpMHUpPOBATH MAIMEHTOB O CHUMIITOMAX CEpIEYHON apuUTMUHU (Hampumep, O
pPEIKOM, y4alleHHOM WM HEperyiIsipHOM IyJbCe, YYallleHHOM CEpALeOMEHUH, NMPEPHIBUCTOM
JILIXaHUH, TOJIOBOKPY)KEHHH, 00MOpoKax). B ciydae ux mosiBieHuss HEOOXOIUMO OOpaTUTHCS K
Bpauy.

T'onosoxpyacenue

JleyeHne JTaKOCAaMHJIOM MOJXKET  CONPOBOXAATHCS  TOJOBOKPYXEHHEM, IOTCHLHAIBHO
MPUBOISAIINM K YBEJIMYEHUIO pUCKa MOJIy4EHHUs TPaBM WM NaJeHuid. B cBsi3u ¢ 3TUM, manueHTam
cienyer coOIoaaTh OCTOPOXKHOCTh /10 TeX MOp, MOKa HE BBIICHUTCS, KaKue MOTEHILUAaIbHbIE
HE)KEJaTeNIbHbIC PEaKIIUK Y HUX MOTYT Pa3BUTHCS.

Boszmoorcnoe 8o3HuKHOBeHUE U 000CMPeHUe MUOKTOHUYECKUX NPUCTYNO8

Coo0u1anoch 0 BOSHUKHOBEHUH MM 00OCTPEHUU MUOKJIIOHUYECKHUX MPUCTYIOB KaK Y B3POCIIbIX,
Tak U y JeTe ¢ NEepBUYHO-T€HEPATU30BAaHHBIMU TOHHMKO-KIIOHMYECKUMU MPHUCTYyNaMH, B
YaCTHOCTH, IPU TUTPOBAHUHU. Y MAIMEHTOB C JABYMs U 0ojee TUIaMH IPUIaIKOB HaO0JaeMoe
yAy4IIeHHE OTHOCUTEIBHO KOHTPOJS HaJ OJHUM TUIIOM HPUCTYIOB CIEAYET CONOCTABIIATH C
JT100BIM HAOJI0/ITa€MBIM YXYALLIEHUEM B OTHOILIEHUH APYroro THUIa MPUCTYIIOB.

4.5. B3aumopaeiictTBMe ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aMMOJEHCTBHUSA

Jlakocamul cieayeT MPHUMEHSATh OCTOPOKHO B COYETAHMHM C IpenapaTaMy, BbI3BIBAIOLIMMHU
ynnuHeHue uHTepBana PR (Bkitouass JekapcTBEHHBIE CpeAcTBa — OJIOKATOPHl HATPUEBBIX
KaHaJOB) U aHTHAPUTMHUECKUMHU mpernapatamu | kmacca. OpgHako B MOATPYNIIOBOM aHAIU3€
KJIMHUYECKHX UCCIIETIOBAaHUM HEe ObUIO OTMEUEHO JOMOIHUTEIBHOIO y/UIMHEHHs nHTepBaia PR y
NaIMEeHTOB, KOTOPBIE OJJHOBPEMEHHO NMPUHUMAIIH JJAKOCaMUJ B KOMOMHALIMYU ¢ KapOamMa3enuHOM
WM JTAMOTPHUIKUHOM.

JIa”HHEIE in Vitro

Pesynbprarel HccienoBaHUl CBUAETENBCTBYIOT O HHU3KOM BEPOSTHOCTH B3aUMOACHCTBUS

JaKOCAaMMJIa C IPYTUMHU IpenapaTaMu.
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Hccnenoanus metabonusma in vifro moKa3bIBaT, 4YTO Hdko mﬂgﬂﬂﬁﬁgﬁkﬂ'}'fﬁaﬁeﬁﬂémm

CYP1A2,2B6 n 2C9. B KOHLIEHTpaLKAX, KOTOPBIE ONPEIEIIINUCH B KPOBU BO BPEMSI KIIMHUYECKUX
UCCIIeIOBaHMM, TakocaMu]l He mHruoupoBan uzohepmerntel CYP1A1, 1A2, 2A6, 2B6, 2C8, 2C9,
2D6 u 2E1. WccnenoBauus in vitro CBUAETENbCTBYIOT, YTO JJaKOCAMUJ HE TpaHCHIOpTUpyeTcs P-
TJIMKONIPOTEMHOM B KullledHuKke. [laHHbIe in vitro mokaseiBaior, uto u3zodepmentel CYP2CO,
CYP2C19 u CYP3A4 cioco6HbI KaTanu3upoBaTh oOpa3oBanue O-ae3mMeTniMeradbonnTa.

Jla”HHEIE in Vivo

Knunuueckue naHHbIE CBUAECTENBCTBYIOT, YTO JAKOCAMUJ HE MHTUOMPYET M HE WHIAYUUPYET
nzodepmentsl CYP2C19 u 3A4 1o KTMHUYECKHA 3HAYUMOTO YPOBHSI.

JlakocamuT HE OKa3bIBaeT JeWcTBUA Ha Iom@aap moj KpuBoi (AUC) mwmmazomama
(merabomuzupytromierocs uepe3 nzopepmeHnT CYP3A4, npu nozuposke nakocamuaa 200 mr aBa
pasa B JieHb), HO Mpu 3TOM Cmax MHZa307aMa Obuta cierka yenudeHa (30 %). Jlakocamun ne
BIUsACT Ha (apMaKOKMHETHKY oOMerpasojia (MeTa0oJM3uPYIOMIerocss dYepe3 H30(PepMEHTHI
CYP2C19 u 3A4, npu no3uposke gakocamuja 300 Mr 1Ba pas3a B JI€HB).

Owmenpazon — unruourop uzopepmenta CYP2C19 (40 mr 4 paza B JeHb) HE YBEITUYHMBAI
KJIMHUYECKH 3HAUYMMO OJKCIO3UIHUI0 JaKkocaMuja. TakuM oOpa3oM, MaloOBEpPOATHO, 4YTO
ymepeHHbsie HHruOuTopsl nzodepmenta CYP2C19 moryT okas3piBaTh BIMSHAE HAa CHCTEMHYIO
AKCIIO3UIUIO JTAKOCAMUA 10 KITMHUYECKHA 3HAYUMOTO YPOBHSI.

CrnenyeT co0It01aTh OCTOPOKHOCTH TIPH OJHOBPEMEHHOM IPHEME C MOIIHBIMH MHTHOUTOPAMHU
nzopepmenra CYP2C19 (manpumep, ¢daykonazon) u wm3odpepmenta CYP3A4 (mampumep,
UTPAKOHA30J, KETOKOHA30JI, PUTOHABUD, KIAPUTPOMHUIIMH), KOTOPOE MOXKET MPUBECTH K
YBEJIMUEHUIO CUCTEMHOW SKCIIO3MIIUU JJaKocaMua. JlaHHbIe B3aUMOJCUCTBUS HE YCTAHOBJICHBI
in Vivo, HO BO3BMOXKHbI HA OCHOBaHMH JaHHBIX i1 VIIT0.

MoltHble MHAYKTOPHI MHUKPOCOMAIBHBIX (EPMEHTOB IEYEHH, TaKUe KaK pUPaMIHUINH HIN
3BepOo0Oi TpoabIpsiBIeHHBIA (Hypericum perforatum), MOTYT BBI3bIBATh YMEPEHHOE CHIDKCHHE
CUCTEeMHOMN KOHIICHTPAIINH JaKOcaMuIa. B CBS3M ¢ 3THM NpH HA3HAYCHHUH WIH OTMEHE TTOI0OHBIX
IpenapaToB CIEAYeT COOII0aTh OCTOPOKHOCTb.

[IpoTHBOSIHUIICOTHYCCKHE IPEHAPaThI

B uccnenoBaHusax mo B3aMMOAEHCTBUIO JTAKOCAMHUJ HE OKa3bIBaJl CYILECTBEHHOI'O BIIMSHUSA Ha
KOHIIGHTpaLMIo0 KapOama3ennHa W BaJbIIPOEBOM KHUCIOTHI B IuazMe KpoBu. KapOamaszenuH u
BaJIbIIPOEBAs KUCJIOTA HE OKA3bIBAJIH BIMSHUS Ha KOHLIEHTPALMIO JIAKOCaMuU/a B IJIa3Me.

Ha ocHOBaHuMM NOMYyIAUOHHOTO (HapMAKOKMHETHYECKOrOo aHalM3a CIeNlaH BBIBOJA, 4YTO
CONYTCTBYIOIlAsl ~ Tepamusi NPOTUBOSMMIENTHUYECKMMHU  CPEACTBAMM, HMHIYLHUPYIOIIHUMU

MHUKPOCOMAJIbHbIE (epMEHTH IMeyeHHu (kapOamas3enuHoM, (EHUTOMHOM, (eHoOapOuTalIoM B
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Pa3IMUHBIX 103aX), CHHKaNa 06IIyIo cucTeMHylo skcrosiiio farbtastn xa 4 2594 5 B3poosix

nanueHToB U Ha 17 % — y netelt u moAPOCTKOB.

ITepopanibHBIC KOHTPAIICTITUBEI

He BbIsIBIIEHO MPHU3HAKOB 3HAYMMOTO B3aUMOJIEUCTBUS MEXAY JaKOCAMUIIOM M MEepOpaTbHBIMU
KOHTpPALIETITUBAMU: JSTUHWJIACTPAIUOIOM M JIeBOHOprecTpenoMm. Jlakocamun He OKa3bIBaeT
BJIMSIHME HA KOHIICHTPALIMIO MPOrecTepoHa.

IIpoune B3anMoAeiCTBUS

Jlakocamu He BiIMsAeT Ha (PAPMAKOKMHETHKY JAWrOKcHHA. KimHWYeckn 3Ha4uMoOro
B3aMMOJICHCTBUS JTaKOCaMHJIa U MET(POPMHHA HE BBISIBIICHO.

JIaHHBIX 0 B3aMMOJEHCTBHUU JIAKOCAMM/IA C AIIKOTOJIEM HET.

CreneHb CBA3BIBAHMS JJaKOCaMU/1a ¢ OeIKaMHU IUIa3Mbl KpOBHU cocTaBiisieT MeHee 15 %. B cBszu ¢
9TUM KJIMHMYECKH 3HAYUMOE B3aMMOJECHCTBUE C IPYIMMHM IIperapaTaMH, CBS3bIBAIOLIMMUCS C
OenKaMH MJ1a3Mbl, MaJOBEPOSTHO.

[Ipu ogHOBpEeMEeHHOM IpueMe ¢ Bap(hapuHOM JIAKOCAMUJ HE OKA3bIBACT KIMHUYECKU 3HAYMMOTO
BIMSIHUA Ha (papMaKoJMHAMUKY U (PapMaKOKWHETHUKY Bap(hapuHa.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

JKeHIIUHEI ¢ ICTOPOIHLIM TOTSHITAIOM

Bpaan CJIG,Z[yQT O6CYI[I/ITB ACIICKTHhI HHaHI/IpOBaHI/I}I CEMbU U KOHTpaI_IeHI_[I/II/I C JXCHIIIMHAMHA
JIETOPOTHOTO BO3PACTa, MPUHUMAIOIIMMHE JTaKocaMu/ (cM. Toipazaen «bepeMeHHOCThY).

[Ipu xenmaHuU KEHIIMHBI 3a0€peMEHEeTh ClIeAyeT MOBTOPHO TINATEILHO OIEHUTHh NMPUMEHEHHUE
JIAKOCAMU/IA.

bepemeHHOCTD

Obwuti  puck, ceA3aHHbIL ¢ SNULencuel U NPOMUBOINUIENMUYECKUMU JIeKAPCMBEEHHbIMU
npenapamamu

B oTHomeHMM BCeX NPOTHBOAMUICHTHYECKUX TIPEmaparoB OBUIO TOKA3aHO, YTO 4YacToTa
BPO’KJICHHBIX IIOPOKOB Pa3BUTHUs y JETEH KEHILUH C SIWICTICUEH, TT0JIy4aOIUX TaKyI0 TepaIulo,
B 2—3 pasza BBbIIIEC IO CPAaBHEHHIO C OOIIEH Momynsuueit (B MOCIeTHEM CIIydae 3TOT MOKa3aTelb
coctaBisieT 3 %). Y manueHToB, MOJyJaloIIUX JEYCHHE, ObUIO OTMEUCHO YBEIMUYCHHUE YaCTOTHI
BPOXKJICHHBIX TOPOKOB Pa3BUTHS Yy neTeld Ha (OHE IMOJMTEpPAlUH, OJHAKO CTEMEHb BIUSHUS
JiedeHus u/viu 3a00JIeBaHUsI Ha YBEIIMYCHHIE STOTO PUCKA J0 HACTOSIIETO BpEeMEHU HEM3BECTHA.
Kpome Toro, sddekTuBHOE NPOTHUBOIMUICITUYECKOE JICUEHHWE TMpeKpaliarh He CIeayerT,
MOCKOJIBKY YXYAIICHHE TCUCHHS 3a00JIeBaHUS OKAa3bIBAET OTPUIIATEIILHOE BIMSHUE HA MaTh U HA
IO/,

Puck, CBA3AHHDBIIU C npuemom aakocamuoa

10
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KnuHuuecknx NaHHBIX O TMpUEeMe JaKocaMuia vy 6eﬂgge%ﬁgr;=}%éTT@%cﬂggo%§frﬁﬁ Ha

KUBOTHBIX HE OBUIO 3apeTUCTPUPOBAHO TEPATOTEHHBIX 3(P(PEeKTOB, OIHAKO TpHU TMpHEME 103,
TOKCHYHBIX JUII MAaTEPUHCKOTO OpraHM3Ma, Obljla OTMEUYEHA SMOPUOTOKCHYHOCTh Y KPOJIUKOB H
KpbIC. [loTeHIIMaTbHBIN PUCK 1JIA YETOBEKA HEU3BECTEH.

Jlakocamuzl He clleyeT NMPUHHUMaTbh BO BpeMsl OEpEMEHHOCTH, 3a HUCKIIOUYEHUEM TEeX CIIy4yaes,
KOI'Zla MoJjb3a JUlsl MaTepu SIBHO MEPEBELIMBAET BO3MOXKHBIN PHUCK Ul IuioAa. Eciu xkeHinHa
IUIaHUpYeT OepeMEeHHOCTh, TO HEOOXOJMMO TIIATENBHO B3BECUTH LIEIECOOOpPa3HOCTH MpHEMa
sToro mnpemnapara. Jlig OCYyIIECTBIEHHMs MOHHUTOPHHIA TIIOCIECACTBHM IIpUEMa Ipenapara
Jlakocamun dapmacuHTe3 y OCpEeMEHHBIX >KEHIIMH BpadaM PEKOMEHIYETCsl perucTpUpOBaTh
JAaHHBIX ManueHToB B EBponelickoM u MexayHaponHoM Perucrpe 1o npoTuBo3NMMIEITUYECKUM
npenapartam u 6epemenHoctu (EURAP).

Jlakranus

JlakocaMu ] SIKCKPETUPYETCS € TPYAHBIM MOJIOKOM.

HeB03MO0XHO UCKITIOYUTH PUCKHU AJI1 HOBOPOKIEHHBIX U MJIa/ICHLIEB.

Bo Bpems nedyeHust 1akocaMuI0M peKOMEHAYETCS IPEKPATUTh KOPMIIEHUE IPYAbIO.

DepTUILHOCTE

He 6puto oTmedeHo 1moOouHbIX 3¢ (heKToB Ha (HEPTUIBHOCTh WM PENPOAYKTHBHOCTH y KPBIC
000X TOJIOB B J103aX, CO3/IA0MIUX KoHIeHTpanuto B iazme (AUC) npubnu3utensHo B 2 pasa
Boilie AUC B ma3Me yenoBeKa NpU NMPUMEHEHUH MaKCUMAaIbHO PEKOMEHAYEMOW 03bl AJIs
JIIOZEH.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

CreneHs BIUSHUS JJakoCaMHyJa Ha CHOCOGHOCTB YHIpaBJIATb TPAHCHIOPTHBIMU CPECACTBAMH WA
MEXaHU3MaMHu BapbUpPYETCA OT HE3HAYUTEJIbHOW 10 cpefaHel. JIedeHue makocaMuIoM MOXKET
COTIPOBOXKAATHCS Pa3BUTHUEM TOJIOBOKPYKEHHUS MM HEUETKOCThIO 3peHus. [larmueHtam He
PCKOMCHAYCTCA YHPAaBJIATbL TPAaHCHOPTHBIMH CPCACTBAMU W 3aHUMATLCA JAPYrMMU BUIAMU
ACATCIIbHOCTH, TpGGYIOHlI/IMI/I KOHIICHTpAalluX BHUMAHUA.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 6e3onacHOCTH

OcHOBBIBasicb Ha aHanu3e OOBEAMHEHHBIX  IUIANE00-KOHTPOJIMPYEMBIX  KIMHHYECKUX
UCCJIEOBAaHUM JTONIOJHUTENBHON Tepanuu, BKIo4aBmux 1308 mamueHToB ¢ mapuuaibHbIMU
CyZIOpOXKHBbIMU Tnpuctynamu, 61,9 % paHaoMu3upoBaHHBIX B Tpynmy Jakocamuaa u 35,2 %
MalMeHTOB PaHIOMHU3WPOBAHHBIX B Tpymmy Iwianebo, cooOmanu, 1o KpaiHed Mepe, 00
1 HexenatenpHOU peaknuu. Hambornee 4acThIMU HEXenaTtedbHBIMU peakiusmu (> 10 %) mpu

npueMe Jakocamuaa OBLIM TOJOBOKPY)KEHHE, TOJIOBHas 00ib, TOMmHOTa M aurionus. Kak

11
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NPaBWJIO, OHU OBUIM JIETKUMH WJIH YMEPEHHO BLIpa%QEBM':ﬁ'}J%EH&;J :HQEQIJO.IPHX

HE)KEJIaTEeNIbHBIX PEaKLMi 3aBHcena OT J03bl M yMEHbIIANAch Iocie ee CHkeHusd. Yacrora u
TSOKECTh HEXKEJaTeNbHBIX PEaKIMil CO CTOPOHBI LeHTpaibHON HepBHOW cuctembl (LIHC) u
KEITYI0YHO-KUIIIEYHOTO TPAaKTa 0OBIYHO YMEHBIIAACh CO BPEMEHEM.

Bo Bcex KOHTPOIUPYEMBIX KIMHUYECKUX MCCIEIOBAHUIX YacTOTa MPEKpalleHHs Tepanuu 13-3a
HE)KENIaTEeNIbHbIX peakuuil cocraBwia 12,2 % nus manMeHToB, paHAOMU3UPOBAHHBIX B IPYIILY
nakocamuna u 1,6 % Ui manueHToB, paHIOMU3UPOBAHHBIX B Tpymnny Iuiane6o. Camoil yactoii
HEXENAaTeIbHOW  peaklueil, NPHUBOAAIICH K OTMEHE Tepamuu JaKoCaMHUIOM, OBLIO
rOJIOBOKpY:KeHUE. [{oy1s1 HekeNnaTeIbHbIX PEAKIIUA CO CTOPOHBI IEHTPAIBHON HEPBHOUM CUCTEMBI,
TaKUX KaK FOJIOBOKPY)KEHUE, MOKET OBITh BBIIIE [TOCIIE MIPHEMa HACHIIAIOIECH JO3bI.

Ha ocHoBe aHanmM3a AaHHBIX KIMHUYECKOTO HCClenoBaHHus 3()(EeKTUBHOCTH MOHOTEpanuu
JAKOCAaMHUJIOM TI0 CpaBHEHHUIO C KapOama3enuHoOM (KOHTPOIMPYEMOTO BBICBOOOKICHHS),
Haubosee YacThIMU HEXeJaTedbHbIMH peakuusimu (= 10 %) mpu mpueme jakocamuaa ObuId
roJIOBHAs OO0JIb U TOJIOBOKpYKEHHE. JacToTa OTMEHBI TEpaIlluu M3-3a HEeXeNaTeIbHBIX PeaKIHii
cocraBuna 10,6 % nnsg manueHTOB, NPUHUMABLIUX Jakocamua, U 15,6 % nns manueHTos,
MPUHUMABIINX KapOamasenuH (KOHTPOJIMPYEMOTO BEICBOOOKICHUS).

[Tpodune Ge3omacHOCTH JTaKOCaMKIa, 3aPETUCTPUPOBAHHBIN B HCCIEAOBAHUU Y MAllMEHTOB B
BOo3pacTte 4 JeT M cTaplie C MIMONAaTHYECKON IeHepalu30BaHHOW SMMJIEIICUEN C MEpBUYHO-
reHepaTM30BaHHBIMU TOHUKO-KIIoHnYeckuMu npuctynamu (ITT'TKIT), coorBeTcTBOBaN MpOodhmitto
0€30MacHOCTH, TMOJTYYEeHHOMY B OOBEAMHEHHBIX IIAI[e00-KOHTPOIUPYEMBIX KIMHUYECKUX
UCCIIEIOBAHMSIX TpPU MapUHUaNbHBIX MpHCTynax. JlOMoNMHUTENbHBIMU  HEXeNlaTelbHbIMU
peakuusMu, 3apeructprupoBaHHbiMy y manueHToB ¢ [T TKII, Oputn MUOKIOHUYECKAs! STTHUIIETICHS
(2,5 % B rpynmne nakocamuga u 0 % B rpymime 1ianedo) U HapyluieHne KOOPAUHAIMH JIBHKCHUN
(3,3 % B rpynmne nakocamuaa u 0 % B rpynmne miane6o). Haubosnee yacTbiMu HexkeNnaTeIbHBIMU
peakuusMu OBUIM TOJIOBOKPY)KEHHE U  COHJMBOCTh. Hawubosee pacmpocTpaHEeHHBIMHU
HE)KEeJIaTeIbHBIMU PEaKIMsIMH, 00YCIaBIMBAIOLIMMHU MPEKPAILICHUE TEPAMTUH JTAKOCAMHIOM, OBbLITH
TOJIOBOKPY)KEHHE U CyUIUAAJIbHbIE MbICIU. [IpOLIEHT MNanueHTOB, INPEPBABILIUX TEPAIUIO
BCJICJICTBME BO3HHMKHOBEHUS HEXEIATEIbHBIX peakiui, coctaBui 9,1 % B rpymnmne jakocaMuia u
4,1 % B rpynne mianedo.

TabauyHoe pPe3IOME HEXKENATEIbHBIX DEAKIIUI

B Ta6JII/II_[e NPUBCACHBI HCXKCIATCIbHBIC PCAKIWH, OTMCUCHHBLIC B XOJC KIMHHUYCCKUX
HCCIICIOBAHUN M B TOCTPETUCTPAIMOHHON MPAaKTUKE, C yKa3aHUEM HUX 4YacToThl. YacTtora
pacripeieiecHa B COOTBETCTBUU CO CIEAYIOIIMMHU KaTEeropusMH: o4deHb dacto (>1/10); yacto
(>1/100, HO <1/10); HewacTo (>1/1000, HO <1/100); peaxo (>1/10000, HO <1/1000), OUeHB peaKO

(>1/100000, HO <1/10000), yacToTa HEM3BeCTHA (HA OCHOBAHMM MMEIOIINXCS JAHHBIX OIEHUTH
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HEBO3MOJKHO). BHYTpU KakI10if kKareropuu He earesth Qp@%&ﬁ&ﬁﬁ%%ﬂ%&{béﬂ n'(:_hl}mKe

yOBIBaHHUS CEPHE3HOCTH.

Opransl, cuctemsl | OdeHb Yacto Heuacto YacToTa HEU3BECTHA
4acTo
Hapymenus co Arpanysonuros!
CTOPOHBI KPOBH U
muMpaTugeckon
CUCTEMBI
Hapymenus co [MnepuyBCTBUTENLHOCTS' |Peakiuu
CTOPOHBI TUIIEPYYBCTBUTEIBHO
WMMYHHOI CTH C IOPaKEHHUEM
CHCTEMBI Pa3In4HbIX OPraHoB
U cUCTeM (BKITIOYAs
JIEKapCTBEHHYIO
peaxIuio ¢
s03uHOMIHEH 1
CUCTEMHBIMU
IIPOSIBIICHUSIMU
(DRESS-
cunapom))’2
ITcuxuueckue Henpeccus, Arpeccus’,
HapyLIeHUs CIIyTaHHOCTh BO30YKIeHuE !, diipopus’,
CO3HaHUs, NCUXUYECKHUE
Gecconnnia’ paccrpoiictsa’,
CYMIIMIANIbHBIE MOTBITKH',
CYMIHIAIbHBIE MbICIH,
raJUTIOLMHALIH
Hapymenus co TosnoBokpy |MuokIoOHUYECKHE O6mopok?, Hapymenne  |Cymnoporu
CTOPOHBI HEPBHOM |’)KEHHUE, cynoporu?, KOOpAWHAIINY IBUKECHUH,
CUCTEMBI rojOBHas |HapylLIeHUe JTUCKUHE3US
001b KOOPIMHAIIUN
JIBHOKCHUI,
HapylLIeHHe
paBHOBeECHS,
HapylleHHe TaMATH,
KOTHUTHBHBIE
HapyLIeHus,
COHJIUBOCTB, TPEMOP,
HUCTarM, rumnecTesus,
IU3apTpus,
HapylleHHe BHUMaHUS,
MapecTe3nn
Hapymenus co Junonust |HedeTkocTs 3peHus
CTOPOHBI OpraHa
3peHus
Hapymenus co Bepturo, mym B ymax
CTOPOHBI OpraHa
ciIyxa ¥ TJaOupuHTA
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Hapymenus co ATpﬂdEéHTfﬁkjiﬂﬂmdﬁ:J ! %’e‘kﬁlpﬁ@h];rﬂi!léﬁl
CTOPOHBI CEpALA onokaza'?, TaxuapuTMHs'!

Opaaukapaus'?,
budpmIAIIIS
npencepauii'?,
TpereTanue
npeacepauii’-

Kenynouno- Tomnora |PBoTa, 3amop,
KHUIIICYHBIC METEOPU3M,
HapyIIeHUs TTUCTICTICHUS, CYXOCTh

BO Ty, AHapest

Hapymenus co
CTOPOHBI IIEYEHH U
KEITYEBBIBOISIIINX
myTen

N3MmeHeHne ne4eHOYHbIX
1po6?, MOBBILIEHHE
YPOBHSI ICYCHOYHBIX
(dbepMeHTOB (>2 paza
OTHOCHTEIILHO BEPXHEMN
IPaHMIBI HOPMBI)!

Hapymenus co 3y, chinb! AHTHMOHEBPOTHYECKHUH Cunapom CTHBeHca-

CTOPOHBI KOXKH U orek (otex Kpunke)!, Jlxoncona',

MOJKOKHBIX TKaHEeH KpanuBHUIA! TOKCHYECKHH
SMUJIEPMATIbHBIN
Hekpous!

Hapymenus co
CTOPOHBI
MBIIIICYHOH,
CKEJICTHOM U
COCIMHUTEIIFHOM
TKaHH

MEIIIeUHEBIA cia3M

OOmume HapylIeHus

Hapymenne noxonku,

Y peaKIny B MecTe aCTeHHA,

BBEJICHUS YTOMIISIEMOCTb,
pa3apaxXUTETHHOCTB,
OIIYIIIEHUE OMBSTHEHUS

TpaBmsl, [Nagenus,

WHTOKCHUKAIUU 1 MOBPEXKICHUS KOXKH,

OCJIOKHEHUS YITHOBI

IpoLenyp

1- HeofcellamelbHble pedKyUuu, 6bliA6lIeHHblE 6 nocmpeeucmpauuouﬂoﬁ npakmuke

2- cm. pazden Onucanue 0omoenrbHbIX HeXHCeNamebHbIX PeaKyuil
3- coobwanocw 6 uccreoosarnusix IHI'TKIT

Onucanue OTACIBHBIX HEKEIATCAbHBIX PECAKIIMI

EPTHOMY OTYETY

[Ipumenenue nakocamuga CBSI3aHO C J0303aBUCHMBIM yJJIMHEHHMEM uHTepBaia PR. Moryrt
HaOJI0/IaThCSl HEXKeNaTeNIbHbIE PEeaKINK, CBSI3aHHBIE C YIJIMHeHHueM uHTepBaia PR (Hampumep,

aTPUOBEHTPUKYIIApHAst 0JI0Kaaa, 0OMOPOK, Opaxukapaus).
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B KIMHNYECKUX UCCIIENOBAHUIX JOMOIHUTEILHOM Tepaﬁgﬂ;'};ﬁlzgi%e}ﬁ’ﬁg e Sftitetrcheir ;IBAﬁeHT

AMH30/I0B ATPHOBEHTPUKYIAPHOM O10kas! | crenenn Obu1 HeBbICOK — 0,7 %, 0 %, 0,5 % u 0 %
pY IpUMEHEeHHH J1akocamua B go3upoBke 200 mr, 400 mr, 600 mr u muianedo COOTBETCTBEHHO.
ATpuoBeHTpUKYISIpHON Osokasnbl Il cTeneHn u BbINIE B TaHHBIX HUCCIEAOBAHUSAX OTMEYCHO HE
obu10. TeM He MeHee, B MOCTPETHMCTPALMOHHON NMPAKTUKE COOOINAIOCh O CIy4asX MOSBIICHUS
aTpuoBeHTpUKyIspHOi 61okans! 11 u 11 crenenu npu JedeHuu TakocaMuIoM. B cpaBHUTETEHOM
KJIMHUYECKOM HCCIICIOBAaHMM MOHOTEPANUM JIAKOCAMUIOM B CPaBHEHUHM C KapOama3elnuHOM
(KOHTpOJMPYEMOT0 BHICBOOOKICHHUS) YBeIM4YeHHE nHTepBaia PR Ob110 comocTtaBuMo a1t 060ux
IpernapaToB.

OOMOpPOK B KIMHHUYECKHUX HCCIECIOBAHUSX JOMOJHUTEIBHON TepaIy JJAKOCAMUIOM BCTpedasics
HEYacTo, U MPOLEHT CIYYMBIIUXCS SMU3040B HE OTIIMYAJICS B IPYIIAX MAI[MEHTOB C SMUJICTICUEH,
nonyyaBumx jakocamua (n = 944) (0,1 %) u nomyyaBmux miane6o (0,3 %). B knmuHndeckux
uccienoBaHusIX 3¢ (HEeKTUBHOCTH MOHOTEPAINH JJAKOCAMHJIOM 10 CPAaBHEHUIO ¢ KapOaMa3enuHoOM
(KOHTPOJINPYEMOTO BBICBOOOXKACHUS), 00MOpokH Habmonanuck y 7 u3z 444 (1,6 %) nanueHTos,
nonydaBImmx Jakocamua, u 'y 1 u3z 442 (0,2 %), manueHToB, MOTy4YaBIINX KapOama3ernuH
(KOHTPOJUPYEMOTO BHICBOOOKICHHUS ).

OuOpMIIIALUS U TpeneTaHue npeacepanil He ObUTM OTMEUYEHBI B KPATKOCPOUHBIX KIMHUYECKHX
UCCIICIOBAHMIX, OJHAKO 00a SBICHUS OBbUIM OTMEYEHBI B OTKPBITHIX HCCIEAOBAHUSX TIO
STIWIICTICHH, a TAK)KE B TIOCTPETUCTPALIMOHHON TTPAKTHKE.

Omxnonenus 1a60pamopHeIX noxazameineu

H3MmeHeHre TMEeYeHOYHBIX Npo0 OTMedanoch B I1aie00-KOHTPOIUPYEMBIX HCCIEIOBAHUIX
JaKOCaMHJIa y B3POCHBIX IMAIMEHTOB C MapPIUAIBHBIMU CYAOPOXHBIMA MPUCTYIAMHU TIpU
MPUMEHEHUHU Y HUX OT | 0 3 MPOTUBOAMIIICTITUYECKUX TIPETapaToB O JHOBpeMeHHO. [loBhIIeHne
anannHaMmuHoTpaHcepassl (AJIT) B 3 paza u 6onee Habmoaanock y 0,7 % (7 u3 935) nanueHToB,
npuHUMaBIIUX Jakocamua, 'y 0 % (0 u3 356), npuHuMaBIIMX IUTaLE0o.

Peaxyuu eunepuyecmeumenvrHocmu ¢ nopadcenuem pasiuiHblx OpeaHos8 U CUcmem

Beuti 0TMEUYeHBI peaKiuy THIEPYyBCTBUTEILHOCTH C TOPAKCHUEM Pa3IMIHBIX OPTaHOB H CHCTEM
(Tax:ke M3BECTHBIE KaK JIEKAPCTBEHHAs peaKius C 503MHO(MINEH U CUCTEMHBIMU MPOSIBICHUSIMU,
DRESS-cunapom) y marueHTOB, MOMYyYaBIIUX HEKOTOPHIC MPOTHBOIMUICIITUYECKHIE ITPETIapaThl.
JlaHHbBIE peaKIMy pa3IuYHbI B POSBICHUH, HO YaIlle BCETO MPOSBIISIOTCS B BUJIC Kapa U CHIIU U
MOTYT  3aTparuBaThb  Jpyrue CUCTeMbl. Eciaum  ecTb  NOJO3peHHe Ha  PEakKLHuio
TUIEPYYBCTBUTEIBLHOCTU C MOPAKEHUEM Pa3IMYHBIX OPraHOB M CHUCTEM, TO MPHUEM JIAKOCaMHUAA
CIIeTyeT MPEKPATUTb.

Tooicunvle nayuermol
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B cpaBHUTETBRHOM  HCCIEIOBAaHWHW MOHOTEpANUU 'nh:(ﬁﬁc)-@@m%MTEﬁlt chagé-aﬁggé-ﬁhHOM

(KOHTPOJIUPYEMOTO BBICBOOOXKICHHSI) THUITHI HEKENATEIbHBIX PEAKIUN y MOXKUIBIX MAIlMEHTOB
(crapire 65 neT) ObLTH OAMHAKOBBIMU C HAOJII0IaeMBIMH Y TTAITMEHTOB MOJIOXke 65 set. OnHako, y
MOXKUJIBIX TallMEHTOB, B CpPaBHEHUU C 0Oojiee MOJIOABIMU B3pOCIBIMU, HaOIIOAanacy Oosee
BBICOKasl yacToTa (pasnuuue > 5 %) A cleAyonnX HexXelaTelbHbIX peaKuil: majieHue, quapes
u Tpemop. Hambornee uacToli HexelaTeNbHON pPEaKIMEe CO CTOPOHBI CEePACYHO-COCYTUCTOU
CUCTEMBI y TIOKUJIBIX MMAlIUEHTOB, B CPABHEHHUH ¢ 00JI€€ MOJIOABIMH, ObLIIa ATPUOBEHTPUKYIISIpHAS
6nokana | crenenun. Ona HabmOgaNach MpU Tepanuu JakocaMuaoM y 4,8 % (3 u3 62) moxuibx
MaUeHToB, B cpaBHeHUU ¢ 1,6 % (6 u3 382) y Oojee MOJOIBIX B3POCIBIX MAIUEHTOB, AJIS
kapOamazenuHa (KOHTPOJIUPYEMOTO BEICBOOOXKIEHHSI) COOTBETCTBYIOIINE 3HAUCHUSI COCTABIISLITN
5,3 % (3 u3 57) y noxwuneix manueHtoB U 1,3 % (5 u3 385) y Oonee MOIOABIX B3POCIBIX
nanueHToB. YacToTa HeKenaTeabHbIX SIBICHUN, HAOMIOAABIIMXCS Yy MOXKHWIBIX MAIlleHTOB MpU
Tepanuu JakocamuoMm, coctapisiia 21,0 % (13 u3 62), B cpaBHenuu ¢ 9,2 % (35 u3 382) y Oonee
MOJIOIBIX B3POCHBIX MAIMEHTOB. OTH pa3lu4us MEXAY TMOXWIBIMU H 0oJiee MOJOIBIMU
B3pPOCIIBIMH TAIIIEHTaMU OBLUTH aHAJIOTHYHBI TeM, KOTOPbIE HAOIIOJANINCh B TPYIIE Mpenapara
CpPaBHEHHSI.
eTu

[Ipodunb 6e30MacHOCTH TaKOCaMH/JIA B TUTALE00-KOHTPOIUPYEMBIX (CM. paszzen 5.1) U OTKPBITHIX
KU (n =408) npu npoBeaeHUH JONOJIHUTEIBHON TEPAK y A€TEN C NapLUaIbHBIMU IPUCTYIIaMU
B BO3pacTe crapuie 4 JeT COOTBETCTBOBAJ TaKOBOMY Y B3POCIHBIX, XOTSI HYaCTOTa HEKOTOPBIX
HEXENaTebHBIX pPeaKIuil (COHJIMBOCTh, PBOTA W CYAOpPOrv) OblIa yBelWueHa. Y JeTed u
MOJIPOCTKOB TOSIBHJIMCh TAaK)XXE JOIOJHUTEIbHBIE HEXENaTelbHble peaknuu (Ha30(papuHTHT,
TUXOpaaKa, GapuHTUT, CHUKEHHUE alleTUTa, BSUIOCTh M HapYyIICHUE MMOBEACHMS ): Ha30(apUHTHUT
(15,7 %), peota (14,7 %), connuBocts (14,0 %), ronoBokpysxkenue (13,5 %), muxopanka (13,0 %),
cynoporu (7,8 %), cunxenue annetura (5,9 %), dapunrur (4,7 %), Bsnocts (2,7 %) v HapylIeHHe
nosenenus (1,7 %). B obmeit cnoxuHoct y 67,8 % ManueHToB, MOJYYUBIINX 110 pe3yJbTaTaM
paHaoMuU3anuu JIakocaMud, Uy 58,1 % manueHToB, MOTYYMBIIMX TUIANeb0, coo0Ianoch, Kak
MHUHHUMYM, 00 OTHOM HEKEIATEIHbHOU PEaKIIiH.

COO6H_ICHI/IC 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O MOAO03pEBAEMBbIX HEXKENATeNbHBIX PEAaKIMAX IOCIEe PEeTrUCTpaIiu
JIEKapCTBEHHOTO Iperapara ¢ LeNbl0 00eCTeYeHNs HePEPhIBHOIO MOHUTOPUHTAa COOTHOILICHHS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHHUKAM DPEKOMEHIYyeTcs
coo0IaTe O JIIOOBIX MOJI03PEBAEMbIX HEXeNaTeIbHBIX PEeaKIUAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHUSI O HEXEIAaTeIbHbIX PEAKLHUAX rOCyIapCTB — YWICHOB

EBpa3uiickoro 5KOHOMHUYECKOI0 COK03a:

16



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23862

(NOCNEOCBATENEHOCTE 0001)

Poccuiickas @enepanus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUS
Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomaip, 1. 4, ctp. 1
Tenedon: +7-800-550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTH «HTepHeT»:

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

4.9. [lepeno3upoBka

CumMnOTOMBI

CuMnTOMBI, BOZHUKAIOIIME MTOCIIE CIy4allHOM WK IpeAHAMEPEHHON NTepEI03UPOBKY JJaKOCAMM1a
ObUIH TIPEUMYIIECTBEHHO 00ycioBieHsl nopaxenueM [{IHC u sxenya04HO-KUIIEYHOTO TPAKTA.

e  Buabl HexenaTeNnbHbIX PEaKIMK y MAlIMEHTOB, TPUHUMAaBIINX 10361 0T 400 mMr u 10 800 mr
Y IIPUHYAMABIINX PEKOMEHIOBAaHHBIE O3Bl JIAKOCAMU/Ja KIIMHUYECKN HE OTIIMYAIINCh.

e K peakuusm, oTMe4eHHBIM nocie npuema cBoiiie 800 Mr, OTHOCHIIMCH TOJIOBOKPYKEHHE,
TOILIIHOTA, PBOTA, AMWJIECHTUYECKHE IPUCTYIBI (T€HEpaIN30BaHHbIE TOHUKO-KIOHUYECKUE
CyJIOpOTH, OSIUJENTUYECKUNA CTaTyc). Takke OTMEUaauch HAPYIICHUS CEepACUYHON
IPOBOJUMOCTH, IOK U KoMa. CooOIIaeTcst 0 JeTalbHbIX MCXOJax y MAIlEeHTOB IMOCe
OCTpOM Mepe103UPOBKU HECKOJIBKUMHU I'PaMMaMHU JIaKOCaMU/a.

Jleuenune
AHTHI0TA JlakocamuJa He cyuiectByer. JleueHue mepeno3upoBKH cuMIToMarudeckoe. [Ipu

H€O6XOI[I/IMOCTI/I BO3MOKHO HUCIIOJBb30BaHHUEC I'EMOJHAIN3Aa.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUYECKas rpyIma: MPOTUBOSUIICTITUYECKHE CpEJ/ICTBa; apyrue
MPOTUBOSMUIICTITUYECKHUE CPECTBA.

Kon ATX: NO3AX18

MexaHu3M IeHCTBUS

AxTuBHOe BemecTBO — Jakocamun (R-2-amerammmo-N-OeH3UII-3-METOKCUIIPOITHOHAMU)
ABIsETCS (DYHKIIMOHAIN3UPOBAHHONW aMUHOKHUCIIOTOM.
TouHBII MEXaHW3M NPOTUBOAIUIIECIITUYECKOTO JEUCTBUA JIAKOCaMUJa HE YCTAaHOBJIEH. B
3IEKTPOPU3HOIOTUYECKUX HCCICNOBAHMAX [N Vitro JaKocaMuj W30UPaTeIbHO YCHIIUBACT
MEIJICHHYI0 HMHAKTHUBALMIO TOTEHIMAI3aBUCUMBIX HATPUEBBIX KAHAJIOB, 4YTO BEIET K
CTa0MIIN3aLUU TUTIEPBO30YAUMBIX MEMOpaH HEUPOHOB.

dapmakoauHamuyeckue 3P PeKTol
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Jlakocamu TpeNoTBpallal pPa3BUTHE IIPHUCTYIIOB ral 60 ot EkonmaceThe- Ia%z;]éjr:éh' Ha

JKHUBOTHBIX HapHHaHBHOﬁ U TCPBHUYHO FeHepaﬂH3OBaHHOI>'I OMUJICTICMU, a TAaKXC 3aJCprKHUBaJl
Pa3sBUTUC MOBBIIICHHON Cy,Z[OpO)KHOI\/'I rorosHoctu. B JOKIMHUYCCKUX NCCICAOBAHUAX JJaKOCAMU [
B KOMOWHAIlMM C JIEBETHUpAleTamMoM, KapOaMa3enuHoM, (EHUTOMHOM, BaJbIIPOATAMH,
JAMOTPUKUHOM, TOMUPAMaToM WM TaOaleHTHHOM JE€MOHCTPUPOBAI CHHEPTHUYECKOE WIIH
aJIMTUBHOE MPOTHBOCYIOPOKHOE ACHCTBHE.

Kimmaunueckas 3¢ dhekTuBHOCTD M 0€301acCHOCTD (IapUHUAIbHbIE IPUCTYIIHI)

Monomepanus

D¢ deKTUBHOCT JIaKOCAMHIa B KadyeCcTBE MOHOTEpamuu ObLla JOKa3aHa B JIBOWHOM CJIETIOM
uccinenoBaHuu  3((HEKTUBHOCTH 1O CPaBHEHUIO ¢ KapOama3zenuHOM (KOHTPOJIMPYEMOTO
BBICBOOOKICHHST ), IPOBOIMBIIEMCS B ITapauIEIbHBIX TPyNIax ¢ yqyactueM 886 maruenTos 16 jer
WM CTapllle ¢ HOBO- WJIM paHee TUarHOCTUPOBAaHHOM 3mujerncueil. B uccnenoBanuy npuHUMaiu
y4acTHue MalKUeHThl ¢ HECITPOBOLUPOBAHHBIMY MapIHATLHBIMU CYJOPOKHBIMU MPUCTYIIAMH C WIH
0e3 BTopuuHO renepanu3anuu. [lanneHTsr ObUTH paHAOMU3HPOBAHBI B 2 TPYIIIHI B COOTHOIICHUN
1:1, momyuaBIIMe, COOTBETCTBEHHO, KapOaMa3emwH W JiakocaMuj (B JIGKApCTBEHHOU Qopme
TabseTkn). {03l moaOMpanuch B 3aBUCUMOCTH OT OTBETA Ha TEPaNHIo M HAXOAWJIKCH B Mpeeax
400 — 1200 mr/cyt mst kapbamazenuna u 200 — 600 mr s makocamuaa. [IpogomKuTebHOCTD
Tepanuu cocTasisiia 10 121 Hexenu, B 3aBUCUMOCTH OT OTBETA.

OxugaeMblii 6-TM MeCSYHBIM mepuoj; 06e3 MPUCTYNOB ObLT AOCTUTHYT y 89,8 % mnanueHTos,
MOJTyYaBUINX Teparuio jgakocamuaom, u 91,1 % B rpymnme kapOamaszenuHa (UCIONIb30BaH METO]T
aHanm3a BeDKMBaeMocTu Karurana-Meiiepa). CKOppekTHpOBaHHAsE a0COJIOTHAS Pa3HUIIA MEXKIY
rpynnamu Obia — 1,3% (95 % nosepurensubiil uatepsan (JW): -5,5; 2,8). Oxunaemslii 12-Tu
MECSYHBIN Tiepuo 6e3 mpucTymnoB mo Metony Karmana-Maiiepa cocraBmnsin 77,8 % amns Tepanuu
nakocamMuzioM U 82,7 % — amns Tepanuu KkapObaMazenuHoM (KOHTPOJIUPYEMOTO BEICBOOOXKICHUS).
VY noxuneix mnamueHToB (cTapmie 65 jer, 62 manMeHTa B TpyNIE Jakocamuma, 57 —
KapOamaszenuHa) A0Sl JOCTUTIINUX O-TH MECSYHOTO meproaa 6e3 MpUCTYoB Oblla OJMHAKOBA B
o0enx rpynnax. OHa Takxe ObUIa COOCTaBMMa C HAOI0aeMoii B ocTanbHOU nonyisiuuu. Cpeau
MOXKWJIBIX TIAIMEHTOB B KadyeCcTBE MojepkuBaromei 10361 200 Mr/cyt jrakocamuj TMoJydaid
55 (88,7 %), 400 mr/cyt — 6 (9,7 %), no3a npessimana 400 mr/cyt y 1 naruenta (1,6 %).
Ilepexoo na monomepanuio

D¢ dexTrBHOCTH U 0€30MACHOCTH JAKOCAMU/IA MPH TIepexo/ie Ha MOHOTEpaNHio ObUIa U3ydeHa B
MYJIBTULEHTPOBOM, IBOMHOM CJIETIOM PaHIOMH3UPOBAHHOM HCCIIEJOBAHUU C PETPOCIIEKTUBHBIM
KOHTpoJieM. B nanHom wuccnenoBanuu 425 manueHToB B Bo3pacte oTr 16 mgo 70 jer c
NapuuagsbHBIMA  MPUCTYNAMH, TMPUHAMAIONINE CTaOWIbHBIE JO3Bl OJHOTO WJIH JBYX

IPOTHBOAMIICIITUYECKUX MPENapaToB ObLTH PaHIOMHU3MPOBAHBI B 2 TPYMIBI AJIs MEpexoaa Ha
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.10.2024 N= 23862

MOHOTEpAIHIO JIJAKOCAMUJIOM B cooTHomeHun 3:1, nonﬁtﬂ%ﬁn@a‘é‘é{%ﬁ 6 200' Mt o

300 mr makocamuna B cytku. CraproBas no3a cocrasisuia 200 mr B cytku (100 mr gBa pasa B
nenb). [lonnepkuBaroyo 103y NPUHUMAIA Kak MUHUMYM B T€UCHHE TPEX AHEH Mepel HayaaoM
nepexosia Ha MOHoOTepanuio. [IpoLeHT MmanueHTOB, y KOTOPHIX ObUIM BBHIMOJHEHBI 3apaHee
YCTaHOBJICHHBIE KPUTEPUU BBIXOJIA U3 MCCIEAOBAaHUS, CPAaBHUBAIM C JAHHBIMH HCTOPHUYECKOTO
KOHTpOJIs. VIcTOpHUECKUIT KOHTPOJIb ObUT MPEACTABICH Pe3ysibTaTaMU 00BETUHEHHOTO aHAIIN3a
KOHTPOJIBHBIX TPYHI M3 8§ MCCIENOBAaHMN CO CXOAHBIM JM3alfHOM, KOTOpPBIE HCIIOJIb30BAIH
CcyOTepaneBTUYECKYIO 103y MPOTUBOIMUIECHTHUECKOrO IpemnapaTa. bbuio mpogeMoHCcTprpoBaHO
CTaTUCTUYECKOE MPEBOCXOJCTBO Jlakocamuga B o3¢ 400 Mr B CyTKH mepea HUCTOPUYECKUM
KOHTPOJIEM, YKa3bIBaroIllee Ha JOCTHKEHUE IEPBUYHON KOHEUHOH ToukH 3 dexTuBHOCTH. Kpome
TOro, OBUTIO TOKa3aHO, 4YTO Jakocamug B 1o3e 300 Mr B CyTKM MMEET MPEUMYIIECTBO Mepen
UCTOPUYECKUM KOHTpOJIEM. Y NaIlMeHTOB, KOTOPbIE 3aKOHYMJIM TUTPALUIO U Hayalld OTMEHY
MPOTUBOSMMIICTITUYECKUX — mpenapatoB (284 wu 99  COOTBETCTBEHHO), MOHOTEPAMHIO
noanepxuBamu 71,5 % u 70,7 % mauueHTOB COOTBETCTBEHHO B CPEeJHEM B TeueHue 71 IHA.
[Ipodpuns OezomacHOCTH JakocaMHAa IMPH TEpexoje Ha MOHOTEPANHio ObUI COMOCTaBHM C
npodunsem O0e30MacHOCTH, OMHUCAHHBIM B HCCJIEIOBAaHUSAX IpUeMa JlaKocaMuJa B KadecTBe
JOTIOTHUTEILHOU TEPAIUU.

Lononnumenvnas mepanus

D¢ dexkTrBHOCTH TaKOCaAMUA B JOTIOJHUTEILHON TEPANIUU B PEKOMEHTyeMbIX 103ax (200 mr/cyT,
400 wmr/cyt) Obula JAoOKa3aHa B 3 MYJIBTHIICHTPOBBIX PaHIOMH3HWPOBAHHBIX TLIaIe0o-
KOHTPOJIMPYEMBIX KIMHUYECKUX UCCIIEIOBAHUSIX C 12-HeeNbHBIM MOAEPKUBAIOLIUM MTEPHOOM.
D¢ dexkTuBHOCTH JakOCcaMHIa B JOMOJHUTENBHONW Tepanmuu B go3ze 600 mr/cyr Taxxke Obuia
[I0Ka3aHa B X0/i¢ KOHTPOJIMPYEMBIX MCCIIEOBaHUHM, XOTs 3(pPEKTUBHOCTh ObUIa CONOCTaBUMA C
no3oit 400 Mr/cyT, HO TEPEHOCUMOCTh AaHHOW A03bI (600 Mr/cyr) OblIa XyKE€ MO NMPUIMHE
HE)KeNaTeJIbHbIX PeaKIUi CO CTOPOHBI LIEHTPAJILHOM HEPBHOM CUCTEMBI U JKETYJ0YHO-KUILIEYHOTO
tpakta. [loaTomy, wucnompzoBanue a03b61 600 Mr/cyr He pexkomeHayeTcs. MakcumaabHas
pexomeHoBaHHas 103a coctabisier 400 mr/cyT. Otu uccienoBanus ¢ yaacruem 1308 manueHTos,
MMEIOLINX B aHaMHe3¢e NMaplHaibHble MPUNAJAKU Ha TPOTSHKEHUH B CpeIHEM reproja 23 neT, Obuin
pa3paboTaHsbl JUTsl OIIEHKH 3P (GEKTUBHOCTH M 0€30MMaCHOCTH JIaKOCaMUa MPU JOTIOTHUTETFHOM
Ha3Ha4YeHUH K 1-3 MpOTHBOAMMIECNTUYECKUM MpenapaTaM y MalUeHTOB ¢ HEKOHTPOIUPYEMBbIMU
napuyalbHBIMU MPUNAJKaMHU ¢ WK 06e3 BTOpUYHOM reHepanuzanuu. OOmas 105151 MaeHToB ¢
50 %-HBIM CHUXXEHHEM YacTOThl MPHUIMAJKOB B rpymmax mianedo, nakocamuaa 200 mr/cyt u
nakocamuga 400 mr/cyt coctaBuna 23 %, 34 % u 40 % COOTBETCTBEHHO.

dapMakOKHHETHKA U 0€30MacHOCTh Pa30BOM HACHIIIAIONMIEH 036 HHPY3MOHHOTO JIAKOCAaMH/Ia

onpeaciisiyiaCb B MHOI'OLCHTPOBOM OTKPBLITOM HCCICAOBAaHHUU 0e30IMacHOCTH U MEPCHOCUMOCTH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23862

OBICTPOrO Hayajla TEpanuu JIAKOCAMHJIOM |C chéﬂﬁggslgt?é&a;ﬂg%c%J};TH;IQ&}HOIZ

HachImaoneni 1036l (200 Mr), ¢ moCIeayOMUM IepOpaIbHBIM IPUEMOM TpenapaTa 2 pasza B
CYTKH (B 103UPOBKE, SKBUBAJIEHTHOI BHYTPUBEHHOH [103€) B KAUECTBE JOMOIHUTEILHON TEpanuu
y B3pOCJIbIX TAUEHTOB OT 16 10 60 JeT ¢ mapuuaabHbIMU TPUCTYIAMU.

Knuanueckass »dbdekTuBHOCTE M 0€30IacHOCTh  (IIEPBHYHO-I€HEPAIN30BAHHBIE TOHUKO-

KJIIOHUYECKHE IPUCTVIIBI)

O} PeKTUBHOCTh JTaKOCaMHa B KaueCTBE JOMOJHUTEIBHON Tepamnuu y MalMeHTOB B BO3pacTe
4 et W crapiie ¢ WAUONATHYECKONW T'€HEpaTU30BaHHOM AMUJIETICHEH, CTPaJalonIuX MEPBUYHO-
reHepaIn30BaHHBIMU TOHUKO-KIoHHYeckuMmu nipuctymamu (ITT'TKII), 6pu1a ycraHoBiIeHa B Xo7e
24-HenenpHOTO  JBOMHOTO  CIIETIOTO  PAHAOMHU3HPOBAHHOTO  IUIANE00-KOHTPOIHPYEMOTO
MHOTOLIEHTPOBOT'O MCCJEIO0BAaHMS B MapajuiedbHbIX rpymnnax. McciaepoBanue cocroso u3 12-
HEJENBHOTO PETPOCIEKTUBHOIO 0a30BOTO Mepuoza, 4-HeleabHOro MPOCHEKTUBHOTO 0a30BOr0
nepuona W 24-HENENBHOTO TEepHoja JedeHUs (KOTOpPBIM BKJIIOYAN 6O-HENEIbHBIM TEepHO.
TUTPOBAHUSA 03bl U 18-HenenbHbIN epro/l moaaepxkaHus 103bl). [laliuenTsl, COOTBETCTBYIONINE
KPUTEPUSIM Y4YaCTHsl, IMOJIyYaBIIME CTA0WIBHYIO 703y OT | 10 3 MpOTHBOAMHIECHTHYECCKHX
MpEenaparoB, y KOTOPbIX BO3HUKIO He MeHee 3 moareepxkiaeHHbIX [II'TKII B Teuenuwe 16-
HEJENBbHOT0 00BEIMHEHHOro 0a30BOTO IMepuoja, ObLIM paHAoMHU3MpoBaHbl 1 K 1 B rpynmsl,
MOJTyYaIOIUe JIAKOCAMU/ WK TTane0o (MarueHThl B MOJTHON BRIOOPKE ISl aHAIN3a: JTaKOCAMHU/T
n = 118, mmane6o n = 121; u3 HUX § MaUEHTOB B BO3pacTHOU rpymme oT 4 mo 12 ner u
16 marmeHTOB B Bo3pacTHOM rpymiie ot 12 go 18 et nonyyanu gakocamMua v 9 u 16 nmaiueHToB
COOTBETCTBEHHO MOJTydaliy 1amneoo).

[ManuenTaM MOCTENEHHO TOMOMpPATU 103y 10 ILENEBOW 03Bl MOAJIEPKUBAIONIETO TEpHUoaa
12 Mr/kr/cyT y manueHToB ¢ Maccoi Tena MeHee 30 Kr, 8 MI/KI/CyT y MalMeHToB ¢ Maccoi Tena

ot 30 mo menee 50 kr unu 400 MT/CyT y manueHToB ¢ Maccou Tena S0 kr u 6oee.

Ilepemennas 3ppexkTUBHOCTH Ilinanedo Jlakocamun
ITapamerp N=121 N=118
Bpems no Broporo III'TKII
Cpennee 3HaueHue (qHN) 77,0 -
95 % N 49,0, 128,0 -
Jlakocamu — mare6o
OTHOIIIEHNE PUCKOB 0,540
95 % U 0,377, 0,774
p-3HaueHue <0,001

OTcyTCTBHUE NIPUITIAIKOB

20



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.10.2024 N° 23862
DEATENBHGE] 5 000T)

CrparuduiupoBanHas OLICHKA 1721 MOCHED!

Kannana-Meiiepa (%)

95 % N 10,4, 24,0 22.,8,39,9
Jlakocamu — rutane0o 14,1

95 % 1IN 3,2,25,1

p-3Ha4YeHUE 0,011

[Tpumeuanue: Jlns rpynmsl jJakocamuia HEBO3MOXKHO OBLJIO BBIYMCIUTH CpelHee Bpems 10
Bropbix I[II'TKII ¢ momomsio MetonmoB Kammana-Meiiepa, moromy 4tro Gonee yem y 50 %
nanrenToB He Bo3HuKanu Bropbie [II'TKII B [ens 166.
Pe3ynbrathl B moArpymne NanueHToB IeTCKOTO BO3pacTa COOTBETCTBOBANIM pe3ysbTaTaM o0Ien
MOIYJISILIUY 110 IEPBUYHBIM, BTOPUYHBIM U IPYTUM KOHEYHBIM TOUKaM 3()(PEeKTUBHOCTH.

eTH
Knunnueckue mposiBjIeHns: NaplHaIbHBIX CYJOPOXKHBIX MPUCTYIIOB y JAETEl B BO3pacTe craplie
4 et ObUIM COMOCTaBUMBI C TAKOBBIMU y B3POCHbIX. DPPEKTUBHOCTH JaKOCAMHUJA y AETEeH B
BO3pacte 4 neT u crapiie ObUla paccuuTaHa MO JAAHHBIM MOAPOCTKOB M B3POCIHBIX MAalUEHTOB C
HNapUyabHBIMU TPUCTYNIAMM; TaKUM 00pa3oM, IMpHU MoA00pe COOTBETCTBYIOLIUX Ui ACTEH U
MOJIPOCTKOB /103 (cM. pa3nen 4.2) u MOATBEpKIeHUU Oe30macHOCTH (cM. pasznen 4.8) ans Hux
OXKUJAJICAd  AQHAJIOTMYHBIA  OTBET HAa  Tepamuio  JakocaMuJIoM.  D()PeKTUBHOCTb,
CIIPOrHO3MPOBAHHAs] METOJIOM SKCTPANOJSAUU (CM. BBIIIE), ObUIa MOATBEPKIEHA pe3yIbTaTaMu
KH.
HauanbHas no3a cocrasisisia 2 MI/KI/CyT y MalMeHTOB ¢ Maccoi Tena menee 50 xr wim 100 mr/cyt
y TAIMEeHTOB ¢ Maccoi Tena 50 Kr u OoJiee; CyTOUHYIO JT03Y JCNWIN Ha 2 mpueMa. B Tedenue
nepuoja TUTPOBAHUS KOPPEKILIUIO J03 JIaKocaMuAa MPOBOIUIIN MO3TANHO, YBeIuunBas Ha 1 wiun
2 MI/Kr/CyT y manueHToB ¢ Maccoii Tena meHee 50 kr wim Ha 50 unu 100 Mr/cyT y manueHToB ¢
maccoil Tena 50 kr m Ooyee ¢ MHTEpBajJaMHM B OAHY HEAETIO JUIA JOCTHXKCHHS IEJIEBOM
MOJAEP>KUBAIOIIEN JTO3bI.
CratucTudeck M KIMHUYECKH 3HAUMMOE CHM)KEHHME 4YacTOThl MapUUalIbHBIX CYIJOPOKHBIX
IPUCTYNOB HAOII01a7I0Ch B TeUeHHE 28 AHEH OT Havyalla Teparuy 10 IMeproa Mo Iep>KUBAIOIIETO
JIeYCHHSI IPU CPAaBHEHHUHM JAHHBIX B IPYINAX JIAKOCAMUa U mianebo. B 1enom, 1os nmanueHTos
CO CHMXEHHEM YacTOThl MapIHaIbHBIX CYIOPOKHBIX NMPHUCTYMOB, Kak MUHUMYM, Ha 50 % 3a
28 IHEeW OT Hayajga Tepanuu 10 Nepuojaa MOIAEPKUBAIOIIEro JedeHus coctaBwia 52,9 % B
rpyIIie, MoJIyYaBlIel JIeYeHne JJaKOCaMUI0M, 110 cpaBHeHMIO ¢ 33,3 % — B rpynmne riane6o.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AOGcopOuus
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.10.2024 N= 23862

Jlakocamua OBICTPO M TIOMHOCTBIO BeackiBagTes mobne mrpfemd DBHyTpE  BironsctyrmbeTs

nakocamujia B TabneTkax cocramisier npumepHo 100 %. [Tocrme nmpuema BHYTph KOHIIEHTPALIUS
JAaKOCaMHM/Ia B TIJIa3Me OBICTPO YBEIUMYUBALETCS, MaKcUManbHast KOHIEHTPAIUs (Cmax) JOCTUTACTCS
yepes 0,54 4. [IpueM nuim He BIUSET HA CKOPOCTh U CTENIEHb BCAChIBAHMUSI.

Pacnopenenenue

O0beM pacmipenienieHus: cocTapisieT mpuMepHo 0,6 JI/Kr, cTeneHb CBA3BIBAHUS C O€TKaMU TUTa3Mbl
— meHee 15 %.

Buorpancdhopmarims

95 % nakocamua BBIBOJUTCS Yepe3 MOYKH B HeM3MeHeHHOM Buje (okojio 40 %) u B Bujge O-
nesmerunmeradbonura (MeHee 30 %). Ilonspuas ¢dpakuust (IPeANoNOKUTENBHO, POU3BOIHbIC
cepuHa) coctaBisieT npuMmepHo 20 % B Moue u JumIb B HeOonbmmx konmuuectBax (0 — 2 %)
oOHapyXHUBaeTcs B I1a3Me KpoBU. [Ipyrue MeTaboauThl ONpenessioTes B Moue B konudectse 0,5—
2 %.

Hannsle in vitro nokassiBatot, uto nzodepmentsl CYP2C9, CYP2C19 u CYP3A4 crnocoOHBI
KaTaJMu3upoBaTh oOpazoBanue O-ne3METHIMETa0O0NINTa, OJHAKO JCHCTBHE OCHOBHOTO
uzoepMeHTa He MOATBEpkJAeHO in vivo. Ilpu cpaBHeHMM (papMaKOKMHETHKU JIakocaMuia B
SKCTEHCUBHBIX MeTabonmu3aTopax (¢ pyHKIuoHaabHbIM H3ohepmenTom rutoxpoma CYP2C19) u
MeJIEHHBIX MeTabonm3aropax (¢ HEJOCTAaTKOM (YHKIIMOHATHHOTO H30(epMEeHTa IUMTOXpPOMa
CYP2C19) knuHuYecKr 3HAaYUMOM pa3HUIIBI BBIZICIICHUS JIAKOCaMUAa OTMeueHo He Obu10. Kpome
TOTO, WCCJICIOBAHUS 110 B3aMMOJICUCTBUIO C OMEMPa3ojioM (MHTHOMTOpPOM H30(]epMeHTa
CYP2C19) mokazanu OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX WM3MEHCHHMHA KOHIICHTPAIUU
JaKOCaMu/ia B TJIa3Me, YTO CBUAETENbCTBYET O HU3KOM 3HAUMMOCTH 3TOTO ITyTH.

KonuenTpanuusa O-ne3meTniuiakocaMujia B I1a3Me COCTaBIIAET IPUMEPHO 15 % OT KOHLIEHTpanuu
JaKocaMuia. ITOT MeTaboIuT He o0IaaaeT papMaKoJIOrHIECKON aKTUBHOCTHIO.

OJIMMUHALNSA

JlakocamulT BBIBOAWTCS TyTeM IMOYEYHOM OKckperuu u Ouorpanchopmanuu. [locie
NepopaIbHOTO MPUEMa U BHYTPUBEHHOTO BBEACHUS JJaKOCAMUa, TOMEUYEHHOI0 pPau0aKTHBHBIM
M30TOIOM, OKOJIO 95 % paamoakTMBHOCTH OTMeuanock B moue u meHee 0,5 % B kane. [lepuog
MOJYBBIBEICHUS ~ HEU3MEHEHHOI0  JIaKoCaMHUJa  COCTaBIsieT  MPUMEPHO 13 q.
dapMaKOKMHETHYECKUE MMapaMeTphbl MPONOPIUOHANBHBI [J103€, MOCTOSHHBI BO BPEMEHU U
XapaKTepU3yIOTCS HU3KOM MHAMBUIYyaIbHOM BapuabenbHOCThIO. [Ipn mpuMeHeHHHU J1Ba pasa B
JIeHb paBHOBECHas KOHLIEHTpalMs B IUIa3Me JocTturaercss B TeueHue 3 aHeil. Kymymsanus
COTIPOBOXKAAETCS YBEIMYEHUEM KOHIICHTPAIIMH B IJIa3Me IPUMEPHO B 2 pa3a.

PaBHOBecHast KOHIIEHTpALIMS IPU MPUMEHEHUH Pa30BOMl Hackimaromen 10361 200 Mr cpaBHUMA €

TaKOBOM Npu nepopaiabHoM npueme 100 mMr aBa pasza B CyTKH.
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COOTBETCTEBYET 2KCNEPTHOMY OTUYETY
 0129.10.2024 N2 23862
[TouevyHast HSIOCTATOYHOCTD (MOCNENOBATENBHOCTE 0001)

Benuunnaa mokazarensi «IOIIaah MOJ KPUBOW COOTHOIICHHS KOHIeHTparus—Bpems» (AUC)
YBEJIMYUBACTCS MPUOTU3UTENHHO 10 30 % mpu IerKoii 1 yMepeHHOM TOYEYHON HeTOCTaATOYHOCTH
u 10 60 % mpu THKEIONH M TEPMUHAIBHON CTaJMM MOYEYHOW HEJOCTAaTOYHOCTH, TpeOyromen
reMo/Iain3a, o CPAaBHEHUIO CO 3JI0POBBIMH MAIMEHTaMH, B TO BpeMs KaK Cmax HE U3MEHSICTCS.
Jlakocamut 3¢ (heKTHBHO yaasieTcs U3 TUIa3Mbl TP TeMoananu3e. B Teuenue 4 4acoB mporeaypsl
reMouain3a MIOMaas O] KPUBOU «KOHIICHTPAIUS—BPEMs» CHIDKACTCS MPHOIM3UTEIBHO Ha
50 %. IToaToMy mocie mpoueaypbl TeMOAuann3a PEeKOMEHIYETCSl MPUHATHE JTONOJHUTEIbHON
J03bl. Y MalMeHTOB C YMEPEHHOM M TSKEJIOW MOYEYHOM HENOCTaTOYHOCTHIO BhiAeneHue O-
JIE3METHIIMETa00INTa YBEIMUYUBAIOCH B HECKOJIBKO pa3. Y MAaIlMEHTOB ¢ TEPMUHAIBLHON CTaguei
MOYEYHON HEJOCTAaTOYHOCTH TPU OTCYTCTBHH TE€MOJWaIn3a YPOBHU OBLIHM YBEIMYCHBI W
HENPEPBIBHO BO3pACTaiy B TeueHUe 24-4acoBOro HabmoieHus. J{o KOHIla He H3y4eHO, MOKET JIn
MOBBIIIICHHOE BBIJCIICHHE METa0O0IUTa y TAIlMeHTOB C TEPMUHAIBHOW CTagueil MOYedHOU
HEJIOCTAaTOYHOCTH TPUBOJUTH K YBEIWUYEHUIO YHCIA HEXKENATeNbHBIX peakiui, HO OBLIO
MOATBEPK/ICHO, YTO (hapMaKOJIOTHIECKON aKTUBHOCTHIO O-1€3METUIIMETA00IUT HE 00J1aaeT.

IleueHouyHas HEOCTATOYHOCTh

VY mNanMeHToB € yMEPEHHOM NEeYeHOYHOH HEeIOCTaTOYHOCTHhIO HAOJIONAINCh IOBBILIICHHbIC
KOHIEHTpAIlUHU JJaKkocaMu/ia B Tiazme KpoBH (mpubauzurenbHo 50 % Gomnbie AUCxopy). OgHOM
U3 TPUYUH TIOBBIICHHON OJKCIIO3WIUK OBUTO CHIDKCHHE (YHKIMH I0YEK Y TMAalMeHTOB,
NPUHUMABIIUX yyacThe B MccienoBaHuiax. CHIKEHHE HEOYeYHOTo KIMPEHCA Y MalueHTOB U3
uccienoBanus oneHuBanock kak yBenanueHue AUC nakocamupa Ha 20 %. Y mamueHToB C
TSDKETION TIeYeHOYHOH HEJJOCTATOYHOCTHIO (DapMaKOKWHETHKA HE H3yJallach.

JInma moxuioro Bospacra (crapuie 65 jer)

B uccnenoBanusx mpuHUMaIo ydacTue 4 marpeHnta oboux mojos crapuie 75 net. AUC Obu1o
yBenuueHo Ha 0k010 30 % y My»xunH 1 50 % y )KEHIIMH 10 CPaBHEHUIO C MOJIOABIMY MTAIIUEHTAMH.
YacTuyHO 3TO OOBSICHSIETCA CHIKEHHOW Maccoil Tena, 26 % y myxuuH u 23 % y >KeHIIUH OT
HOpPMaJIbHOW Macchl Tejla. Takyke HaOJI0a’IoCh YBEIMYECHHOE BBIJEIICHUE Jakocamuia. B
UCCIICIOBAHUAX y TOXUJIBIX IallMEHTOB MOYEYHBIH KIUPEHC JIakocamuJa ObUT yMEHBIIECH
HE3HAYUTEIBHO.

Ilon

Knunuueckue uccrnenoBaHus IMOKa3bIBAIOT, YTO IOJ HE OKa3blBaeT 3HAUMMOIO BIUSHUS Ha
KOHIEHTPALUIO JJAKOCAMU/Ia B IJIa3M€E KPOBH.

Paca

Knunuuecku 3HaunMble pa3nuuus B papMakKOKMHETHKE JaKOCAMU/IA y a3MaTCKOW, HETPOUTHON 1

€BPOTICOUTHOI pac OTCYTCTBYIOT.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23862

(NOCNEOCBATENEHOCTE 0001)

CTH

dapMakOKMHETHYECKUH NpoQMiIb JaKkocaMuaa y JeTe M TMOAPOCTKOB ObUI ONpeAeieH ¢
MOMOIIIIO MOMYJISIIMOHHOTO (PAapMaKOKHHETUYECKOTO aHAlu3a C UCIOJIb30BAaHUEM PE3yIbTaTOB
OTACJBHBIX OMPEACIICHUN KOHIIEHTPAIlNil BellecTBa B miiazme, nonydeHHblx B KW y 414 nereii ¢
snuiiencuerd B Bo3pacte oT 6 mecdaneB Ao 17 ner. Jlakocamua HazHayaM B J03aX OT 2 10
17,8 mr/kr/cyT nBa pa3a B JeHb. MakcuMaibHas 03a A AeTeil ¢ maccoit Tena 50 xr u Gonee
cocrasmsuia 600 mr/cyt. TunuyHbIN MIa3MeHHBIH KTpeHc 0bU1 paBeH 1,04 /4, 1,32 n/au 1,86 /4
y nereit ¢ maccor tena 20 kr, 30 kr u 50 kr, cOOTBETCTBEHHO. J[Ji1 CpaBHEHUs, MJIa3MEHHBIN
KJIIMPEHC y B3pOCIbIX ¢ Maccoit Tena 70 kr coctaBisut 1,92 /4.

[MonynsamuoHHbI (apMaKOKHHETUYECKUN aHAU3 C HUCMIOJIb30BAaHUEM (PapMaKOKMHETUYECKUX
00pa3uoB npu HeOoIbImOoM 00beMe BeIOOpKHU K3 uccinepoBanus [1I'TKII nokaszan ananoruyHyro

skcno3uimio y nauueHToB ¢ [II'TKII n y nanueHToB ¢ napiuualbHbIMU TPUCTYIIAMH.

6. PAPMAIIEBTUYECKHUE CBOVICTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Jlakocamu @apmacuures, S0 Mr, TaOJIETKH, MOKPLITHIE INIEHOYHON 000I0YKON

[enmrono3a Mukpokpuctamuimyeckas 101
['unposo3a HU3KO3aMeLeHHAs

I'mnpoiosa

[enmrosio3a Mukpokpucramuindyeckas 102
Kpocnosuaon

KpeMHuust qrOKCH]T KOJUTOU THBIHA

Marnus creapat

IInenounas obonouka

['oToBas rmeHovHast 06os10uKa (oemnas)
Kpacurens xene3a okcup kpacusiit (E172)
WIH

I'unpomemnnosa ES wim DS

Turtana guokcun (E171)

Maxporou (oIM3THIICHTIINKOIB) 6000
[Momucop6at 80 (TBun 80)

Kpacurens xene3a okcuy kpacHsbiil (E172)

Jlakocamuy @apmacuures, 100 Mr, TaOIETKH, HOKPHITHIE IIEHOYHONW 000JI0UKOHI

Hemmtono3a mukpokpucramndeckas 101

anp0n03a HU3KO3aMCIICHHAs
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['unposoza

Hemmtono3a mukpokpucramnudeckas 102
Kpocnosugon

Kpemuust 1TMOKCH KOJITTOUAHBII
Maruus creapat

IInenounas obonouxa

I'otoBas mieHo4Hast o0onouka (Oemas)
Kpacurens xene3a oxcu sxentoiil (E172)
WIH

I'mopomennosa ES niu DS

Turana quokcun (E171)

Makporo (moaudTHIeHTIuKOIb) 6000
[Tommcopbar 80 (Teun 80)

Kpacurens xenesza okeup sxentsiit (E172)

IF IJ-hIJ-h
i el ol

TEETCTEYET 3KCNEPTHOMY OTHETY
ot 23.10.2024 N= 23862
(NOCNEOCBATENEHOCTE 0001)

Jlakocamuy @apmacunres, 150 Mr, Ta0JIeTKH, HOKPHITHIE IIEHOYHOU 000JI0UYKOMI

[enmrono3a Mukpokpucramuimdyeckas 101
['unposioza HU3KO3amMeneHHast

I'mnpososa

Hemntono3a mukpokpucramandeckas 102
Kpocnosuaon

Kpemuust 1TMOKCH KOJITIOUAHBII

Marnus creapat

IInenounas obonouxa

['oToBas rmeHovHast 06os10uKa (oemnast)
Kpacurens xene3a oxcu kpacHsbiil (E172)
Kpacurens xenesza okeup xentsiit (E172)
WIH

I'unpomennosa ES wim DS

Turtana guokcun (E171)

Maxporou (oIM3THIICHTIINKOIB) 6000
[Momucop6at 80 (TBun 80)

Kpacurens xene3a okcuy kpacHsbiil (E172)

Kpacurens xene3a oxcup sxentoiit (E172)

Jlakocamuy @apmacunres, 200 Mr, Ta0JIeTKH, HOKPHITHIE IIEHOYHOU 000JI0UYKOMI

Hemmtono3a mukpokpucramndeckas 101
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.10.2024 N= 23862

THIpOsIo3a HU3KO3aMEIICHHAS (NOCNEOCBATENEHOCTE 0001)

I'nnpoiosa

Hemntono3a mukpokpucramandeckas 102
Kpocnosuaon

Kpemuust 1TMOKCH KOJITTOUAHBII

Marnus creapat

IInenounas obonouxa

['oToBas neHovHast 06os10uKa (oemnas)
Kpacurens nnaurokapmus (E132)

WIH

I'mnpomennosa ES nimu DS

Turtana guokcun (E171)

Makporon (moaudTHICHTIUK0Ib) 6000
[Momucop6at 80 (TBun 80)

Kpacurens nuauroxapmus (E132)

6.2. HecoBmecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

5 ner.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHUU
XpaHuTh Nipu Temnepatype He Boiie 25 °C.
6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

ITepBuyHasg ymmakoBKa JIEKapCTBEHHOTO IIperapara

I[To 7, 10 wm 14 TabmeTok MOMEMAIOT B KOHTYPHYIO SYCHKOBYIO YHAKOBKY W3 IUICHKH
noymBuHWIXJIopunHo  (IIBX) wim  NOMTWBHHWIXIOPHIHOW/ TIOJIMBHHIIIAICHXIOPUIHON
(IIBX/TIBJIX) u ponbru amroMUHUEBOM MTEYaTHOMN JTAKUPOBAHHOM.

[To 14 unu 56 TabneTok MomemarT B OaHKY W3 MOJIMATHIICHA HU3KOTO JABJICHHUS C KPBILIIKOH
HATSATMBAaEMOM C KOHTPOJEM TMEpBOTO BCKPBHITHS. B03MOXHO 3amojiHeHHe CBOOOIHOIO
MPOCTPAHCTBA BaTOW MeAMIIMHCKON. Ha GaHKy HakJIEMBAIOT STUKETKY M3 OyMaru 3THKETOYHOU
WJIM TTUCYEH, UK U3 MOJIUMEPHBIX MaTEPHAIIOB, CAMOKJIESITYIOCS.

BropuuHas ymmakoBKa JIEKAPCTBEHHOTO Ipemnapara

[To 1 win 4 KOHTYpHBIE SAYEUKOBBIC YIMAKOBKA BMECTE C HMHCTPYKIHEH IO MEAUIMHCKOMY
MPUMEHEHHUIO (JIMCTKOM-BKJIAJIBIIIEM) TIOMEUIAIOT B MaykKy U3 kaproHa. Ha mauky moxkeT ObITh
HaKJICeHa CaMOKJIESIIAscs dTUKeTKa u3 Oymaru. [lauku w3 KapToHA MOMEINAIOT B TPYIIIOBYIO

YIIaKOBKY.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 23.10.2024 N= 23862

[To 1 Ganke BMecTe ¢ MHCTPYKIIMEH IO MEH] IHHCKOMFHpﬂmmeléﬁﬁ& -ERH%zfsﬂﬁeM)

MOMEIIAIOT B MAYKy U3 KapToHa. Ha mauky MokeT ObITh HaKJIeeHa CaMOKJICSAIIAsACS STUKETKA U3
Oymaru. J[onogHUTENbHO Ha TAYKy MOT'YT HAaKJIEUBATh OJIMH WM J1BA TPO3PAYHBIX (PUKCHUPYIOIIUX
CTHKEpa U3 MOJIUMEPHBIX MaTepuasioB. [lauku U3 kapToHa MOMENIAIOT B IPYNIIOBYIO YIAKOBKY.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WINH OTX0J0B, TMOJYYEHHBIX [M0CJe MpPUMeHEHUs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUMYJIALIMHU ¢ PenapaTomM

Bech ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXOJIbI ClIEyeT YHUUTOXKUTh B YCTaHOBICHHOM

MOPSIZIKE.

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «DapmacunTe3-TIOMEHb»

625059, Tromenckas o0., T. TroMeHb, TpakT Benmxanckuit 7 km, . 2
Ten.: 8 (345) 239-38-56

Anpec 35eKTpoHHOM nouThl: info-pst@pharmasyntez.com

7.1. [IpencraBuTeib AepKaTessi PErHCTPALMOHHOIO Y10CTOBEPEHUs

IIperen3uun norpedbuTeIel HANPABIATS 10 AJIPECY:

Poccniickas @enepanus

000 «DapmacunTe3-TIOMEHb»

625059, Tromenckast 00:1., T. TromeHs, TpakT Benmxanckuii 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec 31ekTpoHHOM mouThl: info-pst@pharmasyntez.com

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHHUA

9. TATA IEPBUYHOM PETUCTPAIIAU (IOATBEPXKIEHUA PETUCTPAIIUHA,
INEPEPETUCTPALIUN)

JlaTa nepBo perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 29.10.2024 N= 23862
OO0mias xapakTepuCTHKa JICKapCTBEHHOTO Tpefiapara M%W&J@%Ha&%ﬁé Ha

UHPOPMALIMOHHOM TopTajie EBpa3uiickoro SKOHOMHUYECKOrO co3a B HWH(POPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetn «HTepHeT» https://eec.eacunion.org/
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