COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.09.2025 N= 22035

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Jlakocamu, 50 Mr, TaGJIETKH, MOKPHITHIC TUICHOYHOH 000JI0YKOM.

Jlakocamun, 100 mr, TaGIETKH, TOKPHITHIE TUICHOYHOW 000JIOUKOA.
Jlakocamun, 150 Mr, TaOJIETKH, TOKPHITHIC TUICHOYHON 000JIOUKOH.

Jlakocamu, 200 Mr, TaOJIETKH, TOKPHITHIC TUICHOYHOH 000JIOUKOH.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB
JelcTByroliee BEMECTBO: JIAKOCAMHU/I.

Jlakocamun, 50 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKON

Kaxxnas Tabnerka, HOKphITas INIEHOYHON 000J109KOM, cogepkuT 50 Mr J1akocamuja.

Jlakocamur, 100 Mr, TaGJIE€TKH, TOKPBITHIE INIEHOYHOU 000JI0UYKOMI

Kaxxnast Tabnerka, mokpbITas INIEHOUHOM 00010uK0, coaepxut 100 mr makocamuja.

Jlakocamui, 150 mr, TabJIeTKHU, ITOKPBITHIE IUIEHOYHOU 000JI0UKOM

Kaxxnas Tabnerka, HOKphITas INIEHOYHON 000J10UKOM, cogepkuT 150 Mr jakocaMu/ia.

Jlakocamur, 200 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOM

Kaxxnas Tabnerka, mokpbITas INIEHOUHOM 0007104uK0, coaepxut 200 Mr Jakocamuja.

[TonHBIN epedeHb BCIIOMOraTebHbIX BELIECTB CM. B paszzaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MJIEHOYHOU 000I0UYKOM.

Jlakocamu, 50 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOU

OBasbHbIE JBOSKOBBIMYKIBIE TAO0JETKH, MOKPHITHIE TIEHOUYHOH 0O00JO0YKO CBETIO—PO30BOTO
1[BETa, C TPaBUPOBKOU «J» Ha omHOU cTopoHe M «12» Ha apyroit ctopoHe. Ha momepeunom
paspese sapo TabJeTKu OT OEJIoro J0 MOYTH OEIoTo IBeTa.

Jlakocamua, 100 Mr, TaOJIEeTKH, MOKPBITHIE IIIEHOYHOM 000JIOUYKOH

OBaJsibHBIE JIBOSKOBBINYKJIbIE TA0JIETKH, MOKPBIThIE TNIEHOYHONH OOOJIOYKOW KENTOro IBeTa, €
IPaBUPOBKOH «J» Ha 0IHOM cTOpoHE M «13» Ha npyroi cropone. Ha monepeynoM paspese sa1po
TaOJIETKHU OT OEJIOro 0 IIOYTH OEJIOTO IIBETA.

Jlakocamun, 150 Mr, TaOJIEeTKH, MOKPBITHIE IIIEHOYHOM 000JIOUKOH

OBaJibHBIE JABOSKOBBIITYKJIBIC TaGJ’IeTKI/I, IIOKPBITLIC IJICHOYHOH 000J0YKOM PO30BOTO C
KOpPUYHECBATBIM OTTCHKOM IIBCTa, C TpaBHpOBKOﬁ «J» Ha omHOM CTOPOHC U «14» Ha npyroﬁ

ctopone. Ha monepeunom pazpese sapo TabieTku oT 0eI0ro 0 o4ty Oeoro 1BeTa.
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Jlakocammr, 200 Mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON oégno'n;lgﬂl -

OBaJIbHBIE JBOSKOBBITYKJIBIE TAOJNETKH, MOKPBITHIE IUICHOYHOW OOOJIOYKOW CHHEro IBEeTa, C
rpaBUPOBKOM «J» Ha ollHOM cTopoHe U «15» Ha npyroit cropone. Ha monepeunom paspese sapo

TaOJIETKHU OT OEJIOro J0 IIOYTH OEJIOro IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat Jlakocamuz noka3aH K NPUMEHEHUIO:

— Yy B3pOCIBIX, MIOAPOCTKOB U J€Teil B Bo3pacTe OT 4 JeT U CTaplie ¢ SMHIENCUEN B KauecTBe
MOHOTEPAIIMA WM JIONOJHUTEIBbHOM TEpaluu MapUUAIbHBIX CYJOPOKHBIX IPUCTYIIOB,
COIPOBOKAAIOIIMXCS WA HE COITPOBOXKIAIOIINXCSI BTOPUYHOM reHepau3aluei;

— y B3pOCHBbIX, MOAPOCTKOB U JeTedl B Bo3pacTe OT 4 JeT U cTapuie C HAHONATHYECKOil
IeHEepPAIM30BaHHOM  smuiencueil B KauecTBe  JONOJHUTENBHOM  Tepanmuu IMEepBUYHO-
reHepaIn30BaHHbIX TOHUKO-KIIOHUYECKHUX IPUCTYTIOB.

4.2. Pexxum 103MpOBaHus U c1IOCO0 MPUMEHEeHUs!

Pexxum 103upoBaHus

Jo3a mpemapara mnoaOupaercss HCXOAS W3 HWHAUBUAYAIbHOH MMOTPEOHOCTH TMAaIMEHTa H
[IEPEHOCUMOCTH IIpernapara.
B cunenyromeit Tabnuie mnpuBEACHBI PEKOMEHIyeMble J03bl IpemnapaTta Jlakocammma uist

IMPUMCHCHUA Y B3POCJIbIX.

Mosnorepanust JlononmHUTENbHAS TEPATIHS
Hauanpnas no3za 100 mr/cyt unu 200 mr/cyT 100 mr/cyT
Pa3zoBas Hacelmaromas 103a 200 mr 200 mr
(ecny IPUMEHHUMO)
TurpoBanue 50 Mr 11Ba pasa B JIEHb 50 Mr n1Ba pasa B JIeHb
(mosTanHoe yBeIU4EeHUE (100 mr/cyT.) c uaTepBanamu | (100 mr/cyT.) ¢ uHTEpBaNaMu
JIO3BI) B HEJIETIIO B HEJIEIIO
MaxkcumanbHas 10 600 mr/cyt 10 400 mr/cyT
pexkomeHayemas J103a

Monomepanus (npu neuenuu napyuaibHbX CyOOPOHCHBIX NPUCTLYNOB)
Pexomennyemas HawanmpHas fo3a coctaBiseT 50 Mr aBa pas3a B JIeHb, KOTOpasl JOJKHA OBITH
yBeIMYEHa /10 HadaJIbHOW TepaneBTuueckor 1036l 100 Mr aBa pa3a B JeHb 10 UCTEYEHHUH 1-0i1

HEIENH.
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Jleuenne makocaMHIOM MOJKET OBITH TaK)KE |[HAYATO é-lE[c;z-llE‘;lé_OEM-ll:E)@éHnasa B neIIITIL' Ha

OCHOBaHUH OIICHKU Bpadya HEOOXOAMMOTO CHIDKEHUS CYJOPOKHOM aKTUBHOCTH TI0 CPABHEHUIO C
PUCKOM HEXeIaTeJIbHbIX PEeaKIui.

B 3aBHUCHMOCTH OT OTBETa M MEPEHOCUMOCTH, TOICPKUBAIOIIAS /1032 MOXKET ObITh yYBEJIMUYCHA
Ha 100 mr/cyT (o 50 mr aBa pa3a B JIcHb) C HHTEpBAJIaMU B HEJIENIO, BIUIOTh 10 MAaKCHMaJIbHOU
CYTOYHOH TOJIICpKUBAIOIICH pekomeHayemoii 10361 600 mr/cyT (o 300 Mr 1Ba pasa B IeHB).
Ecnu ipu noctrkenuu 103upoBKHU cBhImie 400 Mr/cyT y maiueHTa CoXpaHseTcsi HE00X0IMMOCTh
B TIIPUEME JIONMOJHUTEIbHBIX MPOTHBOAMMICITUUECKUX IIPernapaTroB, HEOOXOIUMO CIIEIOBATh
PEKUMY TO3UPOBAHUS, TPEAYCMOTPECHHOMY TSI IOMOJIHUTEIILHON Tepamnmuu (CM. HUXKE).
Jlononnumenvnas mepanus (npu J1eyeHUU NAPYUANbHLIX CYOOPOHCHLIX UIU NEePEUYHO-
2EHePAIU308AHHBIX MOHUKO-KIOHUYECKUX NPUCIYNO8)

Pexomenayemass HauanbpHasi j03a coctaBisieT 50 Mr aBa pasza B JeHb, KOTOpas JOHKHA OBITh
yBEIMYEHA /10 HaYaJIbHOW TepaneBThyeckor 1036l 100 Mr aBa pa3a B JeHb 110 UCTEYEHUH |-0i
HEJICH.

B 3aBucumocTH OT OTBETa M MEPEHOCUMOCTH, /1032 MOXKET ObITh yBenuuena Ha 100 mr/cyt (1o
50 Mr gBa pasza B JIeHb) C HMHTEpPBAJIaMU B HENAENIO, BIUIOTH JI0 MAaKCUMAJIbHON CyTOYHOMH
nojaepKuBaroleil pekomenayemoit 103e1 400 mr/cyT (200 mr aBa pasa B I€HB).

Hauano neuenus naxocamuoom c¢ nacvlwarowell 003vl (HA4aibHAs MOHOMEPANUs Ul nepexoo
Ha MOHOMEPAnuro npu J1e4eHuu NApYUaIbHblX CYOOPOHCHLIX NPUCYNOS8 ULU OONOJIHUMENbHAS
mepanus npu JledeHuu nepeuUtHO-2eHepaIu308aHHbIX MOHUKO-KIIOHUYECKUX Cy0opo2)

Jleyenue nakocaMHIOM, KaK MOHOTEpamus, TaK M JOMOJHUTENbHAs Tepamus, MOXET ObITb,
TaKkKe, HauaTo ¢ pa3oBOM Hackimiaromieit 10361 200 mr, ¢ mocneayrommm HazHadeHuem 100 mr
nBa paza B jAeHb (200 wMr/cyT) MNOAAEPKUBAIOIICTO pEeXUMa JTO3UPOBAHUS  CITYCTS
npuOIM3UTENBbHO 12 9 mocne mpuMeHeHHs Hachlmaromeil 1o3el. [locneayromnas KOppeKTHPOBKa
JI03bI JIOJKHA MPOBOAUTHCS B COOTBETCTBUU C MHIAUBUIyAIbHBIM OTBETOM U MEPEHOCHUMOCTHIO,
KaK OMucaHo Bbllie. HackImmaromnas 103a MOXKET MPUMEHSITHCS Y TIAIIMEHTOB B CUTYaIUsAX, KOT/aa
Bpady OMpENeNsieT, 4YTO OBICTPOE JOCTIKEHHE pPABHOBECHON KOHIICHTpAllMM B TIUIa3ME H
TepaneBTHUecKuid 3¢h(deKkT MOryT ObITh oOecreyeHbl. ITO JOMKHO MPHUMEHSTHCS IO
MEAWIIMHCKUM KOHTPOJIEM, YYHUTHIBas TMOBBIIMIEHHYI0 BEpPOSITHOCTh PAa3BUTUSA  TSDKEIOU
Cep/ICYHON apUTMHUH M YBEIIMYEHUE YHCIIa HEeKEIATEIBbHBIX PEAKIIUNA CO CTOPOHBI IEHTPATHHOU
HEpBHOHM cucTeMbl. HazHaueHne HachImaromen 103kl HE M3Y4YaloCh MPU OCTPBIX COCTOSTHUSX,
TaKUX KakK SMUICNITUYECKUI cTaTyc.

Ilponyck 0o3vl

[Ipu mporycke 1036l MAMEHT JOHKEH OBITh MPOWHCTPYKTHUPOBAH O TOM, YTO MPOMYIIEHHYIO

A03y CICAYyCT MNPHUHATH KaK MOXHO CKOpEEC, U 3areéM CO CJ'IG)I}’IOIHeﬁ J03blI JaKOCaMHIa
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yeM 3a 6 4YacoB [0 NpHEMa CIEAYIOIEH 103bl, €My CIEAyeT NPUHATH CIECIYIOUIYI0 03y
JaKOCaMu/ia COTJIacHO cxeMe npuema. /IBoiiHyIo 103y IPUHUMATh HE CIIEayeT.

Ilpexpawenue mepanuu

B cooTBercTBHHM € TeKymIel KIMHHYECKOH MPAKTHKOM, B CIIydae €CiH JIAKOCAMH/] JJOJDKEH OBITh
OTMEHEH, OTMEHY PEKOMEHAYETCS IPOBOJUTH IIOCTENIEHHO, CHIDKAsA 103y Ha 200 Mr B HEZEIIO.

B ciydasx pa3BUTHS TSDKENIOH CepAeYHON apUTMHH, HEOOXOIMMO MTPOBECTH aHAIIN3 MOJIb3a/PUCK
U, IpY HeOOXOTMMOCTH, TIPEKPATUTH NIPUEM JIAKOCAMHUIA.

Oco0nlie I'pYHOIibl TAMEHTOB

Tlayuenmui nodcunozo eospacma

[ToXUIBIM JIFOISIM CHUKCHHE J03bl HE TpeOyeTcs. Y MOXKHIIBIX JIF01el HEOOXOANMO YUUTHIBATh
BO3MOXXHOCTh BO3PAaCTHOTO CHIDKEHHUS TMOYEYHOTO KJIMPEHCA M, KaK CIEJCTBUE, MOBBIIICHUS
KOHIIEHTPAIUU JIaKocaMuJa B Iia3Me KpoBH. [laHHBIE 0 MPUMEHEHUH JIAKOCAMU/IA Y TOXKHIIBIX
MAIUEHTOB C 3MUJICTICHEH, 0COOEHHO B 03upoBKe Ooiee 400 Mr/cyT, orpaHUYeHBI (CM. pa3Ieibl
44,48u5.1).

Tayuenmsi ¢ Hapywenuem GyHKyuu nouex

B3pocnbim narnuenTaM u JeTsM ¢ JIETKUM U YMEPEHHbIM HapylleHneM (QyHKIHU MoueK (KIUPEeHe
KpeaTuHUHA >30 MJI/MUH) KOppeKIusl 1036l He TpedyeTcs. Jletsm ¢ maccoii Tena 50 Kr u BhbIIIE,
a TaKKe B3POCIBIM IMAlUCHTAM C JITKUM W YMEPEHHBIM HapylIeHHeM (YHKIUU TIOYCK
BO3MOKHO Ha3HaueHue Hachlmamome no03sl 200 Mr, HO JajibHeilllee TUTPOBAaHUE O3Bl
(>200 Mr/cyT) HOMKHO MPOBOJIUTHCS C OCTOPOKHOCTBIO. Y zeTelt ¢ maccoit Tena 50 kr u 6onee u
B3POCJBIX TAIMEHTOB C TSKEIOM TIMOYEYHOW HEJOCTATOYHOCThIO (KIMPEHC KpeaTMHHHA
<30 M\uI/MMH) ¥ TalMEeHTOB C TEPMUHAIBHOW CTaJUed TIOYEYHOM HEIOCTATOYHOCTH
PEKOMEHI0BaHHAsI MaKCHUMallbHas J103a cocTaBisieT 250 Mr/cyT. Y 3TUX MalleHTOB TUTPOBAHHE
JI03bl JIOJIKHO TPOBOJUTHCA C OCTOPOKHOCTHIO. EcCiiM MOKa3aHO Ha3HAueHHE HaCBIIIAIOIICH
JI03b1, HauabHas 103a coctaBisier 100 Mr ¢ mocnenyromuM HazHadyeHrueM S0 Mr JBa pas3a B JICHb
B TEUYEHHE NepBOM Hexenu. Y aered ¢ maccod Tena MeHbiie 50 Kr U TSDKEIOW MOYeyHOU
HEJIOCTAaTOYHOCTHIO (KIMpeHC KpeaTuHUHa <30 MJI/MUH) WM TEPMUHAIBHOU CTaauell moyeyHon
HEJOCTATOYHOCTH PEKOMEHIyEeTCsl CHUKEHNE MAaKCUMaJbHOM /10361 Ha 25 %.

Bcem marnuenTaM, HaxoASIUMCS HA TE€MOJMATN3€e, PEKOMEHIYETCSl TOTIOJIHUTEIbHO HAa3HAYUTH
m1o 50 % pa3oBoil 03Bl Cpa3y TOCJIE€ OKOHYaHHWs Tpoleaypbl. JledeHwe manueHToB C
TEPMUHAJIBHON CTaJuell MOYEUHON HEIOCTATOYHOCTH CJIEAYET MPOBOAUTH C OCTOPOKHOCTHIO,
TaKk KaKk KIMHUYECKHA OMBIT MPUMEHEHUS TMpernapara y TaKUX NaIleHTOB HEOOJBIIOH, H

BO3MO)KHO HaKOIJIEHUE METa00JIUTa C HEYyTOYHEHHON (hapMaKOJIOTHYECKONH aKTHUBHOCTBIO.



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 0309 2025 M= 22035

ot L L L TR

(MOCNEOOBATENLHOCTE 0002)

Ilayuenmul ¢ Hapywenuem QynKyuu nevexu

VY B3pocCibIX NAUEHTOB M JeTell ¢ maccoil Tena 50 Kr M BBILE C JIETKUM U YMEPEHHBIM
HapyueHrneM (QyHKIMY NeYeHH MakcuMallbHas 103a coctasiseT 300 Mr/cyT.
TurpoBaTh 103y TakuM MALUEHTaM CJIEIYeT C OCTOPOKHOCTBIO, YUUTBIBAs, YTO HAPYLICHUIO
(YHKLIMU MEYEHHU Y4acTO COIYTCTBYET HapylleHue GyHkuuu nouek. [loapocTkam u B3pOCHIbIM €
Maccoli Tena 50 kr u 0ojee BO3MOXKHO Ha3HAYCHHUE Hachlmaromnel 1036l 200 Mr, HO JaabHEHIIIee
TUTpoBaHue /1036l (>200 MI/cyT) peKOMEHIYyEeTCSI IPOBOIUTH C OCTOPOKHOCTHIO. Ha ocHOBaHMH
JAHHBIX B3pOCJIBIX MALMEHTOB, y MOAPOCTKOB U JI€TEH C JIETKUM M YMEPEHHbIM HapylleHUEM
(GyHKIMU nedyeHu ¢ Maccod Tena o 50 Kr HEOOXOIMMO CHM)KEHHE MaKCHUMalbHOM 103bl Ha
25 %.
PapMaKOKMHETHKA JAKOCAaMUJa y MALMEHTOB C TSKEIOW IEYEHOYHOW HEJOCTATOYHOCTBIO HE
u3ydJanach (cM. pazzuen 5.2.).
Jlakocamuz cieyeT Ha3HayaTh B3POCIBIM MALMEHTaM, a TAaKXKe IMOAPOCTKAM U JIETSAM C TXKeJIoH
NIEYEHOYHON HEeJOCTAaTOYHOCTBIO TOJIBKO TOIJA, KOTJa OXKuJaemas TepaneBTHYECKasl MOjb3a
npenapara MpPEBHINIAET BEPOSATHBIE PHUCKM TpU ero mpueme. MOoXeT MnoTpedoBaThCs
KOPPEKTHPOBKAa JI03bl C YYETOM AaKTHUBHOCTH 3a00J€BaHHS M MOSBICHHS HNOTEHIMAJIbHbBIX
HE)KENIaTeNIbHBIX peaKluil y MalnueHTa.

eTH
Bpau nomxen Ha3HauuTh Hambojiee MOIXOMAALIYIO JIEKAPCTBEHHYIO (OpMY H JO3UPOBKY B
3aBUCUMOCTH OT MAaccChl TeJla MalMeHTa U PEKOMEHyeMON J03bI.
Iloopocmku u demu ¢ maccoii mena 50 ke u 6onee
VY nonpoctkoB u gered ¢ Maccoid Tena S50 Kr W BbINIE NPUMEHSIETCSd TaKOM Ke PpeXHUM
JIO3UPOBaHUs, KaK y B3pOCIBIX MAIIUEHTOB (CM. BBIILIE).
Hemu (cmapuwie 4 nem) u noopocmiu ¢ maccou mena 0o 50 ke
Jlo3a ompenensieTcss HA OCHOBAHMM MAaccChl Tela, IO3TOMY PEKOMEHAYETCS HAUMHATh JICUEHHUE C
pacTBopa Jjisi IpueMa BHYTpPb, a 3aTeM MEPEXOAUTh Ha TaOJIeTKH (IO JKEJaHUIO).
Monomepanus (npu neyenuu NapyuaIbHolX cyOOPOAICHBIX NPUCTYNOE)
PexomeHnyemasi HauasibHas /1032 COCTABISIET 2 MI/KI/CYT, KOTOpasi JOJDKHA OBITh yBEJIWYEHA JI0
HayaIbHOM TepaneBTUYECKOH 1036l 4 MI/KI/CYT IO UCTEUEHUH MEPBON HENIEINH.
B 3aBucumoctu OoT OTBETa M NMEPEHOCHMOCTH JICUEHHUS, MOAJEP>KUBAIOIIAs 71032 MOXKET OBITh
yBeJIMYEHA ellle Ha 2 MI/KI/CyT ¢ MHTepBajiaMu B Henento. J[o3y cienyeT MmoBbIaTh HOCTENEHHO
JI0 TIOJIy4E€HHUs ONTHMAJbHOIO OTBeTa. Y neredl ¢ Maccod Tena A0 40 Kr MakcuUMalbHas
peKOMeH/I0BaHHasA J103a cocramiser 12 mr/kr/cyt. Y gereit ¢ maccoit tena ot 40 kr g0 50 kxr

MaKCHUMaJlbHasi peKOMEH0BaHHas 7103a cocTaBiseT 10 Mr/Kr/cyT.
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JIETeN U MOPOCTKOB ¢ Maccol Tena 10 50 Kr.

HauvanbHas mo3a 2 Mr/kr/cyT
Pa3oBas Haceimaromnias 103a He pexomenpgyercs
TuTtpoBanue (MMO3TAHOE MOBBILIEHUE JO3bI) 2 MI/KT/CyT ¢ MHTEpBaJlaMH B HEJICITIO

MakcumanbpHasi ~ pekoMeHayemas 1o3a y | A0 12 mr/kr/cyt

HanUeHTOB ¢ Maccod Teia 1o 40 kr

MakcumanpHasi —~ pekoMeHayeMass 1o3a y | go 10 mr/kr/cyT

nanueHToB ¢ Maccou Tteaa ot 40 kr go 50 kr

Jlononnumenvhas mepanus (npu J1eyeHUU NAPYUATbHBIX CYOOPOICHLIX UIU NEePEUYHO-
2eHepanuU308aHHbIX MOHUKO-KIOHUYECKUX NPUCIYNO8)

PexoMennyemass HadalbHasi 7032 COCTABJISICT 2 MI/KI/CyT, C TIOCICAYIONIUM YBEITUYCHUEM 0
HAYaJILHOW TEPAIeBTHUECKOH JT03bI 4 MI/KI/CYT 10 UCTCUCHUU TICPBON HEJICIIH.

B 3aBucHMOCTH OT OTBETa M NMEPECHOCHMMOCTH JICUCHHS, TOIJICPKUBAIOIIAs /1032 MOXKET OBITh
yBeJIMYEHA ellle Ha 2 MI/KT/CyT C HHTepBaiaMu B Henemro. J[03y cieayer MmoBbIIaTh HOCTENIEHHO
JI0 TOJY4YeHHUs] ONTUMAJIBHOIO OTBeTa. Y JeTeil ¢ maccoil tena o 20 kr BcieactBue Oosiee
BBICOKOTO  KJIMpEHCa 1O CPaBHEHUIO CO B3POCIBIMU  MAlMEHTAMH, MaKCHMaJbHas
pPEKOMEHI0BaHHAas J103a cocTaBiseT A0 12 mr/kr/cyT. Y pereit ¢ maccoii Tena ot 20 Kr 10 MeHee
30 kr, MakcuMaibHas peKOMEHJOBaHHas J03a coctaBiseT 10 Mr/kr/cyT, a y Aereil ¢ maccoi
tena ot 30 kr 10 menee 50 Kr MakcHUMaibHas PEKOMEHJIOBaHHAs /1032 COCTABISIET § MI/KI/CYT,
XOTS B OTKPBITBIX MCCIEAOBAaHUAX (CM. pasaensl 4.8 u 5.2) no3a B npenenax 12 Mr/kr/cyt obuia
Ha3Ha4YeHa TOJILKO HEOOJBIIIOMY YUCITY JETEH.

B cnenytromeit Tabnuiie npuBeneHbl peKOMEHAYEMbIE€ 103bl TPU MPOBEICHUN JOMOTHUTEIHHON

Tepanuu y eTe 1 MoApoCcTKOB ¢ Maccoi Tena 1o S50 Kr.

Hauanbnas no3a 2 Mr/kr/cyT
Pa3oBas Hacelaronias 103a He pexomennayercs
TutpoBaHue (103TAHOE MOBBIILIEHUE 103b1) 2 MI/KT/CyT ¢ UHTEpBaJaMH B HEJIEIIO

MakcumanbHas — pekomMeHayemas go3a y | Ao 12 mr/kr/cyt

HanUeHTOB ¢ Maccor Teia 10 20 kr

MakcumanpHast — pekoMeHayeMas Jo3a y | Ao 10 mr/kr/cyT

HanueHToB ¢ Maccod Teiaa ot 20 kr go 30 kr

MakcumanbHasi ~ peKoOMeHayeMas J703a Yy | 10 8 MI/KI/CyT

nanueHToB ¢ Maccor Teaa ot 30 kr 1o 50 kr




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 0309 2025 M= 22035

ot L L L TR

(MOCNEOOBATENLHOCTE 0002)

Hacvuyarowas ooza

Haznauenune Hacelmaroniei 103bl y aereid He uszydanu. [IpumeHeHne Hachlaromen J03bl He
PEKOMEHTyeTCs Y MOAPOCTKOB U JieTel ¢ Maccoit Tena 10 50 kr.

Ilpumenenue y demetl 6 6ozpacme 0o 4 nem

be3zonacHocTh 1 3(hPexkTUBHOCTD TaKkocamuia y AeTell B Bo3pacTe 10 4 neT He u3ydanu. JJanHsie
OTCYTCTBYIOT.

Cnooco0 rnpuMeHeHus

Jis mpuema BHYTPb.

CyTouHnyto 103y AENAT Ha 2 mpueMa — OOBIYHO YTPOM M BEYEpOM, BHE 3aBUCHMOCTH OT IIpHUeMa

TTUTIIH.

4.3. [IlpoTuBONOKAa3aHNUS

— [T'unep4yBCTBUTENBHOCTh K JaKOCAMUIY WIU K JOOOMY M3 BCIIOMOTaTENbHBIX BELIECTB,
MepeUYUCICHHBIX B pazjeine 6.1.

— AtpuoBentpukymsapHas 6nokana II wiu 11 crenenu.

— Bospacr 5o 4 ner.

4.4. OcoOble ykazaHHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

CrnenyeT ¢ OCTOPOKHOCTBIO IPUHUMATH Npenapar Jlakocamu:
e V [alNUEHTOB C TSKEJIOH TIOYEHYHON HENOCTATOYHOCThIO (KIMPEHC KpeaTMHHHA
<30 ms/MHH).
e VYV ManueHTOoB ¢ HapyIIEHHEM IPOBOAMMOCTH B aHAMHE3€ MJIU TsDKEIBIMU 3a00JI€BaHUSIMU
cep/ua, Takhe Kak cep/edHasi HeJOCTaTOYHOCTh U MH(APKT MUOKap/ia B aHaAMHE3e€.
e VYV NOXWUJIBIX MAlIMEHTOB C MOBBIIIEHHBIM PUCKOM 3a00J1€BaHM cepala.
e B xomOuHanuu c npenaparaMu, KOTOpbI€ BBI3BIBAIOT yJIMHEHUE HHTEepBaia PR.

Oco0ble yKazaHus

CyuyuoanvHuvle MbLCIU U NOBEOEHUE

VY manweHToB, MOTYYaBIIAX IMPOTHBOAIIICTITHYECKHIE MTPENapaThl IO HECKOJIBKUM ITOKA3aHHSIM,
OBLTM OTMEYEHBI CYWIUIAbHBIE MBICIM U TOBeAeHHE. MeTa-aHanu3 paHIOMH3UPOBAHHBIX
1ane00 KOHTPOJIUPYEMBIX KIMHHUUECKUX HCCIEAOBaHUN MPOTHUBOIMUICITHUECKUX MpErnapaToB
CBUJICTEILCTBYET O HEOOJBIIIOM YBEIIMYCHUHM PUCKA BOSHUKHOBCHHS CYWIIUIAIBHBIX MBICIICH W
CYHIIHJIATBHOTO MTOBEICHNS. MeXaHU3M TOBBIIIICHHUS PUCKA HE SICEH, CYNIECTBYIOIINE JJaHHBIC HE
MO3BOJIIIOT OTPHUIIATh CYIIECTBOBAHUE TAKOTO PHUCKA MPH MpUeMe Jakocamuaa. TakuMm o0pa3om,
y TMAalKeHTOB CJeIyeT MPOBOAUTh MOHHTOPUHT TPU3HAKOB CYHMIMIAIBHBIX MBICIEH U
MOBEJICHHUS, a TAK)KE PAacCMaTPUBATh BOIPOC COOTBETCTBYIOIIETO JieUeHHs. [laliMeHThl U JIHIla,

YX@KUBAIOLIUE 3a MAlMEeHTAMHU, JOJDKHBI OBITH NMPEAYyNpPEKICHBbl O CYIIECTBYIOLIEM PHUCKE U
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CMEPTHOMY OTUETY

MOBEJICHUSI.
Cepoeunviii pumm u nPOBOOUMOCHb

B xiMHHYECKUX HCCIEAOBaHUAX JIAKOCaMUJa OMKCAHO J10303aBUCHMOE YBEIMYEHHUE WHTEpBalia
PR. Jlakocamuj cieyeT UCIONb30BaTh C OCTOPOXKHOCTHIO Y MAIUEHTOB C MPOAPUTMUUYECKUMU
COCTOSTHUSIMHU, TaKHMMH KaK M3BECTHBIC MPOOJIEMBbI CEPACYHONU MPOBOAMMOCTH, WU TSKEIBIMU
3a0o0JeBaHUAMU cepua (HarmpuMep, HIeMus/MH(papKT MHOKapaa, cepeuHas HeI0CTaTOYHOCTb,
CTPYKTYpHBIE 3a00J1eBaHus ceplla UK CepIeYHbIe HATPUEBbIe KaHAIONATHH) WU Y MAllUEHTOB,
MOJTyYaIOIUX JIEKAPCTBEHHBIE CPE/ICTBA, BIUSIOLIME HA CEPJCUYHYIO MPOBOIMMOCTH, BKIIIOUas
AHTUAPUTMUYECKUE CPEICTBA U MPOTHUBOIMMICIITUYECKHUE JICKAPCTBEHHBIE CPEJICTBA U3 TPYIIIBI
0JIOKaTOPOB HATPUEBBIX KAHAJIOB, & TAKXKE Y MOKUJIBIX MAIMEHTOB.

Takum nanuentam crenyetr npoBectd DK mepen yBenmuueHueM J03bl JIAKOCAMHUAA BBHIIIE
400 mr/cyT, a TaKkkKe Mocie JOCTHKEHUS CTA0UIBbHONW KOHIIEHTPAIUH.

B 1urane60-KoHTpOMPYEeMBIX HCCIISIOBAaHUAX JIAKOCAMUIA Y IMAIIMEHTOB C AMWICTICHEH HEe OBLIO
OTMEUEHO (PUOPHILTAIINU WM TPETIeTaHUs MIPEICepInid, OTHAKO 00a SBJICHUS OBUIH BBISBIICHBI Y
MAIMEHTOB C SMUJICTICHEe B OTKPBITHIX KIMHUYECKUX HCCIEOBAHUSX, a TaKXKe IpPHU aHAIU3e
MOCTPETUCTPALIMOHHOTO PUMEHEHHS Mpernapara.

B mocTperucrpanimoHHON MpakTUKEe HAOIONATNCHh CIydal AaTPUOBCHTPUKYISIPHOW OJIOKAJIbI
(BKJTIOUAsE aTPUOBEHTPUKYJISIPHBIE OJIOKAAbI 2-0i CTENEHHU). Y MAIMEHTOB C MPOAPUTMHUYECKUMU
COCTOSTHUSIMU HAOJIOalach BEHTPHUKYJApHAs TaxuapuTMus. B penkux ciydasx JgaHHbIE
SABJICHUS] IPUBOAWIIA K ACHUCTOJIMM, OCTAHOBKE CEpJlla U CMEPTHU Y MALMEHTOB C OCHOBHBIMH
MIPOAPUTMUYECKUMH COCTOSTHUSIMH.

Heo6xomumo wHGOpMHUpPOBATH MAIMEHTOB O CHUMIITOMAaxX CEpPIACYHOW apuUTMUU (HAmpUMEp, O
PEIKOM, YYalllEHHOM WM HEpPEeryJIspHOM IyJbCe, YYallleHHOM CEepAleONeHUH, MPEPHIBUCTOM
JBIXaHUH, TOIOBOKPYKEHUH, 0OMOpoKax). B cnyuae ux mosBieHHs] HEOOXOAUMO OOpPaTUTHCA K
Bpady.

T'onosoxpyorcenue

Jleyenne naKocaMUIOM  MOXKET  CONPOBOXKIATHCA  TOJIOBOKPY)KEHHUEM, IMOTEHIUAIBHO
NPUBOAAIIMM K YBEIMYEHUIO DPHUCKA TMOJY4YEHMs TpaBM WU HajeHuil. B cBsI3u ¢ 3tum,
MaldeHTaM CJIeIyeT COOJII0JaTh OCTOPOKHOCTH JIO0 TE€X IOp, TMOKa HE BBIICHUTCS, KakKue
MOTEHITMATBHBIC HEXKETATEIbHBIC PEAKIIMH Y HUX MOTYT Pa3BUTHCA.

Bosmoorcnoe o3nukHoseHue unyu 0bocmpeHnue MUOKIOHUYECKUX NPUCMYNos

Coo011a710ch 0 BOSHUKHOBEHHH WU 000CTPEHUU MUOKJIIOHUYECKHX MPUCTYIOB KaK Y B3POCIBIX,
TaK M y JeTed C TEepPBUYHO-TEHEPATU30BAHHBIMH TOHHKO-KJIOHMYECKUMHU TPUCTYIIaMH, B

YaCTHOCTH, IPU TUTPOBAHUM. Y MAIIMEHTOB C JByMS U OoJjiee TMIIaMU MPUIAAKOB HabIt01aeMoe
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JT00BIM HAOJI0JaeMbIM YXYALUICHUEM B OTHOIICHUH JIPYTOro THIIA IPUCTYIIOB.

4.5. B3amMmopeiicTBMe ¢ JPYTMMH JIEKAPCTBEHHBIMH INpenapaTamMM M JApyrue BH/bI
B3aHNMOJAEeHCTBUSA

Jlakocamuzl cienyeT HNPUMEHATh OCTOPOKHO B COYETAaHMM C IperapaTaMi, BbI3bIBAIOLIMMHU
yanuHenue uatepsaia PR (Bkiodas gekapcTBEeHHbIE CPECTBA-0JI0KATOPBI HATPHEBBIX KAHAIOB)
Y aHTHapuTMU4ecKUMU npenaparamu [ kinacca. O1HaKoO B MOATPYIIIOBOM aHAIM3€ KIMHUYECKUX
UCCIIIOBAaHUM He ObUIO OTMEYEHO JOMNOJIHUTENBHOrO yAJMHEHUs uHTepBaja PR y GoibHBIX,
KOTOpbIE€ OJHOBPEMEHHO NPUHMMAIM JIAKOCAMUJ, B KOMOMHAIMM C KapOama3enuHOM WU
JaMOTPUIKUHOM.

Jlaunwie in vitro

Pe3ynbraThl HcClaeIOBaHUN CBHUJETENBCTBYIOT O HHU3KOH BEpPOATHOCTH B3aUMOJEHCTBUSA
JaKocaMH/ia ¢ JpyTUMHU MpernapaTaMu.

UccnenoBanust Meraboiu3Ma in  Vitro TOKa3bIBalOT, 4YTO JIAKOCAMHUJ HE HHIYLHPYET
uzodpepmentsl CYP1A2, 2B6 u 2C9. B KoHIEHTpanusax, KOTOPHIE ONPENesINCh B KPOBU BO
BpeMsl KIIMHUYECKHUX UCCIIeI0OBaHMil, Takocamua He nHruouposan uzodpepmentsl CYP1A1, 1A2,
2A6, 2B6, 2C8, 2C9, 2D6 u 2E1. MccnenoBanus in vitro CBUAETEIbCTBYIOT, YTO JIAKOCAMUJ HE
TpaHcopTupyercs P-rinukonporenHoM B KuIleuHUKe. JlaHHBIE in Vitro TOKa3bIBaIOT, YTO
uzodpepmentsl CYP2C9, CYP2C19 u CYP3A4 cnocoGHbl Kartanu3upoBath oOpazoBanue O-
JI€3METUIIMETAa00INTA.

Jlaunuvie in vivo

Knunuueckue naHHbIE CBUAETENBCTBYIOT, YTO JAKOCAMUJ HE MHTUOMPYET M HE HMHAYLHUPYET
nzopepmentsl CYP2C19 u 3A4 10 KIAMHUYECKH 3HAYMMOTO YPOBHS.

Jlakocamul He OKasblBaeT JAeWcTBUS Ha Iwiomans nox kpuBoil (AUC) Mupaasonama
(metabomusupyromerocs uepe3 nzopepment CYP3A4, npu nozuposke makocamuaa 200 mr asa
pasa B JieHb), HO TIpH 3TOM Cmax MHAa3071aMa Obuta ciierka yBenuueHa (30 %). Jlakocamua He
BIUSET Ha (PapMaKOKMHETUKY oOMemnpaszoja (MeTabonu3upyrouerocss uepe3 H30(EepMEHTHI
CYP2C19 u 3A4, npu no3uposke gakocamuaa 300 Mr 1Ba pasa B 1€Hb).

Owmenpazon - unruOutop uzodepmenta CYP2C19 (40 mr 4 pasza B JeHb) HE yBeIMUYMBAI
KJIMHUYECKH 3HAYMMO OJKCIO3UIMUIO Jlakocamuaa. Takum o0pa3oM, MajoBEpOSITHO, YTO
yMmepeHHble UHruoutopsl nzopepmenta CYP2C19 moryT oka3bpiBaTh BIHMSHHE HAa CHUCTEMHYIO
AKCIIO3UIUIO JIAKOCaMUJa 10 KIIMHUYECKU 3HaYMMOI0 YPOBHS.

Crnenyer cobmofaTh OCTOPOXHOCTh MpPHU OJHOBPEMEHHOM TPUMEHEHHH C MOIIHBIMU
uaruouTopamu uzopepmenta CYP2C19 (mampumep, dbaykonazon) u mzopepmenta CYP3A4

(HampuMmep, MTPAKOHA30JI, KETOKOHA30Jl, PUTOHABUpP, KIAPUTPOMHIMH), KOTOPOE MOXKET
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YCTaHOBIIEHBI i1 Vivo, HO BO3MOXHBI HA OCHOBAHUHU JAHHBIX i1 VIIFo.

MotnHbIe UHAYKTOPBI MHUKPOCOMAIBHBIX (DEPMEHTOB IEUEHH, TaKWe KaK pUPaAMIUINH WA
3Bepo0OH MPOABIpsIBICHHBIN (Hypericum perforatum), MOTYT BBI3bIBATh YMEPEHHOE CHIDKECHHE
CHUCTEMHOW KOHIIEHTpAIMM JIaKocaMuIa. B CcBA3M C 3TUM MNpH Ha3HAYCHWH WA OTMEHE
MOTIOOHBIX MPEmapaToB CIAEAYET COOIIOIaTh OCTOPOKHOCTD.

Ilpomugosnunenmuueckue npenapamul

B wuccienoBaHusx MO B3aMMOACHCTBUIO JTAKOCAMHJ HE OKa3bIBAJI CYIIECTBEHHOTO BJIHMSIHUS Ha
KOHIICHTpAIlMI0 KapOama3enrHa W BaJbIIPOCBOM KHUCIOTHI B IUia3Me KpoBu. KapOamaszernuH u
BaJIbIIPOEBAst KUCIOTA HE OKA3BIBAIH BIMSHUS Ha KOHIICHTPAIUIO JIAKOCAMUJIa B IUIA3Me.

Ha ocHOBaHMHM mTOMyJISAIUOHHOTO (PApMAKOKHHETHUYECKOTO aHalli3a CHEJIaH BBIBOJ, 4YTO
CONYTCTBYIOIIASl ~ Tepamusi  MPOTHBOAIMICHTHYSCKUMH  CPEICTBAMHU,  HHIYLIUPYIOIIMMHU
MHKpOcOMasibHbIe (DepMeHTHl TieueHH (kKapOamazenuHoM, (GeHUTOMHOM, (peHoOapOuTaioM B
Pa3JIMYHBIX J103aX), CHUKajIa OOIIYI0 CUCTEMHYIO IKCIIO3MIINIO JJaKocamuaa Ha 25 % y B3pOCIIbIX
nanueHToB U Ha 17 % - y nerel U MOAPOCTKOB.

IlepopanvHuvle KoHmpayenmuevl

He BBISBICHO MPU3HAKOB 3HAYMMOTO B3aMMOJICHCTBHSI MEXIY JIAKOCAMHUIIOM U TEpOPaTbHBIMU
KOHTpAIICTITUBAMU: JITUHWIACTPATUOIOM | JIeBOHOprecTpesnoMm. Jlakocamua He OKas3bIBaeT
BJIIMSTHUE HA KOHIIEHTPAIUIO ITPOreCTEPOHA.

Ilpouue 3aumooeticmeust

Jlakocamuy He BiauseT Ha (APMAKOKMHETHKY JUTOKCHHA. KIWHUYECKH 3HAYMMOTO
B3aMMOJICHCTBHYS JJAKOCAMK/Ia U METQOPMHUHA HE BHISBIICHO.

JlaHHBIX O B3aUMOJEHCTBUU JAKOCAMUA C AJTKOT'0JIEM HET.

CremneHb CBA3BIBAHUSA JAKOCAMHUA C OEIKaMU TU1a3Mbl KPOBH cocTaBisieT MeHee 15 %. B cBs3u ¢
STUM KJIMHUYECKH 3HAYMMOE B3aWMOJEWCTBHUE C JAPYTUMHU TperapaTaMu, CBS3BIBAIOIIUMUCS C
OelTkaMH TIa3Mbl, MAJIOBEPOSTHO.

[Ipr OJHOBPEMEHHOM TIPUMEHEHWUU ¢ BappapHHOM JIAKOCAMHUJ HE OKa3bIBaeT KIMHUYICCKU
3HAYMMOTO BIIMSHUS Ha (hapMaKOJIMHAMHKY U (papMaKOKHMHETUKY Bap(apuHa.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS

}KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM

Bpauy crnemyer oOCynuTh acmekThl TUIAHMPOBAHWUS CEMbU M KOHTpAICMIIUUA C IKEHITUHAMHU
JIETOPOTHOr0 BO3pACTa, MPUHUMAOLIMMH JIAKOCAMU/.
[Tpu xenaHWW >KEHIIMHBI 3a0€pEMEHETh CIeAyeT MOBTOPHO TIIATETHHO OLICHUTH MPUMEHEHUE

JIAKOCAMUIA.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Obwuii  puck, ceA3aHHbIll C dnUlencuel U NPOMUBOINUIENMULECKUMY TIeKaPCMEEeHHbIMU
npenapamamu

B oTHOmeHuH Bcex NPOTHBOSMWICNITUYECKUX IMIpenapaToB ObLIO IOKa3aHO, YTO YacToTa
BPOXKJACHHBIX IMOPOKOB Pa3BUTHs y JE€TEH >KEHIIMH C SIUJICNCHEH, MOJy4yarouuX TaKyro
TEpanuio, B 2—3 pasa BbIIIE 110 CPAaBHEHHUIO C OOIIEH momyssuueil (B MOCIeIHEM cly4ae 3TOT
nokaszatesnb cocraBisier 3 %). Y DanueHToB, MOJYYaOIIMX JIeYeHHe, ObUIO OTMEYEHO
YBEJIMYEHUE YaCTOThI BPOKJIECHHBIX MOPOKOB Pa3BUTHUS Yy AeTel Ha (OHE MOJIUTEepanuu, OJHAKO
CTENeHb BIMSHMS JICYCHHs] W/ 3a00JieBaHMsI HA YBEJIMYEHHE ITOrO0 PUCKA JI0 HACTOSIIETO
BpPEMEHU HEU3BECTHA.

Kpome Toro, s¢ddexruBHOE NPOTHBOAMUIEITUYECKOE JIEYCHHE MPEeKpalarh HE CIEAyeT,
MOCKOJIbKY yXYy/AILIEHHE TeUeHHUs 3a00JIeBaHUsI OKa3bIBAET OTPHUIATENIbHOE BIUSHUE HA MaTh U Ha
IO/,

Puck, ceazannvlii ¢ npumenenuem nakocamuoa

Knuanyecknx NaHHBIX O MPUMEHEHWH JlaKocaMuIa y OepeMeHHbIX HeT. B mccnemoBaHmsX Ha
JKUBOTHBIX HE OBLIO 3apETUCTPUPOBAHO TEPATOT€HHBIX 3((HEKTOB, OJTHAKO MPU MPUMEHEHUU 103,
TOKCHUYHBIX JUISI MATEPUHCKOTO OpraHu3Ma, Obljla OTMEeUeHa SMOPHUOTOKCHYHOCTD Y KPOJIUKOB U
KpbIC. [IoTeHIMAIBHBIN PUCK ISl YETIOBEKA HEU3BECTEH.

Jlakocamul HE CIIeyeT NMPUMEHATh BO BpeMsi OEpEeMEHHOCTH, 332 MCKIIIOUCHHEM TEX CIydaeB,
KOrJia MoJjib3a JUisi MaTepu SIBHO MEpPEBENIMBACT BO3MOXKHBIM pHCK i 1uioaa. Ecnu keHmuHa
IUIAHUPYEeT OEpeMEeHHOCTb, TO HEOO0XOAMMO TIIATEJbHO B3BECHTH  LEI€CO00pPa3HOCTh
NpUMEHEeHHs 3TOro Tpenapata. J[is ocymecTBieH!s] MOHUTOPHHTA MOCIEICTBHA MPUMEHEHUS
npenapata Jlakocamun y OepeMEHHBIX KEHIMMH BpadaM pPEKOMEHAYETCS pPEerucTpUpOBaTh
JTaHHBIX TAleHToB B EBpomneiickom u MexayHnapogHoM Peructpe mo npoTHBOSMUICTITUYECKUM
npenapartam u 6epemenHoctu (EURAP).

JlakTanus

JlakocamM# T SKCKPETUPYETCS C TPYAHBIM MOJIOKOM.

HeB03MOKHO UCKITIOUUTH PUCKU 711 HOBOPOXKICHHBIX U MIIAJICHIICB.

Bo Bpems nedeHus 1akocaMuoM peKOMEHYETCs IPEKPAaTUTh KOPMIICHHE TPY/IbIO.

DdepTUIbHOCTD

He 6b110 0TMeueHO HeXenaTeNbHbIX peakiuil Ha GepTUILHOCTD UIIH PEMPOIYKTUBHOCTD Y KPBIC
000MX TOJIOB B 033X, CO3JAIOMKX KOHIeHTpauuio B miazme (AUC) npubausuTensHo B 2 pasa
Boilie AUC B miia3Me 4elnoBeKa NpU NPUMEHEHMM MAKCUMAJIbHO PEKOMEHIYEMOM TO3bl UL

JIIOZIEN.
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4.7. BausiHue Ha CMOCOOHOCTH YNPABJIATH Tpchnog;HLM;#énImm :n paﬁIOT:th c

MeXaHHu3MaMH
CTCHCHB BIIMAHUA JJaKOCaMH A Ha CHOCO6HOCTB praBHSITB TpaHCHOpTHBIMI/I CpCI[CTBaMI/I NN
MEXaHU3MaMH BapbUPYETCS OT HE3HAYMTENIbHOW 110 cpeaHei. JleueHune J1akocamMHIOM MOXKET
COTIPOBOXIATHCSI PA3BUTHEM TOJIOBOKPY)KCHHSI MJIM HEUETKOCTBIO 3peHus. [lamuentam He
peKOMeHI[yeTCH ynpaBJISITB TpaHCHopTHBIMI/I CpeI[CTBaMI/I U 3aHUMATLCA I[p}IFI/IMI/I BHUIaMH
JACATCIIbHOCTH, Tpe6YIOIJ_II/IMI/I KOHI_ICHTpaI_[I/II/I BHHUMAHUNA.

4.8. HexkennaTeibHbIe peakunu

Pesrome mpoduisg 6esonacHOCTH

OcHOBBIBasicb Ha aHanu3e OOBEAMHEHHBIX  IUIANEO0-KOHTPOIUPYEMBIX  KIMHHYECKUX
UCCIJIEIOBAaHUM JTOIIOJHUTENBHOM Tepanuu, BKModaBmiux 1308 manueHToB ¢ mapuualbHBIMU
CyZIOpOXXKHbIMU mpuctynamu, 61,9 % paHnomMuzupoBaHHBIX B rpynny Jjakocamuaa u 35,2 %
NAlMEeHTOB PaHIOMM3MPOBAHHBIX B Tpymlmy mianebo, cooOmanu, mo kpailHe mepe, 00 1
He)xenaTeslbHON peakuuu. Hambonee wacThiMM HexenarenbHbIMU peakuusmu (= 10 %) npu
IpUeMe JIakocaMuJa ObUIM TOJIOBOKPYXKEHHE, TOJIOBHas 00ib, TowHOTa M auruionus. Kax
IpPaBUIO, OHU OBUIM JIETKMMU WJIM YMEPEHHO BbIPRKEHHBIMU. BBIPaK€HHOCTh HEKOTOPBIX
HE)KeJNaTeNIbHBIX peaklMii 3aBucesa OT J03bl M yMEHbIIajach Mocie ee CHuxkeHusa. Yactora u
TSOKECTh HEXKEJIaTeNbHBIX PEaKlUidl CO CTOPOHBI IeHTpanbHOUW HepBHOUW cuctembl (LUHC) u
eIy TOYHO-KUIIEYHOTO TPaKTa OOBIYHO YMEHBIIAIACh CO BPEMEHEM.

Bo Bcex KOHTpOIMPYEMBIX KIMHUYECKUX MCCIIEOBAHUSAX YAaCTOTa MPEKpAIlEeHUs Tepanuy U3-3a
HE)KEJIaTENIbHBIX Peakiuil cocraBwia 12,2 % nns manveHToB, paHAOMU3UPOBAHHBIX B IPYIILY
nakocamusa u 1,6 % Ui manueHToB, paHIOMU3UPOBAaHHBIX B Ipymiy mianedo. Camoil yactoi
HEXENAaTeIbHOW  peaklHel, TNpUBOIAIIEH K OTMEHE Tepalmuu JIAKOCAMHJIOM, OBLIO
rOJIOBOKpY>KeHHE. IIpOLEHT HeXeNnaTeNbHbIX peakluid €O CTOPOHBI IIEHTPAJIbHONW HEPBHOMU
CHCTEMBI, TAaKUX KaK TOJIOBOKPYKEHHE, MOXET ObITh BBIIIE MOCIE MPUMEHEHHs HAaChIIaroIen
JTO3BI.

Ha ocHoBe aHanmu3a naHHBIX KJIMHUYECKOTO HCCiIeNoBaHMsS 3(PQGEKTHUBHOCTH MOHOTEpAINUU
JaKOCAaMHJIOM TII0 CpPaBHEHHUIO C KapOama3enuHOM (KOHTPOJIMPYEMOIO BBICBOOOXKIEHUS),
HanOoJiee 4acThIMU HeXeNnaTedbHbIMU peakuusaMu (=10 %) mpu mpueme Jlakocamuja ObuIH
rojioBHast 00JIb U TOJIOBOKpYKeHHE. YacToTa OTMEHBI Tepalluy U3-3a HEXKeNaTeIbHbIX PeaKIHii
cocraBuna 10,6 % nns manueHTOB, MPUHUMABIINX JIakocamua, u 15,6 % 1y MalueHToB,
NPUHUMABIIUX KapOaMazenuH (KOHTPOJIUPYEMOTO BEICBOOOKICHHS).

[Tpodwmiie Ge30macHOCTH JaKoCcaMHJia, 3apPEerMCTPUPOBAHHBIA B MCCIEIOBAaHUM y TMALMEHTOB B
BO3pacTe 4 JEeT M CTapiie ¢ UIUONaTHYECKOM TIe€HEPAIN30BAaHHOM SIHJIENCUEH C MEPBHUYHO-

reHepalu30BaHHBIMU  TOHHKO-KIoHHMYeckumu  npuctynamu  (III'TKII), coorBercTBOBaN
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KIIMHUYECKUX  MCCICNOBAHMUSIX NpH  NapHUAIbHBIX  NpucTynax. JomoJHUTENbHBIMU
HEXKEJNAaTeNbHBIMA  PEAKLUUsAMH, 3apeructpupoBaHHbiMi y manueHtoB ¢ [II'TKIL, Obum
MUOKIOHUYecKas smuiencus (2,5 % B rpymnme nakocamunga u 0 % B rpynme miane6o) u
HapylieHue KoopAauHauu Aswxenuit (3,3 % B rpynne nakocamunaa u 0 % B rpymnmne miane6o).
Haubosiee 4vacThiMu HEXENATENbHBIMU PEAKIUSIMUA OBLIM TOJIOBOKPYKEHHE W COHJIMBOCTD.
Haubonee pacnpocTpaHeHHBIMH  HEXENATeIbHBIMU  PEaKUMsIMHU,  OO0YyCIIaBIUBAIOLIUMU
MpeKpalieHue Tepanuu JIaKOCaMUJOM, OBLIM TOJOBOKPY)KEHHE W CYHUIMJaJbHbIE MBICIIH.
[IpouieHT ManMeHTOB, MPEPBaBLUIMX TEPANUI0 BCIEACTBUE BO3HUKHOBEHHUS HEKEIATEIbHBIX
peakiuii, coctasui 9,1 % B rpymme nakocamuna u 4,1 % B rpynmne miamne6o.

Tabauunoe PE3IOME HEXKENATCILHBIX PEaKIIU

HexenarenbHbie  peakli¥, OTMEYEHHBIE B KJIMHUYECKUX HUCCICAOBAHMSIX WM TIPU
MOCTMApKETUHTOBOM TIPUMEHEHUH JIAKOCAMUa, PAaCIpeesieHbl 0 KJIacCy CHUCTEM OpPTraHOB U
yactore pa3BuTHs. YacTtora pasBUTHS HEXKEJIATCAbHBIX  pEaKIMii  ONpeienseTcs ¢
WCIIOJIb30BAaHUEM CJICIYIOIIUX Kareropwii: odeHb 4dacto (>1/10), gacto (>1/100, mHo <1/10),
Hewyacto (>1/1000, Ho <1/100), peako (>1/10 000, mo <1/1000), ouenp penko (<1/10 000),
YacTOTa HeU3BeCTHA (HA OCHOBAHUHM MMEIOIIMXCS TAHHBIX OIICHUTh HEBO3MOXHO).

Tadmuna 1. HexxenateabHble peakIuu M0 YACTOTE PA3BUTHS U KJIACCY CHCTEM OPraHoOB

Kuace cucrem OueHnsb Yacrora
Yacro Heuacro
OpraHoB 4acTo HEHU3BEeCTHA

Hapymenus co Arpanynonuros’

CTOPOHBI KPOBH

"

auMdaTuyeckoi

CUCTEMBI

Hapymenus co I'mnepuysctBuTE | Peaknun

CTOPOHBI UMMYHHOM JTBHOCTB! TUIEPYYBCTBUTEID

CUCTEMBI HOCTH C
MOpaXECHUEM
Pa3IUYHbIX
OpPTraHOB U CUCTEM
(BKITIOUAst
JIEKapCTBEHHYIO
peaxuuio ¢
703UHOMINEH U
CUCTEMHBIMU
IIPOSIBJIEHUSIMU,
(DRESS-
cuHIpoM))' 2
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HapyLIEHUS CIIyTaHHOCTb B030yx)IeHue!,
CO3HAaHMA, sitdpopus’,
GeccoHnmual | mcuxuueckue
paccrpoiicTsal,
CyHMIIUJQIIbHbBIC
HONBITKH !,
CyHMIIUJQIbHbBIC
MBbICTIH !,
raJUTIOIMHAIIH
Hapymenus co lNonoBokpyxke- |MuokaoHu- O6MOpoK?, Cynoporu
CTOPOHBI HEPBHOMU HUE, FTOJIOBHASl |YECKUE HapylLIeHHe
CHUCTEMBI 601b cynoporu?, KOOpAMHALINHI
HapylLIeHUE JBUKECHUH,
KOOPJMHALIMM | TUCKUHE3US
JIBYKCHUH,
HapylIeHHUE
paBHOBeECHSI,
HapylIeHHUE
MaMsATH,
KOTHUTUBHBIE
HapyIICHUS,
COHJIMBOCTb,
TpeMop,
HUCTarm,
TUIIECTE3NUS,
Iu3apTpus,
HapyIIeHHUE
BHUMaHUS,
apecTe3nu
Hapyuenus co Junuionus HeuerkocTh
CTOPOHBI OpraHa 3peHust
3peHus
Hapymenus co Bepruro, mym B
CTOPOHBI OpraHa ymax
cilyxa u
naOupUHTa
Hapymenus co ATpuoBeHTpuKy |BeHTpukyssp-
CTOPOHBI cepALa nsipHast Has TAXHAPUTMHUS |
6iokanma'?,
6pazuzn<ap111/1511’2,
budpmIAIHS
npencepauii'2,
TperneTanue
npencepauii'-
Kemnynouno- TomHoTa PBorta, 3anop,
KHIIIEYHbIE METEOPU3M,
HapyIIECHUS JIACTICTICHSI,
CYXOCTb BO PTY,

14
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Hapymenus co HN3menenue
CTOpPOHBI IEYEHH MI€YEHOYHBIX
U KCITYCBBIBOSIINX npo6?,
nyTen MOBBIIICHUE
YpOBHS
MIEYEHOYHBIX
¢bepmeHTOB (> 2
pasa
OTHOCHUTEIIBHO
BEpXHEN
TPAHUIIBI
HOPMBI)!
Hapymenus co 3yn, Anrunonesporuy | CuHAPOM
CTOPOHBI KOXKHU U ChITIB! €CKHI OTeK CruBenca -
IOJKOKHBIX TKAHEH (orex Ksunke)!, | J:xoncona',
KpanuBHUIA' TOKCHUYECKHI
SMUICPMATbHBIN
HEKpoJIu3!
Hapymienus co Mpbl1eYHbII
CTOPOHBI MBIILIEYHOM, crasm
CKEJIETHOHN U
COECIMHUTEIILHON
TKaHU
OO01ue HapylIeHus u Hapymenne
peakLuu B MECTE MOXOJIKH,
BBEJICHUS acTeHus,
YTOMIISIEMOCTb,
pa3apaXKuTeINb-
HOCTb,
OLLyIllEHUE
ONbSIHEHUS
TpaBmsl, ITanenns,
WHTOKCUKAIUU 1 MOBPEXICHUS
OCJIOKHEHUS KOXH, YIIHOBI
Hponueayp
IIpumeuanus:

! — HexenmaTeNlbHBIE PEAKINH, BEIABICHHBIE B IIOCTPETHCTPALIMOHHON IPAKTHKE
2 — cM. nanee nojpasaen «ONucaHue OTAENBHBIX HEXKENATENbHBIX PEAKIIH»

3 _ Coobmianocs B ucciemoBanusx 11T TKIT

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUM

[IpuMeHenne nakocamMuja CBSI3aHO C JI0303aBUCHUMBIM YJIMHEHHWEeM uHTepBaia PR. Moryt
HaOIOaThCSl HEXKENATeNbHBIE PEaKIu, CBsI3aHHbIE ¢ yUIMHeHHEM uHTepBaia PR (mampumep,

aTPUOBEHTPUKYJIIpHAs OJ0Kaga, 0OMOPOK, OpaguKapaus).
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IPOIEHT 3MH30/I0B aTPUOBEHTPHUKYJSApHOW Onokaabl I cremenn Obu1 HEBbICOK — 0,7 %, 0 %,
0,5 % u 0 % npu npumeHeHnn Jakocamuaa B go3uposke 200 mr, 400 mr, 600 mr u muiane6o,
COOTBETCTBEHHO. ATpPUOBEHTPUKYJISIpHOM Onokanel Il cremeHn ©  Bbllle B JTaHHBIX
UCCIIEIOBAaHMUSIX OTMEYeHO He Obuto. TeM He MeHee, B IOCTPErMCTPAIlMOHHON IpaKTUKe
coolmanock 0 ciuyyasx MOSIBICHUS aTPUOBEHTPUKYIsApHON Onokanpl Il m III cremenu mpu
JCUYCHUH JIAKOCAMHJIOM. B CpaBHUTENBHOM KIMHHYECKOM HCCIICAOBAaHUH MOHOTEPAITHH
JAKOCAaMHUJIOM B CpaBHEHUM C KapOama3zenuHOM (KOHTPOJUPYEMOTO BBICBOOOXKICHMS)
yBenuueHue uarepBaia PR Obu1o comocraBumo A 000MX MpemnapaTos.

OOMOpOK B KIIMHUYECKHUX MCCIIEAOBAHMIX JOMOJHUTEILHON TEPANH JaKOCAMHJIOM BCTpEYAICS
HEYacTo, M MPOIEHT CIYYMBIIMXCS SMH30J0B HE OTJIMYAJICS B TpyMIax OOJBHBIX MUJICTICUEH,
nonydaBmux jgakocamun (n=944) (0,1 %) u nonmyuaBmux miamne6o (0,3 %). B xknmuHMUeckux
uccienoBaHusix  9()PEKTUBHOCTH  MOHOTEpANMH  JIAKOCAMUIOM IO  CpPaBHEHHIO  C
KapOamazenuHoOM (KOHTPOJIMPYEMOTO BBICBOOOXKIEHUS), OOMOpPOKH HabOmomamuce y 7 u3 444
(1,6 %) nmanueHToB, moy4aBIux Jiakocamua, u 'y 1 u3 442 (0,2 %), manueHToB, MOTy4aBIIUX
KapOamazenuH (KOHTPOIUPYEMOTO BEICBOOOKICHUS).

OuOpMIIALKMS U TpEeneTaHue mpeacepanid He ObUTM OTMEUYEHBI B KPATKOCPOUHBIX KIMHHUYECKHUX
UCCIICIOBAaHMSX, OJHAKO 00a sBIEHHWsS OBUIM OTMEUYEHBI B OTKPBITBIX HCCIIEJOBAHUAX IIO
SMHJIETICUH, & TAK)KE B TIOCTPErHCTPALMOHHON MTPAKTUKE.

OmxnoneHus 1a60pamopHsix nokazameneu

V3MeHeHre TeYeHOYHBIX Npod OTMEeYalnoch B IIAe00-KOHTPOIUPYEMBIX HCCIIECIOBAHHIX
JAKOCAMHJIa Y B3POCHBIX IMAIMEHTOB C MMAPIUAIBHBIME CYJOPOKHBIMH TMPUCTYIIAMU TIPH
OpUMEHeHHH y HUX OT | 10 3 TUpOTHBOAIHMIENTHYECKHX TNPEnapaToB OJIHOBPEMEHHO.
[ToBeimenne AJIT B 3 pasa u OGonee Habmomanock y 0,7 % (7 w3z 935) manueHTOB,
npuHUMaBIIUX Jakocamu, 1y 0 % (0 u3 356), npuHMMaBIINX 11a11e00.

Peaxyuu eunepuyecmsumensnocmu ¢ nopasxceHuem pasiuyHvlx Op2aHos U cucmem

BbuTH OTMEUYEHBI peakIiy TUIIEPUyBCTBUTEIILHOCTH C TIOPAKEHUE PA3IMYHBIX OPTaHOB M CHCTEM
(Takke W3BECTHBIE KakK JIGKAPCTBEHHAs peaklus ¢ JO03MHOMUINEH W CHUCTEeMHBIMHU
MIPOSIBIICHUSIMH, DRESS-cunapom) y MAIUEHTOB, MOJTy4aBIITUX HEKOTOpBIE
POTHBOAHIIETITUYECKHE TpenapaThl. JlaHHBIE peaknuy pa3TUYHBl B TPOSIBICHUH, HO YaIle
BCETO TMPOSIBISIFOTCS B BHJIE JKapa W CHIITM W MOTYT 3aTparuBarh JApyrue cucreMbl. Ecimm ecth
MOJIO3PEHUE HA PEaKIUI0 TUIMEPUYBCTBUTEIBHOCTH C TOPAKEHHEM pa3UYHBIX OPraHOB U
CUCTEM, TO MPHUEM JIAKOCAMUJIA CIEIYeT MPEKPATHTD.

[Tpoune ocoOBIe MOMYIAINNA

Hoowcunvie nayuermol
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(KOHTPOJIUPYEMOTO BBICBOOOKICHNUS) TUIBI HEKEJIATENBHBIX PEAKIMHA y MOXKWIBIX MMAalUEeHTOB
(crapire 65 yier) ObLITM OJIMHAKOBBIMU C HAOJIIO/IaeMBIMH Y TIAIIMEHTOB MOJIOXKE 65 jer. OnHako,
y TMOXXUJIBIX MMAalMEeHTOB, B CPaBHEHHM C 0oOJjiee MOJIOABIMHU B3POCIBIMH, Habrojanach Oosee
BbICOKasi 4actoTa (paznuuue >5 %) Ui CIEOyIOIIMX HEeXeNaTelIbHBIX Peakiuil: MajaeHue,
muapes u Tpemop. HauOosiee uacToil HexenaTeNbHOM peakUMed CO CTOPOHBI CEpAECYHO-
COCYIIUCTOH CHUCTEMbl y MOXWIBIX IAaleHTOB, B CpPaBHEHWU ¢ Oojiee MOJOIBIMHU, ObLIa
aTpUOBEHTpUKYJsipHas Onokana | cremenu. OHa Habmonanach Mpu TEparuU JAKOCAMUIIOM Y
4,8 % (3 u3 62) moXWIbIX MalueHToB, B cpaBHeHuu ¢ 1,6 % (6 u3z 382) y Oonee MOIOIBIX
B3pOCJBIX  NAIMEeHTOB, s  KapOamaszenuHa  (KOHTPOJIMPYEMOTO  BBICBOOOXKICHHMS)
COOTBETCTBYIOIINE 3HaU€HUs cocTaBisuin 5,3 % (3 u3 57) y noxunsix nanueHToB u 1,3 % (5 u3
385) y Oonmee MONOABIX B3pOCHBIX MAUEHTOB. YacToTa HEXKeNaTeNbHBIX SIBJICHUH,
HAOJI0IaBIINXCS Y TIOXKUIIBIX MMAallMEHTOB MPHU TEpaIuu JakocaMuaoM, coctasisiia 21,0 % (13 u3
62), B cpaBHeHuH ¢ 9,2 % (35 u3 382) y Oosiee MOJOABIX B3POCIBIX MAIUEHTOB. DTH Pa3Inyus
MEXJy MOXWIBIMU U 00Jee MOJOABIMU B3POCIBIMU NAlMEHTAMU OBbUIM AHAJIOTMYHBI TEM
KOTOpBIE€ HAOIIOIATKCh B TPYIIIE Mpenapara CpaBHEHHUS.

JIeTu ¥ MoApPOCTKHU

[Ipodwmie Oe3omacHOCTH JaKocaMHa B IUIAE00-KOHTPOJIHPYEMBbIX (cM. pasgen 5.1) wu
oTkpbIThIX KM (n=408) npu npoBeieHUH JOMOJIHUTENBHON TEpaNUU y JETeH B BO3pacTe crapiie
4 5eT COOTBETCTBOBAJl TAKOBOMY Yy B3POCIBIX, XOTS 4YacTOTa HEKOTOPBIX HEXelaTeIbHBIX
peaxiuii (COHIUBOCTb, PBOTA U CYIOPOTH) ObLIa yBeIHYeHa. Y JeTeil U MOAPOCTKOB MOSIBUINCH
TaKXKe JIOTIOJIHUTENIbHBIE HEeKeJaTelbHble peakiuu (Ha30(apuHTHUT, JUXOpajaKa, (apuHTHUT,
CHIDKEHHUE alleTUTa, BAJIOCTh M HapylleHue moBeaeHus): Hazodapuurut (15,7 %), pBorta
(14,7 %), connuBocts (14,0 %), romoBokpyxenue (13,5 %), nmuxopanka (13,0 %), cynoporu
(7,8 %), cumxkenue ammetuta (5,9 %), dapunrut (4,7 %), Bamocts (2,7 %) u HapylieHue
nosenenus (1,7 %). B obmeit cnoxHoctn y 67,8 % manueHToB, MOIyYHUBUIMX 110 Pe3yJIbTaTaM
paHaOMHU3alMK JakocaMu, U y 58,1 % manueHToB, MOMYYUBIIUX IUIale00, COOOIAIOCh, Kak
MUHUMYM, 00 OJIHOI HEeKeNaTeIbHOU PeaKIuu.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mmaTs 0 10J03peBacMbIX HEKEJIATEIbHBIX PEAKIUAX [OCIE PETUCTPALUY IIpenapara
C 1Lenbl0 OOECNEeYeHHs HENpPEephIBHOTO MOHUTOPHHIA  COOTHOLICHMS  «IOJb3a-pHUCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKIM pabOTHUKAM PEKOMEHAYETCs cOoOOIaTh O JIF0OBIX
MI0JI03PEBAEMBIX HEXKENNATEIbHBIX PEAKLMIX JIEKAPCTBEHHOIO Ipenapara 4epe3 HallMOHaJIbHbIE
CHUCTEMBl COOOIIEHUS O HEXeNaTeIbHbIX pEeaKIUsIX TrocyaapcTB-uieHoB EBpasuiickoro

O9KOHOMHUYECKOI'o COr3a.
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Poccuiickasa ®@eoepayus

@DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS

Anpec: 109012, Mocka, CnaBsiHCKas 1J1011a/1b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAIIMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «nTepuem:

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

Pecnybnuxa benapyco

Pecniybnukanckoe  yHurapHoe npennpusthue «lleHTp sKkcmepTH3 M MCHOBITAaHMM B
3IpaBOOXpaHeHI» MUHUCTEPCTBA 3apaBooxpaHeHus Pecnyoimku benapych

Anpec: 220037, r. Munck, nep. Toapuieckuii, 2a

Tenedon: +375 (17) 242-00-29

DnekTpoHHas mouta: repl@rceth.by

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHHUKAIMOHHOM cetn «HTepHEeT: https://www.rceth.by

Pecnybnruxa Kasaxcman

PI'TI na [IXB «HaunoHanbHbIA LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
w3nenuiiy Komurera MeauuumHCKOrO W (apMaIeBTHYECKOrOo KOHTPOJIsl MuHHCTEpCTBa
3apaBooxpaHeHus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonslp, yi. A. Imanosa, 13 (BL] «Hypcayner 2»)
Tenedon: +7 (7172) 235 - 135

OnektpoHHas nouta: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM cetn «HTepHeT»: https://www.ndda.kz

4.9. Ilepeno3upoBka

CHMITOMBI

CuMOTOMBI, BO3HHMKAKOIIME TIIOCHE CIy4ailHOM WJIM TNpeJHaMEpPeHHOW Mepelo3upOBKU
JaKocamua, OBLTM MPEeUMYIECTBEHHO oOycnoBieHbl mnopaxenuem [HHC wu sxemymouHo-
KHUIIIEYHOTO TPAKTA.

— Buasl HexenaTeNnbHBIX peakUMi y MAalMEeHTOB, NpUHMMAaBMUX 103kl OT 400 Mr m 1o
800 Mr ¥ TPUHUMABIIMX PEKOMEHJOBAHHBIC JIO3bl JIAKOCAMHU[A, KIWHUYECKH HE
OTINYAJIHCE.

— K peakumsm, oTmedeHHsiM Tnocie npuema cBbimie 800 Mr, OTHOCHIIHUCH

TOJIOBOKPYKCHHUEC, TOLIHOTA, PBOTA, SNHUICIITUYCCKUC IMPUCTYIIBL (FeHepaHI/ISOBaHHLIe
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HapyIICHUs] CEpPACYHONW MPOBOAMMOCTH, MOK U Koma. CooOmaercss O JeTaIbHBIX
HCXO0/IaxX Yy TMAalMeHTOB TMOCIe OCTPOM TMEepPEeAO3UPOBKM HECKOIBKUMHU TpaMMaMu
JIaKOocaMu/ia.

JleueHue

AHTHIOTA JlakocaMujJla He cymiecTByeT. JleyeHue mnepeno3upoBku cumnromarudeckoe. [Ipu

H€06XOZ[I/IMOCTI/I BO3MOXHO HUCIIOJIBb30BaHHUEC I'EMOJHAIN3A.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

dapMakoTEpaneBTUUECKAs] ~ IpyNna:  OPOTUBOANMJICNITUYECKUE  Ipenaparhl;  JpyTrHe
MIPOTUBO3MUIICIITUYECKUE ITpenapaThl

Kox ATX: NO3AX18

Mexanusm geiicTBus

AxTuBHOE BemecTBO — Jakocamun (R-2-ameramumo-N-O0eH31II-3-METOKCUIIPOITMOHAMU)
ABIsAETCS QYHKIIMOHATU3NPOBAHHON aMMHOKHUCIIOTOM.
TouHplli MeXaHW3M MPOTHUBOIMUIIEITUYECKOTO NEHCTBUS JaKOCaMHlla HE YCTaHOBIEH. B
ANIEKTPOPU3NOJIIOTUYECKUX HCCIEIOBAHUAX [n Vifro JakocaMuj HW30UpaTelbHO YCHIIMBAET
MEJUICHHYI0 HWHAKTHUBAllMI0 TOTCHIIMAI3aBUCUMBIX HATPUEBBIX KaHAJIOB, 4YTO BEAECT K
cTabUIU3alny TUIIEPBO30YIUMBIX MEMOpaH HEHPOHOB.

dapmakogngamMuyeckue 3P HeKToI

Jlakocamui mpenoTBpamian pa3BUTHE MPUCTYNOB Ha OOJNBIIOM KOJMYECTBE MOJENed Ha
KUBOTHBIX MMapIUAIbHON M TMEPBUYHO T'€HEPAIN30BAHHOM SMUIIENICHM, a TaKXe 3aJepiKUBal
pa3BUTHE MOBBIILIEHHONW CYJOPOXHOW TOTOBHOCTH. B JIOKIMHMYECKHX HCCIIEIOBaHUAX
JakocaMHJl B  KOMOMHAIMM ¢  JIeBeTHpaleraMoM, KapOamMa3zenmuHoOM, (EHUTOMHOM,
BaJIbIIpOaTaMM, JIAaMOTPUDKMHOM, TONMHMpAaMaToM WM TrabalneHTUHOM JAEMOHCTpUpOBa
CHUHEPrU4eCcKOoe WIN aJINTUBHOE MPOTUBOCYAOPOKHOE JAEHCTBHE.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Iapyuanvusie npucmynol

Monomepanus

D¢ hEeKTUBHOCTh JIaKOCAaMH/Ia B KaueCTBE MOHOTEpamuHu ObUTa JOKa3aHa B JBOWHOM CIICTIOM
uccienoBanu dPQPEKTUBHOCTH TIO CpPaBHEHUI0 ¢ KapOamazenuHoM (KOHTPOJIHPYEMOTO
BBICBOOOK/ICHHS), TIPOBOJUBIIEMCSI B TapaUIENbHBIX TPYIIax ¢ ydacTueM 886 MalHneHTOB
16 mer wnm crapiie ¢ HOBO- WIM paHEE JMArHOCTHUPOBAHHOM »nuierncuei. B uccnenoBanuu

MNPpUHUMAJIN Y4YaCTHC TMAlMUCHTBI C HCECIPOBOIMPOBAHHBIMU ITApUHUAJIBHBIMH CYAOPOKHBIMU
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rpynmsl B cooTHomeHuu 1:1, monmydaBiine, COOTBETCTBEHHO, KapOamas3enuH M JlakocaMup (B
JIeKapCTBeHHOH opme TabseTkn). J[03bl MOI0HpaINCh B 3aBUCUMOCTH OT OTBETA Ha TEPAIUIO
Haxonuiuck B npenenax 400—1200 mr/cyt aisa kap6amaszenuHa u 200—600 Mr s Jlakocamua.
[TponomKUTET HOCTD TEPANUU cocTaBisuia 1o 121 Henenu, B 3aBUCUMOCTH OT OTBETA.
OsxugaeMblii 6-TM MecSYHbBIN Tmepuoj 0e3 MpUCTynoB OblI AOCTUTHYT y 89,8 % manueHToB,
MOJIy4yaBIIUX Tepanuto jgakocamuaom, u 91,1 % B rpynmne kapbamazenuna (UCIOJIb30BaH METO/T
aHanu3a BebkMBaeMocTu Karana-Meiiepa). CkoppeKkTHpOBaHHAs a0COIIOTHAS pa3HUILIA MEXKIY
rpynnamu Opa — 1,3 % (95 % noBeputenbHblil uHTEpBa: -5,5; 2,8). Oxumaembiit 12-
MeECSTYHBIN Tiepuoj 6e3 mpucTynoB o Metony Kamnana-Maiiepa cocraBmnsin 77,8 % amns Tepanuu
nmakocamuzoMm u 82,7 % — g tepanuu kapdamazenuHoOM (KOHTPOJIUPYEMOTO BEICBOOOXKICHUS).
Y mnoxunelx mnanudeHToB (crapmie 65 er, 62 manMeHTa B Tpymnne Jjakocamunaa, 57 —
KapbamaszenuHa) J0Js JOCTUTIINX 6-MeCAYHOro mepuoja 0e3 MpHUCTYNoB ObUIa OMHAKOBA B
obenx rpymmax. OHa Takxke ObUIa COMOCTAaBUMA C HAOIIOJAEMON B OCTaJbHON MOIMYJISIUU.
Cpenn MOXWIIBIX TAIMEHTOB B KauecTBe NojaepkuBaronieid mo3bl 200 Mr/cyt akocammn
nonydanu 55 (88,7 %), 400 mr/cyt — 6 (9,7 %), no3a npessimana 400 mr/cyt y 1 manuenra
(1,6 %).

Hepexod HAa MOHomepanuro

O} dexTUBHOCTh U OE30MACHOCTH JJAKOCAMUIA TIPH TIEPEX0/Ie Ha MOHOTEPAINHIO OblIa U3Y4YCHA B
MYJIbTUILIEHTPOBOM, IBOWHOM CJICTIOM PaHIOMH3UPOBAHHOM HCCIIEOBAHUU C PETPOCHEKTUBHBIM
KOHTpoJieM. B pganHOM wuccienoBanuu 425 mnanueHTOB B Bo3pacte oT 16 mo 70 ner ¢
napiyualbHBIMA  TPUCTYNIAMU, TMPUHUMAIONINE CTaOWJIbHBIC JI03bI OJHOTO WJIM JIBYX
MPOTUBOIMUIICTITUYECKUX TMPEnapaToB ObLUTM PaHIOMHU3MPOBAHBI B 2 TPYNIBI JJIA TEepexoaa Ha
MOHOTEpAIUI0 JIAKOCAMHUJIOM B COOTHOIIEHHMH 3:1, mosydaBiive, cOOTBETCTBEHHO, 1o 400 mr
i 300 mr nakocamuja B cyTku. CraproBas 1o3a coctasisia 200 mr B cytku (100 mr aBa pasza
B JeHb). [loanmepkuBaroiyto 103y NMPUHUMAIM KaK MUHHMYM B TE€UYEHHUE TpeX IHEH mepen
Ha4yaJIOM Tepexo/la Ha MOHoTepamnuio. [IpoleHT marueHTOB, y KOTOPBIX OBUIM BBHITIOJHEHBI
3apaHee YCTAaHOBIICHHbIE KPUTEPUM BBIXOJAa M3 UCCIEIOBAHMS, CPaBHUBAIW C JIaHHBIMU
HUCTOPUYECKOTO KOHTpOJds. Vcropuueckuid KOHTpOIb ObLT MPENCTaBICH pe3yibTaTaMu
00BEIMHEHHOTO aHajn3a KOHTPOJBHBIX TPYNI U3 8 HWCCIEIOBAHHN CO CXOJHBIM JIU3aHOM,
KOTOpBIE HCIIOJIB30BAJIM CyOTEpaneBTUYECKY0 03y MPOTUBOAMIIECITUYECKOrO Ipenapara.
bbimo mpoaeMoOHCTpUPOBAHO CTATUCTUUYECKOE MPEBOCXOACTBO Jiakocamuaa B no3e 400 mr B
CYTKHU TepeJ]] UCTOPUUECKUM KOHTPOJIEM, YKa3bIBalOLIEe HA JOCTHKEHHE NMEPBUYHON KOHEUHOMU
touku 3PdexkruBHOCTH. Kpome Toro, ObII0 TIOKa3aHO, 4TO Jakocamusa B go3e 300 Mr B CyTKH

HMECT MPEUMYIICCTBO NEPEA MCTOPHUUYCCKHUM KOHTPOJIEM. vy ManuEHTOB, KOTOPLIC 3aKOHYUIIN
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MoHOTepanuto nopaepxusanu 71,5 % u 70,7 % nanueHTOB, COOTBETCTBEHHO, B CPEIHEM B
tedenune 71 mHei. Ilpodunp Oe30macHOCTH TakocaMua MPH MEPeXoJie Ha MOHOTEPANUio ObLI
COMOCTaBUM ¢ mpoduieM O0e30MacHOCTH, ONUCAaHHBIM B HCCIECJOBAaHUSIX MPUMEHEHUS
JaKocaMu/Jia B Ka4eCTBE JTOTMOIHUTEIBbHOM TEPAIUU.

Jonoanumenvras mepanus

O¢ddexkTuBHOCT, JlaKOCaMUZa B JIOTOJIHUTENBHOW Tepamuu B PEKOMEHIYEMBIX J03aX
(200 mr/cyt, 400 wmr/cyt) Obula J0Ka3aHa B 3 MYJBTHUICHTPOBBIX, PaHJIOMHU3UPOBAHHBIX,
1a11€00-KOHTPOJIUPYEMbIX KIMHUUYECKUX HCCIEAOBAHUAX C 12-HeneabHbIM MOAIEP>KUBAIOIINM
nepuoaoM. DPGEKTUBHOCTH JTAKOCAMHUIA B JIOMOJHUTEIBHON Tepanuu B 03¢ 600 Mr/cyT Takke
Obula TMOKa3aHa B XOJ€ KOHTPOJIMPYEMBIX HCCIEIOBaHMMA, XOTA 3((GEeKTUBHOCTH Oblia
comnocTtaBumMa ¢ 103011 400 Mr/cyT, HO IEpPeHOCUMOCTh AaHHOM A03bI (600 Mr/cyT) OblTa Xy3Ke IO
MPUYMHE HEXENAaTeNbHBIX PEAKIMI CO CTOPOHBI IIEHTPATbHOW HEPBHOM CHCTEMBI U KEITYyJ0YHO-
KHIIEYHOTO TpakTa. [loaTtoMy, wucmonb3oBanne 1036l 600 Mr/CyT HE pPEKOMEHIYETCs.
MaxkcumanbHasi peKOMEHJ0BaHHas j103a coctaBiseT 400 Mr/cyT. DTH HCCIEIOBAHUS C y4aCTHEM
1308 manueHToB, UMEIOUINX B aHaMHE3€ NaplUalbHbIE MPUMAJAKH HA MPOTHXKEHUU B CPETHEM
nepuofa 23 net, ObutH pa3paboTaHbl A OLUEHKH YPPEKTUBHOCTH U OE30MaCHOCTH JaKOCaMUIa
IPY JTOTIOJIHUTEIFHOM Ha3HAUYEHUH K 1—3 MpOTHBOSNIMIICNITUYECKUAM IIperaparam y MalueHToB ¢
HEKOHTPOJIMPYEMBIMU TapIHUATIbHBIME TPUTMAJAKAMA C WIH 0€3 BTOPUYHOM TE€HEpaTH3allHH.
Ob6mas nons manueHToB ¢ 50 %-M CHUKEHHMEM YacTOThl MPUIIAJKOB B rpymnmax Imianeoo,
nakocamuna 200 wmr/cyr u npakocammupa 400 wmr/cyt cocraBuna 23 %, 34% u 40 %,
COOTBETCTBEHHO.

®apMaKOKMHETHKa U 0€30IaCHOCTh Pa30BOI HACBIAIOUIEH 1036l MHPY3HOHHOTO JaKOoCaMHIa
ofpeneNnsjach B MHOTOLIGHTPOBOM OTKPBITOM MCCIIEJOBAHUU OE€30MaCHOCTH U MEPEHOCHMOCTH
OBICTpOrO Hayajga Tepaluu JIAKOCAMUJOM C HCIOJIb30BAaHHEM pPAa30BOHl BHYTPHUBEHHOMN
Hachlmame 10361 (200 Mr), ¢ mocIeayoNMM epopaTbHOM MPUEMOM TperapaTa JBa pas3a B
CYTKH (B JO3MPOBKE, SKBHBAJICHTHOW BHYTPHBEHHOW /J03€) B Ka4eCTBE OIMOJHUTEIHHON
TEpanuy y B3pOCIIbIX NalMeHToB oT 16 10 60 jeT ¢ napuuanbHBIMUA IPUCTYAMH.
Tlepsuuno-ecenepanuzogantvie moHuxo-kionuseckue npucmynsi (I1I'TKII)

O} PexTUBHOCTH JTaKocaMUJa B KauecTBE JIOMOJIHUTENBbHOM Tepanuy y MalleHTOB B BO3pacTe
4 neT u crapuie ¢ MAUONATUYECKON TeHepaJM30BaHHOM »mnumierncuert, crpamaromux [II'TKII,
ObUIa yCTAHOBJICHA B X0Jie 24-HEJeNbHOr0 JBOWHOTO CJENOro paHAOMHU3UPOBAHHOTO ILIanedo-
KOHTPOJIMPYEMOT0 MHOTOLIEHTPOBOTO MCCIIEOBAHUS B MapauleibHbIX Tpymnmnax. VccienoBanue
COCTOSIIO W3 12- HENeTbHOTO PETPOCTIEKTUBHOTO ©0a30BOTO TMepuoaa, 4- HEACIbHOTO

MPOCTIEKTUBHOTO 0a30BOTO TEpro/a 1 24-HeIeIbHOT0 TIepro/ia JieueHus (KOTOPhIH BKIIFOYAI 6-
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[TarueHTHI, COOTBETCTBYIOIINE KPUTEPUSIM yYaCTHsl, TIOMyUYaBIINe CTA0OMWIBHYIO 103y OT 1 110 3
MPOTUBOSMUIICTITUYECKUX TPENApaToB, Y KOTOPBIX BO3HHUKJIO HE MEHee 3 MOJITBEPKIACHHBIX
I[II'TKIT B Teuenwe 16- HeaenpbHOro OOBEIWHEHHOrO 0a30BOTO  Mepuoia, ObUIH
paHIOMH3UpOBaHbl 1 K 1 B TpyIIbI, MOJyYaronIye JaKocaMuj WM Iutanebo (marmueHThl B
MOJTHOW BBIOOpKE s aHanmm3a: Jakocamua n=118, mmanme6o n=121; u3 HUX § MAIMEHTOB B
BO3pacTHOM rpymme oT 4 1o 12 ner u 16 nanueHToB B Bo3pacTHOH rpynne oT 12 go 18 ner
MOJTyYaJId JJAKOCaMul U 9 1 16 manueHToB, COOTBETCTBEHHO, MOJyYaliy I1amne6o).

[TaniueHTaM TMOCTENEHHO NOAOWpaNM 03y A0 LEJIEBOH J03bI IMOJICPKUBAIOIIETO TEPHOA
12 Mr/kr/cyT y mauueHToB ¢ Maccoi Tena MeHee 30 Kr, 8 MI/KI/CyT y MAIlMEeHTOB C Maccoil Tena

ot 30 no menee 50 kr unu 400 Mr/cyT y manueHToB ¢ Maccoi Tena 50 kr u Ooee.

Ilepemennas Ilnaneoo Jlakocamua
3¢ dexTBHOCTH n=121 n=118
IHapamerp
Bpewms no Broporo II'TKIIT
Cpennee 3HaueHue (qHN) 77,0
95 % N 49,0, 128,0
Jlakocamu — mare6o
OTHolLlIEHNE PUCKOB 0,540
95 % N 0,377, 0,774
p-3HaUYeHUE <0,001

OTcyTcTBHE IPUIIAJIKOB

CrparuduimpoBannas orenka | 17,2 31,3

Kannana- Meiiepa (%)

95 % AN 10,4, 24,0 22.8,39,9
Jlakocamu — m1are6o 14,1

95 % N 3,2,25,1

p-3HauYECHUE 0,011

[Ipumeuanne: [{nsg rpynmsl jgakocamua HEBO3MOXKHO OBLIO BBIYMCIUTH cperHee Bpems ao Bropeix ITI'TKIT c
nomopto MeronoB Karutana-Meiiepa, notomy 4ro 6onee yeMm y 50 % manueHToB He Bo3HuKanu Bropsie [T TKII B

Henb 166.

P €3yJIbTAThI B IOATPYIIIIC MAUCHTOB ACTCKOI'O BO3pacTa COOTBETCTBOBAJIN PC3yJIbTaTaM 0611_16171

MOMyJIIHUHU 11O MEPBUYHBIM, BTOPUYHBIM U JPYT'UM KOHCUYHBIM TOYKaM Sq)(beKTHBHOCTI/I.
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Iapyuanvuvie npucmyneol

Knuanyeckre nposiBIeHUs MapUUaIbHBIX CYI0POKHBIX MPHUCTYIOB Yy ETei B BO3pacTe CTapiie
4 ner ObUIM COMOCTaBHMBI C TAKOBBIMHU y B3pOCIHBIX. DPQPEKTUBHOCTH JIAKOCAaMHJa y JETeH B
BO3pacTte 4 jeT M crapiue OblIa pacCYMTaHa MO JAHHBIM MOJPOCTKOB U B3POCIBIX MAIEHTOB C
napuualbHBIMU TPUCTYIAMU; TaKUM 00pa3oM, Mpu MoAOOpe COOTBETCTBYIOUIMX AJS JIeTe U
MOJIPOCTKOB 7103 (cM. pasnen 4.2) u MOATBEpKIeHUN Oe3omacHOCTH (cM. pasznmen 4.8) mans Hux
OXKHJAJICS  AQHAIOTMYHBIA  OTBET Ha  TEpamuio  JIAKOCaMUAOM.  O((EKTHBHOCTB,
CIIPOTHO3UPOBAHHAS METOJIOM SKCTPAIIOJISALUH (CM. BBIIIE), OblIa MOATBEPKACHA PE3yJIbTaTaMH
KH.

HauanpHas 103a cocrasisiia 2 MI/KI/CyT y MalueHToB ¢ Maccoi Tena 10 50 kr wimum 100 mr/cyT y
NalMeHTOB ¢ Maccoi Tena 50 Kr W BbIIIE;, CYTOYHYIO O3y JENHiIM Ha 2 mpuema. B Tedenue
Hepro/a TUTPOBAHHS KOPPEKIHUIO JI03 JaKOCAMUAa MPOBOAMIIM ITO3TAITHO, YBEINYNBas HA | nin
2 Mr/Kr/cyT y manmeHToB ¢ Maccoil Tena g0 50 kr wim Ha 50 wim 100 Mr/cyT y manueHToB ¢
Maccoil Tena 50 Kr W BBIIE C WHTEPBAIAMHU B OJHY HENENIO ISl JTOCTH)KCHHUS IIEJIeBOM
HOJICPKUBAIOIIEH TO3bI.

CraTucTHYecKd M KIMHWYECKHM 3HAYMMOE CHIDKEHHE YacTOThI MapLUUabHBIX CYIOPOKHBIX
IPUCTYNOB HaOMOJanoch B TedeHMe 28 1HEH OT Hayala Tepalnuud [0 Iepuoja
MOJICP’KUBAIOIETO JICUCHUS TPU CPAaBHEHHHM JAHHBIX B TIPyMIax JlakocaMuaa M 1uianebo. B
IIeJIOM, JIOJISl TIALIMEHTOB CO CHYDKEHHEM 4YacTOTHI MAapHUAIBHBIX CYJOPOKHBIX IPHUCTYIIOB, KaK
MUHUMYM, Ha 50 % 3a 28 nHel oT Hayaja Tepamnuu J0 Mepuoja MOoJICP KUBAIOLIETO JICUEHUS
coctaBuia 52,9 % B rpyine, moJiy4aBIIel JeUeHHe JaKkocaMuI0oM, 1o cpaBHeHuio ¢ 33,3 % — B
rpymnmne mianeoo.

5.2. ®apmakoKMHeTHYECKHE CBOMCTBA

Abcopbrus

Jlakocamur OBICTPO M TOJHOCTBIO BCACBHIBAETCS TIOCIE IPHEMa BHYTPh. BHOIOCTYIHOCTH
JakocaMmujia B TabneTkax coctasiser npumepHo 100 %. Ilocne npueMa BHYTph KOHIIEHTpaALUs
JakocaMHsa B Iula3Me OBICTPO yBENMYMBAETCs, MakcuMajibHas KOHUEHTpaus (Cmax)
nocturaercs yepe3 0,5—4 u. [Ipuem nuim He BIMSET Ha CKOPOCTh U CTENEHb BCACHIBAHUSL.

Pacnopenenenune

O0nem pacnipeneneHus: cocTaBisieT mpumMepHo 0,6 /KT, CTENEHb CBSI3bIBAaHUS ¢ OEIKaMU TIa3Mbl
—MeHee 15 %.

Buorpancdopmarnus

95 % nakocammia BHIBOJUTCS Yepe3 MOYKH B Hen3MeHeHHOM Buje (okoso 40 %) u B Buge O-

neaMermimerabonuta (MeHee 30 %). IlonspHas dpakuus (MpeAnoIoKUTENbHO, TPOU3BOIHBIE
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00HapyXUBaeTCs B MIa3Me KpoBH. pyrue MeTaOoNHUThl ONPEACNSIIOTCS B MOUYE B KOJIMUYECTBE
0,5-2 %.

Hannbie in vitro nokassiBatoT, uto n3opepmentel CYP2C9, CYP2C19 u CYP3A4 cnocoOHBI
KaTtajau3upoBath oOpazoBanue O-ne3merunmerabonurta, OIHAKO JCHCTBHE OCHOBHOIO
n3odepMeHTa HE MOATBEpKIEHO in vivo. Ilpu cpaBHeHHM (papMaKOKMHETHKU JIaKOocaMHUaa B
HKCTEHCUBHBIX MeTabosm3aropax (¢ GpyHKIHoOHANBHEIM H30depmernTom nutoxpoma CYP2C19) u
MEJIEHHBIX MeTa0oJin3aTopax (¢ HEAOCTAaTKOM (YHKIIMOHAIBHOIO H30(epMEeHTa IUTOXpOoMa
CYP2C19) knuHMYECKHM 3HAYMMOW pa3HUIBI BBIICJICHUS JIaKOCaMHJIa OTMEYEHO He OBLIO.
Kpome Toro, uccienoBaHus mo B3auMOJACHCTBHIO C OMENPA30JIoM (MHTHOUTOPOM H30(epMeHTa
CYP2C19) mnokazanu OTCYTCTBHE KIMHUYECKH 3HAUYMMBIX M3MEHEHUU KOHILIEHTpALUU
JaKocaMu/Jia B TUIa3Me, YTO CBUACTEIHCTBYET O HU3KOM 3HAUUMOCTH STOTO MyTH.

Konnentpanus O-ge3meTiiiakocaMuia B IJIa3Me€  COCTaBisgeT mnpumepHo 15 % ot
KOHIIEHTPAIUH JIAKOCAaMUAa. DTOT METa0OIUT HEe 00a1aeT (apMaKoJIOTHICCKON aKTHBHOCTBIO.
DJIMMHUHALHS

JlakocamuslT BBIBOAUTCS MyTeM IIOYEYHOM OKckpeuuun u Ouorpanchopmanuu. [locne
NEPOPaATLHOTO MpHUeMa U BHYTPUBEHHOTO BBEACHUS JIAKOCAMH/Ia, TOMEUYEHHOTO PaJHOaKTHBHBIM
M30TOIIOM, 0K0JIO 95 % paauoakTuBHOCTH OoTMedanioch B Moue U MeHee 0,5 % B kane. [lepuon
MIOJTYBBIBEJICHUS HEU3MEHEHHOTO JaKocaMuia COCTaBJISIET MIPUMEPHO 13 u.
DapMaKOKMHETUYECKUE MapaMeTpbl MPOMOPIHOHANBHBI JI03€, MOCTOSHHBI BO BpPEMEHH U
XapaKTepU3yIOTCs HU3KOM MHIAMBUAYalIbHOW BapuabenbHOCTHIO. [Ipu mpumeHeHHH IBa pasa B
JIeHb paBHOBECHAs KOHIIGHTpAallUs B IUIa3Me JIOCTHUTAaeTcss B TeueHue 3 nHe. Kymymsus
COTIPOBOXAACTCS YBEIIMUEHWEM KOHIICHTPAIIUU B IJIa3Me MPUMEPHO B 2 pasa.

PaBHOBecHast KOHIIEHTpaIUs TPU MPUMEHEHHH Pa30BOi HackImaromei 10361 200 Mr cpaBHUMA C
TaKoBOI mpu nepopanabHoM mipreme 100 Mr ABa pasza B CyTKH.

Hon

Knuanueckue wuccienoBaHusl TMOKA3bIBAIOT, YTO TOJ HE OKAa3bIBa€T 3HAYMMOTO BIUSHHS Ha
KOHIIEHTPAIMIO JJAKOCaMHU/a B TJIa3Me KPOBH.

Paca

Knuanueckn 3HaunMble pa3nnuus B papMaKOKUHETHUKE JIAKOCAMHIA Y a3HaTCKOM, HETPOUTHON 1
€BPOTICONTHON Pac OTCYTCTBYIOT.

[ToyeyHas HEJOCTATOYHOCTh

Benuunnaa mokaszaTens «omiaab MoJ KPUBOM COOTHOIIEHUS! KOHIeHTpanus — Bpems» (AUC)
yBenu4uBaeTcs npuonmsutenpbHo g0 30 % mnpu  JerKo W yMEPEHHOM IMOYEHYHOU

HeocTaToyHOCTH W 10 60 % mnpu  TOKEToM W TEePMHUHAIBHOW CTAaaud  MOYEUHON
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BpeMs Kak Cmax He usMensierca. Jlakocamuna s3¢ddexktuBHO ynansercs W3 IUIa3Mbl IpU
remoauanuze. B Teduenwe 4 dYacoB mpoueaypbl TreMoAMaNv3a IUIOWAAL IOJ] KpPUBOU
«KOHIIGHTpalUs-BpeMs» CHUxkaetrca npudnusutensHo Ha 50 %. IlosToMy mocne mporemypbl
reMoIMalin3a PeKOMEHAYETCS MPUHIATHE JOMOJIHUTEIBHON J03bl. Y MAllMEHTOB C YMEPEHHOU U
TSDKEJION MOYEeYHOU HEO0CTaTOYHOCTHIO BhiieNeHHe O-Ie3MEeTHIMETa00INTa YBETUIHBAIOCH B
HECKOJIBKO pa3. Y NalUMEeHTOB C TEPMHUHAJIBHOM CTaJMEd IMOYEYHOM HEAOCTATOYHOCTH IIpU
OTCYTCTBUM T'€éMOJIMajN3a YPOBHHU ObUIM yBEJIUYEHBI U HEMPEPHIBHO BO3pacTalu B TeueHue 24-
yacoBOro HaOmoaeHus. Jlo KoHIla He U3y4YeHO, MOKET JIM MOBBIIIIEHHOE BbIIEJICHIE METa00InTa
Yy MalucCHTOB C TepMHHaHBHOﬁ CTaI[HefI MMOYCUHOM HCAOCTATOYHOCTU NPHUBOJUTH K YBCIMYCHUIO
Yuciaa HEKENaTeNbHBIX peakiuif, HO OBUI0O MOATBEPXKICHO, dYTO (hapMaKoIOrmyecKon
aKTUBHOCTBIO O-1e3MeTUIMETA00IUT HE 00IaaeT.

IleyeHOUHAs HEIOCTATOYHOCTD

Y MmanueHTOB ¢ YMEPEHHOH IEYCHOYHOW HEIOCTaTOYHOCTHIO HAOIONATNCh IOBBIIICHHBIC
KOHIIGHTpAIlMH JIaKocaMu/ia B 11a3Me KpoBu (mpubiu3utesibHo 50 % 6ombine AUCxqopy). OnHOM
U3 TPUYUH TIOBBINICHHON OJKCIIO3UIUK OBbUIO CHIKCHHE (YHKIMH IOYEK Yy TAIMEeHTOB,
MPUHUMABIIUX y4acTue B uccieqoBanusX. CHUKEHHE HEMOUYEYHOro KIMPEeHca y MalueHTOB U3
uccienoBanus oneHuBaioch kak yBenumdeHue AUC nmakocamuma Ha 20 %. Y mamueHToB C
TSDKEJION TICUEHOYHOM HEJOCTaATOYHOCThIO (hapMaKOKHMHETHKA HE U3yJaliach.

JInia mo)Kujaoro Bo3pacra

B uccnenoBanusx npuHuMano yuyactue 4 manueHta oboux nosos crapme 75 ner. AUC 6bu1o
yBenuueHo Ha okojo 30 % y myxuuH u 50 % y JKEHIIMH 1O CPaBHEHUIO C MOJOIbIMU
nanreHTaMu. YacTuuHo 3TO OOBSACHAETCS CHIDKEHHOW Maccoi Ttena, 26 % y myxuuH u 23 % y
KEHIIMH OT HOpMalbHOW Macchl Tena. Takke HaOIIOAAIOCh YBEIMUYEHHOE BBIICICHHUE
Jakocamuza. B ucciaenoBaHMAX y TOXHIIBIX OOJNBHBIX MOYEUHBIM KIMpPEHC JIakocaMuaa ObLl
YMEHBIIIEH HE3HAYUTEIBHO.
eTH

dapMakOKMHETHYECKUH Npodmib JakocaMHia y JeTed M MOJPOCTKOB OBbLIT OINpeneNneH ¢
MOMOIIBIO MOIMYJISIUOHHOTO (hapMaKOKMHETHYECKOTO aHaJN3a C UCIOJIb30BAHUEM PE3yJbTaTOB
OTAEJBHBIX OMPEACIICHNI KOHIEHTPAILMI BelllecTBa B IuiazmMe, nojrydyeHHbix B K1 y 414 nereit ¢
snuiiencuerd B Bo3pacte oT 6 mecdaneB Ao 17 ner. Jlakocamua HazHayaiM B J03aX OT 2 IO
17,8 mr/kr/cyT aBa pas3a B JeHb. MakcuMmaibHas 703a Ui Aereidl ¢ Maccoit Tena 50 Kr u BbIe
coctaBisiima 600 mr/cyt. TUNMYHBIN TUTa3MEHHBIH KiupeHc Obin paBeH 1,04 /g, 1,32 n1/u u
1,86 m/a y nmererr ¢ maccoit tema 20 kr, 30 kr u 50 kr, cooTrBeTcTBeHHO. |51 CpaBHEHWS,

IIa3MEHHBIN KIMPEHC Y B3pOCIbIX ¢ Maccol Tena 70 kr coctasisut 1,92 n/4.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

AT 03 09 2075 ;‘J_ TR
T NG N5 33
oT Ul | o M= Zallan

L LB S

[TonynsuuoHHBIN (hapMaKOKMHETHYSCKUN aHaJM3_C H(':H(')?JIII:,J)I]:;QHI;EMT@%‘K&ﬁéi"&t‘fé&"&mx

o0pa3ioB mpu HeOosbmoM 00bEMe BrIOOpKH U3 uccienoanus [II'TKII mokazan aHaoruuHyro

skeno3unuio y nanueHTos ¢ [II'TKII u y nanueHToB ¢ napuyaJlbHbIMUA IPUCTYIIAMM.

6. PAPMAIEBTHYECKHUE CBONCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Jlakocamu, 50 Mr, TaOJIETKH, DOKPBITEIE [JIEHOYHONW 000JI0UYKON

Aopo mabremku

Lemmonosza mukpokpuctainyeckas (tum 101)
['MapOKCUNTPONMIILIEIIITION03a C HU3KOM CTENEHBIO 3aMEILICHUS
KpocnoBugon

I'MapoKCHITPONMIILIEIITIOI03a

[enmrono3a MukpokpucTtanueckas (tun 102)

KpeMH#s1 TMOKCHT KOJIJIOUTHBIN O€3BOIHBIN

Marnus cteapar

Inenounas obonouxa

Cocmas 20mos8020 nieHo4YH020 NOKpblmus

IToIMBUHUIIOBBIN CIMPT, YACTUYHO TUAPOIU30BAHHBIN
Tanpk

Tutana quokcun E171

Makporoan

Jlenutun

Kenesza okcun xpacusiii E172

WuaurokapmMuH aatoMuHueBbI gak E132

Kenesa okcun uepnsiii E172

Cocmas npo3pairo2co 2ono6020 NiIE€HOYH020 NOKPbLIIMuUA

I'unpomennosa
Makporoan

Jlakocamua, 100 Mr, TaOJIETKHA, MOKPBITHIE IIIEHOYHONM 000JIOUKOH

Aopo mabremxu

[emtrono3a Mukpokpuctaumdeckas (tum 101)

' apoKCUITPONUIIIEIITION03a C HU3KON CTENEHBIO 3aMEIICHUS
Kpocnosunon

I'npokcunponuIIenIoIo3a

[emtrono3a Mukpokpuctaumdeckas (tum 102)
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i A e ke e
ot 03.05. 2025 Nz 22035

(NMOCNEOOBATENEHOCTE 0002)

Kpemuust nuokcua KOJIIOUTHBIN O€3BOAHBIN

Marnus creapat
IInenounas obonouxa

Cocmas 20mo6020 NieHoYH020 NOKPbIMUS

[TonMMBUHUIIOBBIN CIIUPT, YACTUYHO THAPOIU30BAHHBIN
Tanpk

Turana quoxcun E171

Makporon

Jlenutun

Kenesa oxcup xenteii E172

Cocmas npo3paAvYHO20 20Mo6020 Nj1EeHOYHO20 NOKPbImMuUAs

['unpomennosza
Makporon

Jlakocamu, 150 mr, TabJIETKHU, TOKPBITHIE TNIEHOYHOU 000JIOYKOM

AHopo mabremku

[emrono3a mukpokpuctanyeckas (turm 101)

"M IpOKCUTTPOTTUITIEIITION03a ¢ HU3KOM CTENEHBIO 3aMEIICHUS
Kpocnosunon

I'mapoxcunponuminemtonosa

[emrono3a Mmukpokpuctanyeckas (tur 102)

Kpemuus 1uokcu KomaouHbIA Oe3BOIHBII

Marnus creapat

IInenounas obonouka

Cocmas 20mo6020 NieHouyHo20 NOKPbIMuA

[ToNMBUHUIOBBINA CIUPT, YACTUYHO TUIPOJIN30BAHHBIM
Tanpk

Turtana quokcun E171

Makporoi

Jlenutun

Keneza okcup kpacusiii E172

Keneza okcup uepusiii E172

Kene3a oxcun sxenteii E172

Cocmas npo3paumo2o 20mo8o2o NieHO4YH020 NOKDbIMUSL

I'mnpomennosa

Makporoa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.09.2025 N= 22035
BATENEHOCTE 0002)

. d1oc (]
Jlakocamu, 200 Mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON oégno'n;lgﬂl -

AHopo mabremku

Lemmono3za mukpokpuctaimyeckas (tum 101)
['MIpOKCUTTPOTTUITIEILITION03a C HU3KOW CTENEHbIO 3aMEIIeHUS
KpocnoBugon

I'mapoKcHIIpONMIILIEIIIIOI03a

Lemono3za mukpokpuctainueckas (tum 102)

KpeMHms: nMOKCHT KOJIJIOUTHBIN O€3BOIHBIN

Maruus creapat

IInenounas obonouxa

Cocmas 20mos8020 nieHo4YH020 NOKpblmus

[TonMBUHUIOBBIN CIIUPT, YACTUYHO THAPOIU30BAHHBIN
Tanbk

Turtana qunoxkcun E171

Makporoa

Jlertutnn

Nunurokapmun amomMuHueBbli tak E132

Cocmas npo3paAvHO20 20mMo6020 Nji1EeHOYHO20 NOKPbIMUA

I'mnpomennosa

Maxkporon

6.2. HecoBMecTHMOCTD

He npumennmo.

6.3. Cpok rognocTu (CpOK XpaHeHHus )

2 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUH

XpaHuTb 1pu Temreparype He Boiie 25 °C.

6.5. XapakTep u cojep:kaHue NePBUYHONH YIAKOBKH

IIpu npoussoocmee, acoske u ynaxkoske na «Xemepo Jlabc Jlumumeoy, Hnous

ITo 10 Tabnerok B Ouctep u3 mienku [IBX/TIBJAX u donsru amomMuHIEBO.

I[To 10 GarcTepoB BMecTe C TUCTKOM-BKIIAIBIIIEM B TAUKY U3 KapTOHA.

Ipu npouzsoocmee, ghacosxe u/unu ynaxosxe na OO0 « MAKHU3-DAPMA»

[To 10 TabGneTok B KOHTYpHOH sueiikoBoi ymakoBke u3 tieHku [IBX/TIBJAX wu donbru
AJTFOMUHUEBOM.

60 TabneTok B 60aHKE M3 MOJIMITHIIEHA BBHICOKOM IUIOTHOCTH (HU3KOIO JIaBJIECHUs), YKYITOPEHHOM

KPBILIKOW U3 MOJIUATUIIEHA ¢ MHOTOCIIOMHOM MPOKIAAKON JIJIl MHIYKIIMOHHOM 3amaiKu.
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[To 1, 3 unu 6 KOHTYPHBIX SYEHKOBBIX YIAKOBOK WM 1 O0aHKa BMECTE C JIMCTKOM-BKJIAJIBIIIIEM B
MayKy U3 KapToHa.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJIYYeHHbIX IOcjde NpPHMEHEeHUus
JIEKAPCTBEHHOTI'0 NMPenapara u Apyrue MaHUIMYJIALIMHU ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Nunus

Xerepo Jladbc JIumuten

«Xerepo Kopnopeiir», 7-2-A2, Unnactpuan Dcreiitc, Canat Harap, Xaiinapabam —

500018, Temanrana, Uaaus

Tenedon: +91-40-23704923/24/25

OnexkTpoHHas noyra: contact@hetero.com

7.1. IlpeacraBure/ib Aep:KaTessi PeruCTPAIMOHHOIO YAOCTOBEPEHUSI HA TEPPUTOPHUH COK03a

[Iperen3uun norpeduTene HAOPaABIATH 10 AAPECY:

Poccuiickas ®edepayus, Pecnyonruxa benapycw, Pecnybauxa Kazaxcmarn
MOoCKOBCKOE MPEeACTaBUTEILCTBO KoMITaHuU «XeTepo Jladbc Jlumurem» (Mumus)
109029, r. MockBa, ABTOMOOMJIBHBIN MPOE3], 1. 6, CTp. 5.

Tenedon/dakc: +7 (495) 981-00-88

OnektponHas nouta: DrugSafety-Russia@hetero.com

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. TATA NEPBUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa nepBoii perucTpanuu:
10. IATA IEPECMOTPA TEKCTA
OOmast ~ XapakTepuCTHKa  JIeKapcTBEHHOro  mpemapara  Jlakocamua — JOCTynmHa — Ha

uH(pOpMallMOHHOM TmopTane EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHUKaImoHHou cetu «uTepHeT» http://eec.eaeunion.org/
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