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OBIIASI XAPAKTEPUCTHKA JEKAPCTBERHOI O TIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Jlakocamun, 50 Mr, TaOIETKH, MOKPBITHIEC MICHOYHONW 000JIOUKOM.

Jlakocamun, 100 Mr, TaOJIETKH, TOKPHITHIC TIICHOYHONH 000JIOUKOM.
Jlakocamu, 150 mr, TaGIETKH, TOKPHITHIE TUICHOYHOW 000JIOYKOA.

Jlakocamu, 200 mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOHA.

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

Jlakocamu, 50 Mr, TaOIETKH, HOKPBITEIE JIEHOYHOW 000JI0UYKOH

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

Jlakocamu, 100 mMr, TabGJIE€TKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOM

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

Jlakocamur, 150 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JIOYKOH

Kaxxnas Tabnerka, moKpeITasi INICHOYHON 000JI09KOM, conepkuT 150 Mr nmakocamua.

Jlakocamur, 200 Mr, TabJIETKH, TOKPBITHIE INIEHOYHOU 000JI0OYKOM

Kaxxnas Tabnerka, moKpeITasi INICHOYHON 0005109KOH, conepkuT 200 Mr makocamusa.

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEUIECTB MPUBENIECH B pa3aene 6.1.

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

Jlakocamur, 50 Mr, TaOIETKH, DOKPBITEIE IJIEHOYHOW 000JI0UYKOHI

Kpyrible nBOSKOBBINMYKIIbIE TaONETKH, MOKPHITHIE IMJICHOYHOW OOOJOYKOM CEepoBaTO-PO30BOIO
1[BETA.

Jlakocamu, 100 mr, TaGJIE€TKH, ITOKPBITHIE INIEHOYHON 000JIOYKOM

Kpyribie ABOSIKOBBITYyKJIbIE TaONETKH, MOKPHIThIE IUJIEHOYHOW O00O0JO0YKOM TEMHO-KEITOro
[BETA.

Jlakocamu, 150 mr, TaGJIE€TKH, TOKPBITHIE INIEHOYHON 000JIOYKOMN

Kpyrnbie IBOSKOBBIMYKIIbIE TaOJETKH, MOKPHITHIE TUICHOUYHOW 00OJOYKOW CBETIIO-OPAH)KEBOTO
LBETA.

Jlakocamur, 200 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JIOYKOH

Kpyriblie 1BOSKOBBIMYKJIIbIE TAOIETKH, TOKPHITHIE IJICHOYHOM 000J104KO0ii Oes1oro 1Bera.
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4. KIMHUYECKME JAHHBIE (MOCNEOOBATENEHOCTE 0003)

4.1. IToka3aHus1 K NPUMEHEHHUIO

JlexapcTBeHHbId penapar JlakocaMux okasaH K IPUMEHEHHUIO:

— B Ka4yeCTBE MOHOTEpANUU WIM JONOJHUTEIBHOW TEpanmuy MapUUalbHBIX CYIAOPOXKHBIX
MPUCTYTIOB, CONMPOBOXKIAOIIMNXCA WIH HE CONPOBOXKAAIOIIMXCS BTOPUYHON T'€HEpaIu3alueu, y
B3POCJIBIX, TOJPOCTKOB U JIETEH 4 JIET U CTapIle C SMUIICTICUEH;

— B KayecTBE JOIOJIHUTENbHON Tepanuy NEPBUYHO-T€HEPATM30BAHHBIX TOHHUKO-KJIOHHYECKUX
MPUCTYIIOB Y B3pPOCIBIX, MNOAPOCTKOB W JeTell 4 JeT W crapume ¢ HWAMONaTHYECKON
reHepaJIn30BaHHON SMHUIICTICUEH.

4.2. PexxuM 103MpPOBaHNs U C1IOCO0 MPUMEHEeHUs!

PexxuM 1o3upoBaHus

CyTouHyto 103y AENAT Ha 2 mprueMa — OOBIYHO YTPOM M BEYEpOM, BHE 3aBUCHMOCTH OT IIpHeMa
MALIN.

[Ipu mpormycke 036l MAMEHT JOHKEH OBITh MPOMHCTPYKTUPOBAH O TOM, YTO MPOITYIICHHYIO
03y CcleAyeT NpPUHATh Kak MOXXHO CKOpee, W 3aTeéM CO CIeAyIoled M03bl JIaKocaMHaa
BO300HOBUTH OOBIYHBIA peXHUM J03UpoBaHUA. Eciy manueHT 3aMeTus OMo3JlaHUE HE paHbIIe,
yeM 3a 6 4acoB [0 MNpHEMa CIEAYIOIIEW IO03bl, €My CIEAYeT IMPHUHATH CIEAYIOIYI A03Yy
JaKOCaMU/Jla COTJIacHO cxeMe rpuemMa. J[BoilHy10 103y NPUHUMATH HE CIEAYET.

B cnenyromeit Tabnuiie mpuBeACHB pEKOMEHIYEMBIC O3B JJII B3POCIIbIX.

MoHoTtepanus JlononHuTenpHAS TEpanus
Hauanbhas no3za 100 mr/cyt umm 200 mr/cyT 100 mr/cyT
PazoBas naceimaromas 1o3a 200 mr 200 mr
(eci MPUMEHHUMO)
TutpoBanue (mosramuoe | 50 Mr naBa pasa B gmeHb | 50 Mr gBa pasa B JCHB
YBEJIMUYEHHUE J103bI) (100 mr/cyt) ¢ untepBasiamu B | (100 mr/cyT) ¢ uHTEpBaJlaMu B
HEZEII0 HEJIEINI0
MaxkcumaisHas 10 600 mr/cyT 1o 400 mr/cyT
pexkomeHayemas J103a

Monomepanus (npu 1eyeHuu NapyuaIbHuIX CYOOPOAHCHBIX NPUCTYHOB)

Pexomennyemas HawanmpHas go03a coctabiseT S0 Mr 1aBa paza B JeHb, KOTOpas TOJKHA OBITh
yBEJIMYEHA 10 HaYallbHOW TepaneBTHYeckor 103kl 100 Mr aBa pasza B IeHb IO UCTEYEHUH |-0H
HEICH.

Jledenue nakocamMHIOM MOXET OBITh Takke Hawyato ¢ no3bl 100 Mr aBa pasa B JeHb Ha
OCHOBaHUU OIIEHKU Bpadya HEOOXOAMMOTO CHIKEHUS CYJOPOKHOM aKTUBHOCTHU 110 CPABHEHUIO C

pUCKOM MOOOYHBIX d(PPEKTOB.
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B 3aBHUCHMOCTH OT OTBETa W NIEPEHOCHMOCTH, omepﬂﬁﬂgfsﬂ{gﬂlgé%%%ﬁ g‘b[;TTL:'y'%%g;i;'{eHa

Ha 100 mr/cyT (mo 50 Mr gBa pasa B IeHb) C HHTE€pBaJaMH B HEJIENIO, BIJIOTH O MAaKCUMaJIbHOM
CYTOYHOH MOJAepKUBAIOIICH pekoMeHayemoii 103b1 600 mr/cyT (o 300 mMr 1Ba pasa B ICHB).
Ecnu nmpu noctmxenun 103upoBku cBbitie 400 Mr/CyT y manMeHTa CoXpaHseTcss HEOOX0IMMOCTh
B MpUEME JOTMOJHUTENbHBIX MPOTHBOSMUICNITUYECKUX MPErnapaToB, HEOOXOAMMO CIlEA0BaTh
PEKUMY TO3UPOBAHMSI, TPETyCMOTPEHHOMY JUTSI TOTIOJTHUTEIBHOU Teparuu (CM. HUXKE).
Hononnumenvnas mepanus (npu  JeYeHUU NAPYUALLHBIX CYOOPOICHBIX UNU  NEPEUUHO-
2eHepanu308aHHbIX MOHUKO-KIOHUYECKUX NPUCMYNO8)

Pexomenayemass HauanbHas g03a cocTtaBisieT S0 Mr nBa paza B JICHb, KOTOpas JOJKHA OBITh
yBEJIMUYEHA 10 HayaJIbHOU TepaneBTudeckoi no3bl 100 Mr aBa pasza B A€Hb 110 UCTEUEHUU |-oii
HEJICIH.

B 3aBHCcHMOCTH OT OTBETa M MEPEHOCUMOCTH, /1032 MOXET ObITh yBenuueHa Ha 100 mr/cyT (mo
50 Mr nBa paza B JI€Hb) C WHTEpBaJaMH B HEACIIO, BIUIOTh JO0 MaKCHMaJbHOW CYyTOYHOMH
nojepkuBatonieid pekomenryemoit 1o3s1 400 mr/cyt (200 mr 1Ba pasa B J€HbB).

Hauano nevenus nakocamudom ¢ macvlwaroujell 003vl (HA4AIbHASL MOHOMEPANUs UTU NEPexoo
Ha MOHOMEpanuio Npu ned4eHuy NapyuaibHulX CYOOPONCHLIX NPUCHYNO8 ULU OONOTHUMENbHAS
mepanus npu JiedeHuu nepeuUtHO-2eHepaIu308aHHbIX MOHUKO-KIOHUYECKUX cy0opo2)

Jledenue nakocaMHIIOM, KaK MOHOTEpamus, TaK W JOMOJHUTENbHAS TEpamus, MOXET OBbITh,
TaK)Ke, Ha4aTo C pa3oBOM Hacwlmiaromen 103l 200 Mr, ¢ nocnenyromuM HazHadeHueM 100 mr
nBa paza B jAeHb (200 wMr/cyT) TOAAEPKHUBAIOIICTO pPEXKUMa TO3UPOBAHUS  CITYCTS
npuOim3uTeNbHO 12 wac mocie TpUMEHEHWs —Hachimaromied  go03bl.  [locnemyrommas
KOPPEKTUPOBKA J103bl JIOJDKHA MPOBOJUTHCS B COOTBETCTBUU C MHAUBUAYAIbHBIM OTBETOM HU
NEePEHOCUMOCTbIO, KaK OMUCaHO BhIlIe. Hacklmaromas 103a MOXET MPUMEHATHCS y MAIllUEHTOB B
CUTYallUAX, KOTJa Bpay OIpeaessieT, YTO ObICTPOE JOCTUKEHHE PAaBHOBECHOW KOHLIEHTPALUU B
Ia3Me W TepaneBTHIYecKuil 3PexT MOryT ObITh oOecreueHbl. ITO JOHKHO MPUMEHSTHCS O]
MEAWIIMHCKIM KOHTPOJIEM, VYHTHIBAs TOBBIIMICHHYI0 BEPOSITHOCTh PAa3BUTHUS  TSHKEION
CEp/ICYHON apUTMHUH U YBEJIMUYEHUE YKCIIa HEXKEIATEIbHBIX PEAKIUNA CO CTOPOHBI LIEHTPAIbHOU
HEpBHOM cucteMbl (cM. pazaen 4.8). Ha3HaueHwe HachIAKOMIEH 10361 HE W3Y4yajaoCh MpH
OCTPBIX COCTOSIHMSIX, TAKUX KaK SMHJIENTHUYECKHUH CTaTycC.

Ilpexpawenue mepanuu

B cooTBeTcTBUU ¢ TeKyIIeH KIMHUYECKOW MPAKTUKOM, B CIIydae €CIH JaKOCAMHUI IOJDKEH OBITh
OTMEHEH, OTMEHY PEKOMEHAYEeTCs MPOBOIUTH OCTENEHHO, CHIKAst 103y Ha 200 Mr B Hezeo.

B cnyuasx pa3BuTHs TSXKENION CEpACYHON apUTMUU, HEOOXOJUMO MTPOBECTH aHAIM3 T0JIb3a/PUCK

u, 11 I/IHGO6XO,Z[I/IMOCTI/I OPEKPaTUTh IIPUEM JIaKOCaMHa.
2 b
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Oco0nIe I'pynIibl TaMEHTOB

Ilpumenenue y nosxcunvix ntodeu (cmapuie 65 nem)

[ToxXuneIM TFOASIM CHUXKEHHE 03Bl HE TpeOyeTcs. Y MOXKHUIIBIX JIF0Iel HEOOXOANMO YUUTHIBATh
BO3MOXXHOCTh BO3PACTHOTO CHIKEHHUS MOYEHYHOIO KJIMpPEHCAa M, KaK CIEICTBUE, MOBBIIICHUS
KOHIIEHTpAIlUH JIaKocaMuJa B Mjia3Me KpoBH. [laHHBIE 0 MPUMEHEHUH JIAKOCAMHJIA Y MOXKUIIBIX
MAIMEHTOB C 3MUJIETICHEN, 0COOEHHO B 103upoBKe Oomnee 400 Mr/cyT, orpaHUYeHbI (CM. pa3Ienbl
5.1,4.4,4.38).

IIpumenenue y nayuenmoa ¢ no4euHou HedoCmamoyHoCmsio

B3pocnbim namyenTaM u AeTsM ¢ JETKUM U YMEPEHHBIM HapylleHneM (QyHKIHU Mouek (KIUpEeHe
KpeatuHuHa > 30 MII/MUH) KOppeKIus 1036l He TpedyeTcd. JlersMm ¢ maccoit Tena 50 kxr u Goee,
a TaKkKe B3POCIBIM TMAalUEHTaM C JIETKUM W YMEPEHHBIM HapylieHHeM (QYHKIUU TMOYEeK
BO3MOXHO Ha3HayeHWe Hachlmamomed 036l 200 Mr, HO JajdbHEHIIee TUTPOBAHHUE HO3bI
(> 200 mr/cyT) TOJDKHO MPOBOAMTHCS C OCTOPOXKHOCTBIO. Y AeTel ¢ Maccoi Tena 50 kr u 6osee
U B3POCIIBIX MAIMEHTOB C TSDKETOW MOYEYHON HEAOCTAaTOYHOCThIO (KiIMpeHC kpeaTuHHHA < 30
MJI/MHH) Y TIAIIICHTOB C TEPMUHAIBHOMN CTaIMel TOYEUHON HEIOCTATOYHOCTH PEKOMEHI0BaHHAs
MakcuUMayibHasi 03a cocTaBiseT 250 Mmr/cyt. Y 3THX MalMEeHTOB TUTPOBAHWE O3Bl JOHKHO
MPOBOAMUTHCSA C OCTOPOKHOCTBHIO. EcCiy moka3aHo Ha3HAaYeHHE HACBHIIAIOUICH 103bl, HaYalbHas
no3a cocrasiser 100 mr ¢ mociaenyrounum HazHaueHueM 50 Mr 1Ba pa3za B JE€Hb B TEUEHHUE
nepBoil Henenu. Y gereit ¢ maccoii Tena Menee S0 Kr U TSAXKEIOW MOYEYHON HEeIOCTaTOYHOCTHIO
(kmupeHc kpeatuHuHa < 30 MJI/MHUH) WU TEPMUHAIBHOW CTaauel MOYEUYHON HEJ0CTaTOYHOCTH
PEKOMEHIyeTCA CHUKEHUE MaKCUMaIbHOM 1036l Ha 25 %.

Bcem nanuentam, HaXOASMIIMMCS HA TEMOJMAIIN3E, PEKOMEHAYETCS JIOMOJIHUTEIBHO Ha3HAUYUTh
1m0 50 % pa3oBoil m03bl Cpa3y IOCIE€ OKOHYAaHMS Mpolenypbl. JleuyeHue NalueHToB ¢
TEepPMHUHAIBHON CTaJAWEH MOYEYHOM HEAOCTATOYHOCTH CJIEAYET MPOBOAUTH C OCTOPOKHOCTBIO,
TaKk KaK KIMHUYECKHH ONBIT MPUMEHEHHs IpernapaTa y TaKUX HaleHTOB HeOOJbIIOH, U
BO3MO>KHO HaKOTJIEHUE METa0O0UTa C HEYyTOYHEHHON (hapMaKOJIOTHIECKOM aKTUBHOCTBIO.
Ilpumenenue y nayuenmos ¢ HapyuieHuem QYHKyuu neieHu

VY B3pocCHbIX MAaMEHTOB M JAeTe ¢ maccoi Tena 50 kr m Oojiee ¢ JETKUM W YMEPEHHBIM
HapymeHueM (pyHKITUU IeYeHN MaKCUMallbHast 103a cocTaBisieT 300 mMr/cyT.

TuTtpoBaTh 103y TaKMM NALMEHTaM CIIEIYEeT C OCTOPOKHOCTHIO, YUUTHIBAsl, YTO HAPYIICHUIO
(GYHKIIUH TTE€YEHU YacTO COMYTCTBYET HapylleHue QyHKuu modek. [lompocTtkaMm u B3pOCIbIM C
Maccoii Tena 50 xr u 0ojee BO3MOKHO Ha3zHaYyeHHe HackImaronei 10361 200 Mr, HO JajdbHEHIIee
TATpOBaHUE 10361 (> 200 Mr/cyT) peKOMEHAYETCS TPOBOIUTE C OCTOPOXKHOCTHIO. Ha ocHOBaHMM

JaHHBIX B3POCJIbIX IMAIIUCHTOB, Y IMOAPOCTKOB U ,Z[GTGI\/'I C JICTKUM U YMCPCHHBIM HAPYUICHHUCM
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25 %.
PapMaKOKMHETHKA JIaKOCaMHUJa y MAlHUEHTOB C TSHKEIIOW MEYEHOUYHOM HEAOCTATOYHOCTHIO HE
u3yvanach (cM. paszen 5.2).
JlakocaMu[i ciaenyeT Ha3HAa4YaTh B3POCIBIM MMALIMEHTAaM, a TaKKe MOAPOCTKAM U JAETSIM C TKEIOU
MEYECHOUYHOM HEIOCTaTOYHOCTBIO TOJBKO TOTNA, KOrJa OXKMJaeMas TepareBTHYecKas IOJIb3a
mpermapaTa IPEBBIIIACT BEPOSTHBIE PUCKH TpH €ro mnpueMe. Moxker mnoTpedoBaThCs
KOPPEKTUPOBKA JI03bl C YYETOM AaKTUBHOCTH 3a00JIeBaHUS U TMOSBICHUS TOTEHIMATIbHBIX
mo00YHBIX A (PEKTOB y ManKUeHTA.

eTu
Bpau nomkeH Ha3HAYUTh HamOoJee MOAXOJIAIIYI0 JEKAPCTBEHHYIO (OpMYy U JIO3UPOBKY B
3aBUCUMOCTH OT MACCHI TEJIA MALIMEHTa U PEKOMEHIyEMOM J103bl.
TIloopocmxu u demu ¢ maccou mena 50 ke u 6onee
Pexxum no3upoBaHus AJis IOJPOCTKOB | AeTei ¢ Maccoil Tena 50 kr u 6oyiee HE OTIUYACTCS OT
pexuMa Jo3UpOBaHUs ISl B3POCIIbIX.
Jlemu (cmapwe 4 nem) u noopocmxu ¢ maccou mena menee 50 ke
Jlo3a onpenensiercss Ha OCHOBaHMM Macchl Tena. [loaToMy pekoMeHayeTcsl HauuHATh JIEYEHUE C
pacTBopa s IpreMa BHYTPb, a 3aTeM MEePEXOAUTh Ha TAOIETKH (I10 JKETaHHIO).
Monomepanus (npu 1evyeHuu NApYUAILHLIX CYOOPOICHBIX NPUCIYNOB)
PexkoMenayemasi HauanbHast 03a COCTaBIsET 2 MI/KI/CYT, KOTOpas AOJKHA ObITh yBeJIUYEHA 10
HaYaJIbHOM TePaneBTUUECKON T03bI 4 MI/KI/CYT 10 UCTEUYEHUH TIEPBOI HEIEIH.
B 3aBucuMocTH OT OTBETa W MEPEHOCHMOCTH JICUCHHUS, MOJAJICPKUBAIONIAS 1032 MOXKET OBITh
yBEJIMUYEHA eIlle Ha 2 MI/KT/CyT C HHTepBAIaMHu B Hellenro. J[03y clieyeT MoBBIIIAaTh MOCTENEHHO
JI0 TOJIyYEHHUs ONTUMAJIBHOTO OTBeTa. Y JeTei ¢ maccod Tena meHee 40 Kr MakcUMalibHas
PEKOMEHIOBaHHasl 7103a cocTaBisieT 12 mr/kr/cyT. ¥ nmereit ¢ maccoit Tena ot 40 Kr 10 MeHee
50 kr MakcHUMasbHasi peKOMEH0BaHHas J103a cocTaBiseT 10 Mr/Kr/cyT.
B cnenmyromieit Tabnuie mpuBEACHB pEKOMEHAYEMbIC 03Bl MPH MPOBEICHUHU MOHOTEpPANUU Y

JIeTe ¥ MOAPOCTKOB ¢ Maccou Ttena MeHee S0 Kr.

Hauanbhas no3a 2 Mr/Kr/cyT

PaszoBag HaceIaromas go3a He pexomennyercs

TuTtpoBanue (MOATATHOE MOBBIIIEHUE JO3BI) 2 MI/KT/CyT ¢ HUHTE€pBaJlaMU B HEJIEIIO

MakcuManbHass  peKoMeHayemas — J03a 1o 12 mr/kr/cyTt

y

MAIIMUEHTOB ¢ MaccoH Teira MeHee 40 xr
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MakcumanbHass  pexkomeHayemas no3a  y|| go 10 Mll}ﬁi'/c's;:l“""" BATEINBEAUL TE UUUS)

manueHToB ¢ Maccod Tena ot 40 Kr 1o MeHee

50 xr

Jononnumenvnas mepanus (npu  1edeHuu NAPYUATLHBIX CYOOPOICHBIX UMY  NEPEBUYHO-
2eHepanu308aHHbIX MOHUKO-KIOHUYECKUX NPUCTYNOB)

PexoMmeHnnyemass HadalbHas 7032 COCTABISET 2 MI/KI/CYT, C TIOCTIEAYIONUM YBEITUYCHHEM IO
HaYaJIbHOM TePaneBTUUECKON T03bI 4 MI/KI/CYT MO0 UCTEUEHUH TIEPBOM HEIEIH.

B 3aBucumoctu OT OTBETa M MEPEHOCHMOCTH JICUEHHUS, MOJJCP)KUBAIOLIAS /1032 MOXKET OBITh
yBEJIMUYEHA eIlle Ha 2 MI/KT/CyT C HHTepBAIaMHU B Hellenro. J[03y clielyeT MoBBIIIAaTh MOCTENEHHO
JI0 TIOTYYCHHsI ONTUMAIBHOTO OTBeTa. Y JeTeil ¢ Maccoil Tena meHee 20 Kr BClieJCTBUE Oolee
BBICOKOTO  KJIMpPEHCa [0 CpPaBHEHUIO CO B3pOCIABIMU  MallMEHTaMH, MaKCHUMallbHas
PEKOMEHIOBaHHasl 7103a COCTaBisAeT M0 12 Mr/kr/cyT. Y aereit ¢ Mmaccoit Tena oT 20 KT 10 MeHee
30 kr, MakcuMaibHas pEeKOMEHJOBaHHas J03a coctaBiseT 10 Mr/kr/cyT, a y Aerel ¢ maccoi
tena ot 30 kr 10 meHee 50 Kr MakcUMaibHas PEKOMEHJIOBaHHAs /1032 COCTABISAET 8§ MI/KI/CYT,
XOTsI B OTKPBITBIX HCCIENOBaHUAX (CM. pazzaensl 5.2 u 4.8) mo3a B npenenax 12 mr/kr/cyTt Obuta
Ha3Ha4yeHa TOJIbKO HEOOJIbIIOMY YHCITy JETeH.

B cnenyromeii Tabnuiie MpUBEACHB PEKOMEHyEeMbIE 03Bl TP MPOBEACHUH JTOTIOTHUTEIHHOM

TEpanuu y AeTel 1 MOAPOCTKOB ¢ Maccou Tena MeHee 50 Kr.

HauganpHas mo3a 2 Mr/Kr/cyT
Pa3oBas HackImaromnias 103a He pexomenayercs
TuTtpoBaHue (MO3TAHOE MOBBILIEHUE J03bI) 2 MI/KT/CYT ¢ MHTEpBaJaMH B HEJICITIO

MakcumanbpHasi  pekoMeHayemas Jo3a y | g0 12 Mr/kr/cyT

ManUEeHTOB ¢ Maccod Tesa MeHee 20 Kr

MakcumanbHast — pekoMeHayeMas go03a y | o 10 mr/kr/cyt
NAIUEHTOB ¢ Maccoil Tesna oT 20 Kr 10 MeHee

30 xr

MakcumanbpHasi ~ peKoMeHayeMas Jo03a Yy | 10 8 MI/Kr/cyT
NalKUeHTOB ¢ Maccoi Tena ot 30 Kr 10 MeHee

50 kxr

Hacwviwyarowas 0oza

Hasnadyenue Hacelmaromei n03sl y Aered He usydanu. I[IpuMeHeHHe Hachlaromen A03bl HE
PEKOMEHAYETCS Y IOJIPOCTKOB U JIeTel ¢ Maccoil Tena meHee S50 Kr.

Ilpumenenue y oemeii 6 sospacme 0o 4 nem

be3onacHocTh 1 3¢(HEKTUBHOCTH JIaKOCaMHJIa y JIeTel B Bo3pacTe 10 4 JeT Ha JaHHBI MOMEHT

HE YCTaHOBIIEHKI. JlaHHBIE OTCYTCTBYIOT (cM. pazzen 4.3).
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Cnoco0 IIpuMeHeHus

BryTtpb. BHE 3aBUCUMOCTH OT IpUeMa MUILH.

4.3. [IlpoTuBONOKA3aHUS

['unepuyBCTBUTENBHOCT K JIAKOCAMMIY HJIM K JIIOOOMY H3 BCIIOMOTaTENbHBIX BEIECTB,
MEePEUYUCIICHHBIX B pasjene 6.1.

ATtpuoBenTpukyisipHas 6iokana Il nim 11 crenenu.

Bospact 1o 4 ner.

4.4. Oco0Oble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

Y NanmueHToB ¢ TSHKEIOoW MOYeYHON HEeA0CTaTOYHOCThIO (KIupeHe KpeaTuHuHa < 30 Mi1/MUH).

VY NanueHToB ¢ HapylIEHHEM NPOBOJUMOCTH B aHAMHE3€ WM TKEIbIMU 3a00JIeBaHUSAMU
cepua, Takhe Kak cepJevyHas HeJJoCTaTOYHOCTh U MH(PApKT MUOKap/a B aHaMHE3e.

[Toxumble maMeHThl C MOBBIIIEHHBIM PUCKOM 3a00J1eBaHMi cepala.

B komOuHammu ¢ npenapaTaMmu, KOTOpbI€ BBI3BIBAIOT yUIMHEHHE nHTepBana PR.

CVI/IHI/IHaJIBHBIG MBICJIM ¥ TIOBCACHUC

VY nanueHToB, NOJYyYaBIIMX TPOTUBOIIUIECNTUYECKNE IPENapaThl MO0 HECKOJIbKUM MOKa3aHUSIM,
OBUIM OTMEYEHbl CyHMIUIAbHbIE MBICIM U MOBeAeHHE. MeTa-aHanu3 paHIOMH3UPOBAHHBIX
m1ane00 KOHTPOJIUPYEMBIX KIMHHYECKUX MCCIEAOBAHUN MPOTUBOAMUICITHYCCKUX MIPETapaToB
CBUJICTENLCTBYET O HEOOBIIOM yBEIIMYCHUH PUCKA BOSHUKHOBEHHS CYUIIMJAIBHBIX MBICICH U
CYMIUJAIBHOIO MOBEACHNS. MeXaHU3M IMOBBIIIEHUS! PUCKA HE SICEH, CYILECTBYIOIINE IaHHbIE HE
MO3BOJIAIOT OTPHUIIATh CYIIECTBOBAHUE TAKOTO PUCKa IIPU MpUeMe Jakocamuaa. TakuMm oOpa3om,
y TMalMeHTOB CJIEAyeT TMPOBOAUTH MOHHUTOPUHI MPU3HAKOB CYMUIMIAIBHBIX MBICIEH W
MOBEJICHUS, a TaKXKE pPacCMaTpUBATh BOIPOC COOTBETCTBYIONIETO JeueHus. [lannentsl u nuiia,
YXaXUBAIOLIUE 3a MAl[MEHTaMM, JOJDKHBI OBITh MPEAYNpPEKICHBI O CYIIECTBYIOLIEM PHCKE U
HEOOXOJUMOCTH KOHCYJNbTALIUM Yy CIEUHAJUCTa B CIydae IMOSBICHHUS CYHIMJIAIbHOTO
MOBEICHUSI.

CGDHGHHBIﬁ PUTM MU ITPOBOAUMOCTD

B knMHHUYECKUX HCCIEAOBaHUAX JIaKOCaMUJa OMKCAHO J10303aBUCHMOE YBEITHYEHHUE WHTEpBala
PR. Jlakocamuj cieayeT MCHOab30BaTh C OCTOPOKHOCTHIO Y MAIUEHTOB C MPOAPUTMUUYECKUMU
COCTOSIHUSIMH, TAaKUMHU KaK HM3BECTHBIE MPOOJIEMbI CEpJCUHON MPOBOIUMOCTH, WIN TSKEIBIMU
3a0o0JeBaHUAMU cepaua (HarpuMep, HIeMus/MH(GapKT MHOKapaa, cepeyHasl Hel0CTaTOYHOCTb,
CTPYKTYpHBbIE 3a00J1€BaHUs cepAlla UM CepJICUHbIC HATPUEBbIE KaHAIONATHH) UM Y TAI[UEHTOB,
MOJTyYaIOIUX JIEKAPCTBEHHBIE CPE/ICTBA, BIUSIOUIME HAa CEpJCUHYIO MPOBOAMMOCTH, BKIIIOUas
AHTUAPUTMUYECKUE CPEACTBA U NMPOTUBOAMICITUYECKUE JIEKAPCTBEHHBIE CPEJICTBA U3 I'PYIIIbI

6JIOKaTOpOB HATPUCBLIX KAHAJIOB, a4 TAKKC y MMOXKUJIBIX ITAIlTUCHTOB.
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nakocamua Beimie 400 Mr/cyT, a TakKe Mociie JOCTUKCHHSI CTAa0MIIbHON KOHIICHTPAIIHH.

B mutanie60-KOHTpOIMPYEMbIX HCCISIOBAHUAX JIAKOCAMUA Y MAIMEHTOB C AMIICTICUEH HEe OBLIO
OTMEYECHO (PUOPWILISAIIMN WK TPENeTaHus MpecepaAnii, OTHaKo 00a sIBJICHUS ObUTH BBISBICHBI Y
MAI[MUEHTOB C SMUJIETICUEH B OTKPBITHIX KIMHUYECKUX HCCIEIOBAHUSAX, a TaKXKe MpU aHaJIu3e
MOCTPETUCTPAIIMOHHOTO MPUMEHEHHS Tpernapara.

B mocrpeructpannoHHOM NpakTHKe HAOMIOAAIMCh CIydyal aTPUOBEHTPHKYJISIPHOM OJOKaIbI
(BKJTIOYAsi aTPUOBEHTPUKYJISIPHBIE OJIOKAJIbI 2-01 CTeNeHN). Y MalueHTOB C MPOAPUTMUYECKUMU
COCTOSHUSIMU HAaOIoAaNach BEHTPHUKYJSIpHAs TaxuapuTMus. B peakux ciydasx [JaHHbIE
SIBJICHUSI TIPUBOJUIIM K ACUCTOJHMH, OCTAHOBKE CEepJIla M CMEPTH Yy MAIMEHTOB C OCHOBHBIMH
MPOAPUTMHUUYECKUMHU COCTOSTHUSIMHU.

Heobxogumo uHGOpMHUpPOBATH MAIMEHTOB O CHMITOMAaX CEPACYHON apUTMHUHU (HAIpUMeEp, O
pPEAKOM, YYallleHHOM WJIM HEPETyJspHOM IyJbCe, YYallleHHOM ceplILeOueHNH, MPephbIBUCTOM
JBIXaHUH, TOJIOBOKPYKEHUH, 00MOpOKax). B cimydae ux mosBiIeHHS] HEOOXOAUMO OOPATUTHCS K
Bpauy.

I'o10BOKpYIKEHUE

JleueHne JaKOCaMHIOM  MOXKET  CONPOBOXKAATHCA  TI'OJOBOKPY)KCHHEM, IOTEHLIHAIBHO
INPUBOAAIIMM K YBEIMYCHUIO PHUCKA IIOJy4CHHUS TpaBM HIM NaAcHU. B cBiasu ¢ s1um,
HalyveHTaM CcleayeT coOJroaTh OCTOPOKHOCTh J0 TeX IOop, MOKa He BBICHUTCA, KaKHe
NOTECHLIMAJIbHBIEC HEXKEIATEIIBHBIC peakuuu y Bac MOryT pa3BUTBCS.

Bo3MOXHOE BOSHHKHOBECHHME MIIH 06OCTDGHI/IG MHOKJIOHHUYCCKUX IMPUCTYIIOB

Coo001manoch 0 BO3HUKHOBEHUH WJIM 00OCTPEHUH MHUOKJIOHUYECKHUX MPUCTYTIOB KaK Y B3POCIIBIX,
TaK U Yy ,Z[GTGI\/'I C TCPBHUYHO-TCHCPAIIM30BAHHBIMU TOHUKO-KJIOHUYCCKUMU NPUCTYIIaMU, B
YAaCTHOCTH, IIPU TUTPOBAHUU. Y MAIMEHTOB C JABYMs U 0ojee TUIIaMM IPUIAJKOB HaOI0JaeMoe
YJIy4IIE€HUE OTHOCHUTEIBHO KOHTPOJISI HaJ OJHUM THIIOM IIPUCTYIIOB CIELYET CONOCTAaBIATH C
JIFOOBIM Ha6.HIO,Z[a€MHM YXyAUICHUEM B OTHOILICHUU APYTOro Tuiia npucTyIioB.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3alMOJeliCTBUSA

Jlakocamul ciaenyeT HNPUMEHATb OCTOPOXKHO B COYETAaHMM C IIpernapaTaMH, BbI3bIBAIOIIMMHU
yniauHeHue uHTepBasia PR (BKirouas JjekapCTBEHHbIE CpeACTBA — OJIOKAaTOpbl HATPHUEBBIX
KaHaJOB) U aHTHApUTMHUECKUMHU mnpenaparamu | kmacca. OpHako B NMOArPYNIIOBOM aHAIU3€
KJIMHUYECKMX UCCIIEI0BaHUM HEe ObUIO OTMEUEHO JOMOJHUTEIBHOIO y/UIMHEHHs uHTepBaia PR y
OO0JIBbHBIX, KOTOPbIE OJHOBPEMEHHO MPUHUMANIN JaKOCaMHJl B KOMOMHAIMU ¢ KapOamMa3enuHOM

HJIN JIaMOTPHUIKUHOM.
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JIa”HHEIE in Vitro

Pesynprarel ucCCHeAOBaHUN CBUAETENBCTBYIOT O HHU3KOM BEPOSITHOCTH B3aUMOAECHCTBUS
JaKocaMu/Jia C IPYTUMH MpernapaTaMu.

UccnenoBanust Merabonu3Ma in  Vitro TIOKa3blBalOT, 4YTO JIAKOCAMHJ HE HWHAYLUPYET
nzodepmentsl CYP1A2, 2B6 u 2C9. B koHIEeHTpanusaX, KOTOPbIE OMPEISTSUINCh B KPOBH BO
BpeMs KIIMHUYECKUX MCCIIEOBaHUH, JakocaMu He nHruoupoBai nzopepmentsl CYP1A1, 1A2,
2A6, 2B6, 2C8, 2C9, 2D6 u 2E1. UccnenoBanus in vitro CBUAETENbCTBYIOT, YTO JIAKOCAMUJ HE
TpaHCHOpPTUpYETCs P-rimMkonpoTenHOM B KHIIEYHUKE. J[aHHBIE in Vitro TOKa3bpIBalOT, YTO
nzoepmentet CYP2CY9, CYP2C19 u CYP3A4 cnocoOHBI KaTaau3upoBaTh 0OOpa3oBaHUE
O-ne3merunmeTabonura.

JlaHHEBIE in Vivo

Knunuueckue pAaHHbIE CBUAECTENBCTBYIOT, YTO JIAKOCAMUJI HE MHTUOMPYET M HE WHIYLUPYET
nzodepmentsl CYP2C19 u 3A4 10 KTMHUYECKHA 3HAYUMOTO YPOBHSI.

Jlakocamug He oOkasbiBaeT JedcTBHs Ha wiomanbs nox kpuBol (AUC) mwmpmazonama
(merabomusupyromerocs yepe3 nzopepmenT CYP3A4, npu nozuposke makocamuaa 200 mr aBa
paza B JIeHb), HO TIPH ATOM MakcuMaibHas KOHIEHTparus (Cmax) MUIa307amMa OblLIa ClIeTKa
yBenmnueHa (30 %). Jlakocammun He Bauser Ha (apMaKOKMHETHKY  OMeIpasoia
(merabomusupyromerocs depes uzodepmerntsl CYP2C19 u 3A4, npu 103upoBKe JTaKkocaMua
300 mr nBa pa3a B J€HB).

Owmenpazon — uHrHOUTOp M30depmenta CYP2C19 (40 mr 4 pa3a B /€Hb) HE YBEIUYHBAI
KJIMHUYECKH 3HAUYMMO OJKCIO3UIHUI0 JakocamMuja. TakuM oOpa3oM, MaloOBEpPOATHO, 4YTO
ymepeHHble nHruOuTOphl n3opepmenta CYP2C19 Moryt oka3piBaTh BIMSHHE HA CHCTEMHYIO
AKCIO3UIUIO JTAKOCAMUA 10 KITMHUYECKH 3HAYUMOTO YPOBHSL.

Cnenyer cobOnonaTh OCTOPOKHOCTh MPU  OJHOBPEMEHHOM MMPUMEHEHHMH C MOUIHBIMU
uaruouTopamu uzopepmenta CYP2C19 (mampumep, dbaykonaszon) u uzopepmenta CYP3A4
(HampuMmep, HUTPAKOHA30J, KETOKOHA30Jl, PUTOHABHP, KIAPUTPOMUIIMH), KOTOPOE MOKET
MPUBECTH K YBEIMYCHHUIO CHUCTEMHON ASKCIIO3UIUU JaKocaMuja. JlaHHbIe B3aUMOJEHCTBUS HE
YCTaHOBJIEHEI i71 ViVo, HO BO3MOXKHBI HA OCHOBAHUHU NAHHBIX in VIIrO.

MotHble MHAYKTOPHI MHKPOCOMAJIBbHBIX ()EPMEHTOB IEYEHH, TaKHUe KaK pUPaAMIHIUH HIN
3Bepo0Oi MponbIpsBIeHHbIN (Hypericum perforatum), MOTYT BBI3BIBATH YMEPEHHOE CHUKCHHE
CUCTEMHOW KOHIIGHTpAIlMHM JaKocamuja. B CBS3M ¢ 3TUM TpH HA3HAYCHUH WJIH OTMEHE
MOJ00HBIX MPENapaToB CIEAYET COONIOAATh OCTOPOKHOCTD.

[IpoTHBOSIHUICOTHYCCKHE IPEHAPAThI

B HUCCICOOBAaHUAX ITO BBaHMO,Z[GfICTBI/IIO JIJakoCaMul HEC OKa3bIBaJl CYHICCTBCHHOI'O BJIMAHUSA Ha

KOHIIGHTPaLMIO0 KapOama3enuHa W BaJbIIPOEBOM KHUCIOTHI B IazMe KpoBu. KapOamaszenun u
9
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BaJILIIPOEBAs KUCIO0TA HE OKA3bIBAJIN BIIUSHHS KOHHGM&I}%%%&J@H{%%%Q%&I 003)

Ha ocHoBanuu NOMmyJIINUOHHOTO (bapMaKOKI/IHeTI/I‘-IGCKOFO aHaJlu3a CACJIaH BBIBOA, 4YTO
CONMYTCTBYIOIIAA TCpanunsa MPOTHUBOSMUWICTITUICCKUMU cpcacTrBamMu, HHAYIOUPYHOIHUMHU
MHUKpOCOMaJIbHbIE (pepMeHTHI TiedeHH (kKapOamaszenuHoMm, ¢GeHUTOMHOM, (peHobOapOuTasioM B
Pa3IUYHBIX J103aX), CHUKaIa OOLIyI0 CHCTEMHYIO SKCIO3UIIHIO JIakocaMuaa Ha 25 % y B3pOCIHbIX
nanueHToB U Ha 17 % — y nereit u moAPOCTKOB.

ITepopanibHBIC KOHTPAIICTITUBEI

He BrIBICHO IIPU3HAKOB 3HAYUMOI'O BSaHMOHCﬁCTBHH MCXKAY JJaKOCAaMHUIOM U MEPOPAJILHBIMHA
KOHTpal€TUBAMH: OSTUHUIIDCTPAAHUOIOM H JICBOHOPIrECTPEIIOM. .HaKOCZlMI/II[ HE OKa3bIBACT
BJIMAHUC HA KOHICHTPALIUIO IPOTCCTCPOHA.

IIpoune B3anMoAeiCTBUS

Jlakocamusi He BiIMsAeT Ha (PAPMAKOKMHETHKY JWrOKCHHA. KiMHWYecKkH 3Ha4uMOro
B3aMMO/JICHCTBHS JTaKOCaMHJIa U MET(POPMHHA HE BBISIBIICHO.

JIaHHBIX 0 B3aMMOJIEHCTBUM JIAKOCAMM/IA C AJIKOTOJIEM HET.

CreneHb CBA3BIBAHUS JJaKOCaMU/1a ¢ OeIKaMHU IU1a3Mbl KpOBHU cocTaBisieT meHee 15 %. B cBszu ¢
9TUM KJIMHMYECKH 3HAYUMOE B3aMMOJECHCTBUE C IPYIMMHM IIpenapaTaMy, CBS3bIBAIOLIMMUCS C
OenKaMy MJ1a3Mbl, MaJOBEPOSATHO.

[Ipu onHOBpEMEHHOM NHpPHUMEHEHMH C Bap(apHHOM JAaKOCaMHUJ HE OKa3bIBA€T KIMHUYECKH
3HaYMMOT'O BIUSHUS Ha (papMaKOJIMHAMHUKY U (papMaKOKHMHETUKY BapdapuHa.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

JKeHIITUHEI ¢ ICTOPOJHLIM MOTSHITAIOM

Bpauy crnemyer oOCyauTh acmeKkThl IITAHUPOBAHUS CEMbH M KOHTPALEHIMHM C >KEHIIMHAMHU
JETOPOAHOr0 BO3pacTa, IPUHUMAIOLIMMU JIAKOCAMUI.

ITpn xenaHum >KEHIIUHBI 3a0€pEMEHETh CJIEAYyeT MOBTOPHO TIIATEIBHO OLIEHUTh NMPUMEHEHHE
JTAKOCAMHU/JIA.

bepemennoctb

Puck, ceazannviii c npumenenuem naxocamuoa

KnuHuuyecknx NaHHBIX O MPUMEHEHUU Jakocamuaa y OepeMeHHbIX HeT. B ucciepoBaHusIX Ha
KMBOTHBIX HE OBUIO 3apErUCTPUPOBAHO TEPATOr€HHBIX 3(P(PEKTOB, OAHAKO IPU MIPUMEHEHUH J103,
TOKCHYHBIX JUII MAaTEPUHCKOTO OpraHM3Ma, Obljla OTMEUYEHA SMOPHOTOKCHYHOCTh Y KPOJIHUKOB H
KpbIC. [IoTeHIIMAIBHBIN PUCK ISl YETIOBEKA HEU3BECTEH.

Jlakocamul He cileyeT NMPUMEHATh BO BpeMsi O€pEeMEHHOCTH, 32 MCKIIIOUCHHEM TeX CIy4aes,
KOI'Zla Mob3a Ul MaTepu SBHO IEPEBEUIMBACT BO3MOXKHBIM PUCK Ul IuloAa. Eciau KeHInnHa
IUIAHUPYEeT OEpeMEeHHOCTh, TO HEOOXOAMMO TIIATEIbHO B3BECUTHh 1IEJIECO00pPa3HOCTD

IIPUMEHEHHUs JTOro Inpemnapara. st oCylecTBICHUs] MOHUTOPUHIA IIOCIECACTBUN ITPUMEHEHUs

10
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npenapara Jlakocamu y OepeMEHHBIX KEH[UUH Bpdtahr Perorerinyeres  perietpipobars

JQHHBIX MAlUEeHTOB B MexayHapogHoM Perucrpe mo mpoTHBOSIMIICITUYECKUM IIpernaparaM U
oepemennoctu (EURAP).

Obwutl  puck, Cesa3aHHbIL C dSNUlencuell. U NPOMUBOINUIENMUYECKUMU TIeKAPCMBEHHbIMU
npenapamamu

B orHomenun Bcex MPOTHUBOSMUWICITUYCCKUX TMPLCIIAPaTOB GBIJIO IIOKa3aHo, 4YTO 4YacCcToTa
BPOXICHHBIX IIOPOKOB Ppa3BUTHA Y ,Z[GTGI\/'I JKCHIIINH C BHHHGHCHGﬁ, MoJIydyaromux TaKyro
Tepanuio, B 2—3 pasza BBIIIE 110 CPABHCHHUIO C OOIIEH MOIMysaiuen (B MOCIEIHEM CiIydae 3TOT
nmokaszaTesb cocTaBisier 3 %). Y TalueHTOB, TMOJYYaloIMX JeYeHHE, ObUIO OTMEYECHO
YBEJIMYEHUE YaCTOTHI BPOXKICHHBIX MIOPOKOB Pa3BUTH y JAeTel Ha (JOHE MOIUTEPANnuH, OJHAKO
CTCIICHb BJIMAHUA JICUCHUSA I/I/I/IJII/I 3&60H€BaHI/I$I Ha YBCIIMYCHUC DTOr'0 pUCKa A0 HACTOALICTO
BpEMEHHU HEU3BECTHA.

Kpome Toro, sddexruBHOE NPOTHBOIMIICITUYECKOE JICUCHHE IMpeKpaniaTh HE CIEIyeT,
IMMOCKOJIBKY YXYAIICHUC TCUCHUA 3a6OJIeBaHI/I}I OKa3bIBACT OTPULATCIIbHOC BIIMAHUC HA MAaTh U Ha
TIJI101.

JlakTarus

JlakocaMu 1 SKCKPETHPYETCS C TPYTHBIM MOJIOKOM.

HeB03MOXXHO UCKIIIOUUTH PUCKHU 11 HOBOPOKIACHHBIX U MJIAJICHIICB.

Bo Bpems niedenus 1akocaMuIOM CIIEAYET PEKPATUTh KOPMIICHUE IPYBIO.

DepTUILHOCTE

He 6puto oTrmedeHo 1moOouHBIX 3¢QdeKkToB Ha (HEePTHIHHOCTh WM PEIPOIYKTHBHOCTH Y KPBIC
000MX TOJIOB B J03aX, CO3JAIOMKX KOHIeHTpauuio B miaazme (AUC) npubnusuTensHo B 2 pasa
Bbiie AUC B 1utazMe uesioBeKa MpU NPUMEHEHUH MAaKCUMAaJIbHO PEKOMEHIYEeMOW 03Bl s
JIIOZEH.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

CremneHb BIMSHHS JTAKOCAMUJIA HA CIIOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMH CPEICTBAMHU HIIN
MEXaHM3MaMHu BapbUpPYETCAd OT HE3HAYUTEIbHOW 10 cpefaHeil. JIedeHue makocaMuIoM MOXKET
COTIPOBOXKAATHCSI PA3BUTHUEM TOJIOBOKPY)KEHHUS MM HEUETKOCThIO 3peHus. [larmueHtam He
PEKOMEHIYEeTCS YIpPaBIsATh TPAHCHOPTHBIMU CPEACTBAMH W 3aHUMAThCS IPYTHMMH BUIAMHU
JESTENIbHOCTH, TPEOYIONIMME KOHIIEHTPAIIMA BHUMAaHUSI.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 0e3onacHOCTH

OCHOBEBIBasCh Ha aHaJIMn3¢ O6’b€,£[I/IH€HHBIX HH&HGGO-KOHTPOHI/IpyGMBIX KIIMHUYCCKHUX

UCCIIEJOBAaHUM JTOTNIOJHUTENBHON Tepanuu, BKIo4aBmuxX 1308 mamueHToB ¢ mapuuaibHbIMU
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CyZOpOXXKHbIMU mpuctynamu, 61,9 % pannom snposaﬁgigué-ﬂa%%:ﬂ%%@ﬁ;&ajQ:§'§,Q %

MAIMEHTOB, pPAaHJOMHU3UPOBAHHBIX B Tpymnmy IMamnebo, coolmanu, Mo KpaiHe Mepe,
00 1 moGouHo#t peakuuu. Hanbonee yacTeiMu moOouHbIMU peakuusiMu (> 10 %) npu npueme
JaKocaMmuJia ObUTH TOJIOBOKPYKEHHE, TOJI0BHAasA 00I1b, TOIHOTA U Aumuionus. Kak mpaBuiio, oHU
OBLIM JIETKUMH WM YMEPEHHO BBIpaXEHHBIMU. BBIpa)keHHOCTh HEKOTOPBIX MOOOYHBIX peakLuit
3aBHCeNA OT JI03bl ¥ YMEHbIIAIACh TIOCIIE €¢ CHIDKEHUs. YacToTa 1 TSHKeCTh TOOOYHBIX peaKIfii
CO CTOPOHHI IeHTpalbHON HepBHOU cucTembl (IIHC) 1 xemy104HO-KUIIIEYHOTO TPaKTa OOBIYHO
yMEHbIIaJach CO BPEMEHEM.

Bo Bcex KOHTpOIMPYEMbIX KIMHUYECKUX MCCIEAOBAHUAX, YACTOTA MPEKPAIICHUs Tepanuu u3-3a
noOOYHBIX peakuuit cocraBwna 12,2 % I NalMEHTOB, PaHIOMHM3HPOBAHHBIX B TPYIIIY
nakocamuna u 1,6 % U1 manueHToB, paHIOMU3UPOBAHHBIX B Tpymmny Iuiane6o. Camoil yactoii
HEXENAaTeIbHOW  peaklueil, NPHUBOAAIIeH K OTMEHE Tepamuu JaKoCcaMHUIOM, ObBLIO
royioBokpy-xkeHue. [IporeHT mobouHsix peakuuii co ctoponsl [IHC, Takux Kak roJIOBOKpYyKeHHE,
MOXET OBITh BBIIIE TIOCIIE MPUMEHEHHSI HACHIIIAIONIEH TO3HI.

Ha ocHoBe aHanmm3a HMaHHBIX KIMHMYECKOTO HCCIeqoBaHUS (P(HEKTUBHOCTH MOHOTEPAIHH
JAKOCaMHUJIOM TI0 CpaBHEHUIO C KapOama3enuHoM (KOHTPOIMPYEMOTO BBICBOOOKICHHS),
HauboJsee 4acThIMU MOOOYHBIMU peakuusiMu (> 10 %) npu mpueme JlakocaMua ObUTH TOJOBHAs
007 W TONIOBOKpYXkeHHe. YacToTa OTMEHBI Tepamuy W3-3a TMOOOYHBIX PEAKIUi COCTaBHIIA
10,6 % mist manMeHToB, MPUHUMABIIMX Jlakocamu, v 15,6 % ayig manueHToB, MPUHUMABIINUX
KapOamMasenuH (KOHTPOJIUPYEMOTO BEICBOOOKICHNS).

[Tpodune Ge3omacHOCTH JTaKOCaMHa, 3aPETHUCTPUPOBAHHBIN B HCCIEAOBAHUU Y TAIEHTOB B
BOo3pacTte 4 JeT M cTaplie C MIMONAaTHUYECKON IeHEepalu30BaHHOW SMMIIEIICUEN C MEpBUYHO-
TeHepATH30BaHHBIMU  TOHUKO-KiIOHMYeckumu  npuctynamu  ([ITTKII), cooTrBeTcTBOBaIN
npodmiro  06€30MacHOCTH, TOJYYEHHOMY B  OOBEIWHEHHBIX  IUIANE00-KOHTPOIHPYEMBIX
KIMHUYECKMX  HCCIENOBAaHUSX  MpU  MapUUaIbHBIX  HpHcTynax.  JlOMOJHUTENbHBIMU
HEXKENATeNbHBIMA  PEAaKIMAMH, 3aperucrtpupoBaHHbiMu y mnamueHtoB ¢ [II'TKII, Obum
MUOKJIOHWYecKas smwerncus (2,5 % B rpynme nakocamuaa u 0 % B rpynme 1uiane6o) u
HapylleHue KoopauHanuu asuxenuit (3,3 % B rpymnmne nakocamuaa u 0 % B rpymnmne mianedo).
Haubonee uacTeiMM HeXeNaTeIbHBIMU PEAKIUAMU ObUIM TOJIOBOKPYKEHHE M COHJIMBOCTb.
Haubonee  pacmpocTpaHeHHBIMH  HEXENATCIbHBIMH  PEAKIUsAMH,  OO0YCIaBIMBAIOIIUMU
MpeKpalieHue Tepanuu JIAKOCAMUJIOM, OBLTM TOJOBOKPYKEHHE W CYHUIUJAIbHBIC MBICIIH.
[IpouieHT mManMeHTOB, MpPEpPBaBIIUX TEPANUIO BCIEACTBHE BO3HHUKHOBEHHS HEXeIaTelbHbIX
peakuuit, coctaBuia 9,1 % B rpynne nakocamuna u 4,1 % B rpymre miame6o.

PesroMe HexxenaTeabHbIX peaKIIui

B AaHHOM pas3aciic npCACTAaBJICHBI HCKCIIATCIIbHBIC PCAKIHUHU B COOTBCTCTBUU C IMOPAKCHUCM
12
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OPraHOB ¥ CHCTEM OPraHOB B IIOCIIE0BATEILHOCTH Méﬂf&&ﬂl%%&:ﬁg%E'j{QS; Eé’ﬁ%:fr?ﬂmo-

npaBoBoit aesrenbHOoCcTH (MedDRA).

Yacrora pacripenienieHa B COOTBETCTBHU CO CIEIYIOIUMH KaTeropusiMH: Oo4eHb yacto (>1/10),
gacto (>1/100, o <1/10), Hewacto (>1/1000, HO <1/100), peaxo (>1/10000, vo <1/1000), oueHp
penxko (<1/10000), wacToTa Hew3BecTHa (HAa OCHOBAaHWM WMEIONIUXCS JAHHBIX OIICHUTH
HEBO3MOXKHO). BHYTpH Ka)K70W KaTeropuu HeKenaTeIbHbIe PEaKINH MPEACTABICHBI B TTOPSIKE
yOBbIBaHUS CEPhE3HOCTH.

Hapywenus co cmopoHbl Kposu u tumpamuieckoii cucmemvl

4acTOTa HE U3BECTHA: arpaHyIoLuTOo3 .

Hapywenusa co cmoponvl ummyHnot cucmemol

HEYACTO: TUTIEPYyBCTBUTENBHOCTE .

4acTOTa HE M3BECTHA: PEAKIMH THIIEPUYYyBCTBUTEIBHOCTH C MOPAYKEHUEM Pa3IMYHBIX OPTaHOB H
cucTeM (BKITIOYAsl JIEKAPCTBEHHYIO PEAKIHUI0 ¢ 303WHO(UIMEH W CHCTEMHBIMH TPOSBICHUSIMH,
(DRESS-cunnpom))'=.

Tcuxuueckue Hapyuwienus

4acTo: JEMpeccHs, CIlyTaHHOCTh CO3HAHUs, 6ecCOHHMUIA’.

HeuacTo: arpeccusi’, Bo3OyxaeHue!, sidopus’, mcuxmueckue paccTpoiicTa', cyMIMIaNbHBIE
TIOTBITKH ', CYHIIANbHBIE MBICITH ', TAILTIOIMHAIH .

Hapywenus co cmoponul nepeHou cucmembl

OYCHb YACTO: TOJIOBOKPYKEHHE, TOJIOBHAST OOJIb.

YacTO: MHOKIOHMYECKHE CYAOpPOTM>, HapylleHHe KOOpAMHALMU JBMKECHMH, HapylleHHE
paBHOBECHS, HapYIICHUE MAMSTH, KOTHUTUBHBIC HAPYIIECHUS, COHJIMBOCTH, TPEMOp, HHUCTArM,
TUIECTE3Us, TU3apTpus, HApyIIeHNe BHUMAaHUS, TAPECTE3UN.

HEYacTo: 0OMOPOK?, HApYILeHUe KOOPAHHALUH JABUKEHUMH, TUCKUHE3HS.

4acToTa He U3BECTHA: CYAOPOTH.

Hapywenus co cmoponwl opeana 3penus

OUYEHb YaCTO: TUTIIOMNHS.

4acTO: HEYETKOCTh 3PEHHS.

Hapywenus co cmopoHul opeana ciyxa u 1abupunma

4acTo: BEPTUTO, IITYM B yIIax.

Hapywenus co cmoponul cepoya

HEYacTo: aTPUOBEHTPMKYIspHas Onokama'?, Opamukapausa'?, GuOpumIAIMsS mnpencepauii'=,

TpeneTanue npecepauii' 2.

YacTOTA He U3BECTHA: BEHTPUKYJIAPHAS TAXUAPUTMHS' .

13
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Kenyoouno-kuuieunvie HapyuleHus

OYCHb YaCTO: TOIIHOTA.
4acTO: PBOTA, 3aM0pP, METEOPU3M, JIUCIIETICHS], CYXOCTb BO PTY, JUapesl.

Hapywenus co cmoponul neuenu u sicenuesol8o0sauux nymei

HEYacTo: W3MEHEHHE IMEUEHOUHBIX Ipo0°, TOBBIIIEHHE YPOBHS IIEUEHOUYHBIX (DEPMEHTOB
(> 2 pa3a OTHOCHTENHHO BEpPXHEH IPAHUIIbI HOPMBI) .

Hapywenus co cmopoHwvl Kodcu 1 NOOKOIHCHBIX MKAHELl

4acTo: 3y, CHIb .

HEYacTO: aHTHOHEBPOTHUECcKHii oTek (oTek KBunke)!, kpanupuua'.

yactora He wu3BectHa: Cunapom CruBeHca — I[)KOHCOHal, TOKCUYECKUHN AIUIECPMATbHBIN
HEKpOIH3'.

Hapywenus co cmoponul muluieunotl, ckeiemHoui u cOeOUHUMeNbHOU MKAHU

4acTO: MBIIICYHBIN CITa3M.

Obwue HapyweHus U peakyuu 8 mecme 86€0eHUs.

YacTO: HApPYIIEHUE TMOXOJKH, AaCTeHHs, YTOMIISIEMOCTb, pPa3IpakUTEIbHOCTh, OIIYIICHUE
OITbSTHCHHS.

Tpasmol, uHmMoOKCUKAYUU U OCTIONCHEHUSL NPOYEOYD

4acTo: MaICHUS, TOBPEKACHUS KOXKH, YIITHOBI.

1- nobounsvie peaxkyuu, 6viaeaeHHbIe 8 NOCMPESUCMPAUUOHHOU NPAKMUKE

2- cm. pazoen «Onucanue 0moeabHbIX HeHCeIamenbHbIX PeaKyuil»

3- coobwmanocs ¢ uccaeoosanusx INIC'TKIT

Onwucanue OTACIBHBIX HEKEIATCAbHBIX PEaKIINI

IIpuMeHeHne nakocaMuJa CBS3aHO C JI0303aBUCHMBIM YyJIuHeHHEeM uHTepBana PR. Moryt
HaOJI0/IaThCSl HEXKeNaTeNIbHbIE PEeaKINK, CBsI3aHHbIE ¢ yAJMHeHueM uHTepBaia PR (Hampumep,
aTPUOBEHTPUKYJIIpHAs O0Kaaa, 0OMOPOK, OpauKapIus).

B kiIMHMYECKHMX HCCIEAOBAHUAX JOIOJHUTENBHON TEpaluu y MalUEeHTOB C 3IUJIEIICUEN
IPOIIEHT 3MM3070B aTPUOBEHTPUKYISIpHON Onokansl | cremenn Obu1 HeBbICOK — 0,7 %, 0 %,
0,5 % u 0 % npu npumeHenuu jakocamuaa B go3uposke 200 mr, 400 mr, 600 Mr u mianedo
COOTBETCTBEHHO. ATPHOBEHTPUKYJSIpHOM Onokampl Il cremeHn W BeIIe B JaHHBIX
UCCIICIOBAaHUAX OTMEYeHO He Obuto. TeM He MeHee, B MOCTPETHMCTPALMOHHOM MpPaKTHKE
coolmuanock 0 ciayyasx IOSBJICHUS aTPpUOBEHTPUKYIsApHON Onmokanel II u III cremenu mpu
JEYCHUN JaKoCaMUIOM. B CpaBHUTEIBHOM KIMHUYECKOM HCCIEAOBAaHUM MOHOTEPAUHU
JAKOCaMUJIOM B CpaBHCHHMH C Kap0Oama3enuHoM (KOHTPOJIMPYEMOTO BBICBOOOXKICHHS)

yBenuueHue nurepsaia PR 6110 comoctaBUMO 17151 000MX MpEnaparos.

14
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OOMOpOK B KITMHUYECKUX MCCIETOBAHUSIX JIOTIC nHHTenﬂM?nga%ﬁé'ﬁg@ggﬁﬁ%gﬁ %%-é:iﬁncx

HEYaCTO, ¥ MPOIEHT CIYYHBIIUXCS AMU30/I0B HE OTIHYAICS B Ipynmnax OOJIbHBIX JMUJIETICHEH,
nonydaBmmx Jakocamua (n = 944) (0,1 %) u monyyaBmmx miamne6o (0,3 %). B xnuHMYecknx
uccieqoBaHusIX  3()PEeKTUBHOCTH  MOHOTEpAamUM  JIAKOCAMUJOM IO  CpPaBHEHHUIO C
KapOamMazenuHoOM (KOHTPOJIUPYEMOTro BBICBOOOXKACHHS), OOMOPOKM HaOmOgamuch y 7 U3
444 (1,6 %) mnauuweHToB, mojydaBIIMX Jakocamuna, u 'y 1| u3z 442 (0,2 %), mainueHTos,
NOJyYaBIIUX KapOama3enuH (KOHTPOIMPYEMOTO BHICBOOOKICHUS).

OuOpMIIIALUS U TpeneTaHue npeacepaAnid He ObUTM OTMEUYEHBI B KPATKOCPOUHBIX KIMHUYECKHX
UCCIIEIOBAHMX, OJHAKO 00a SBJIEHUS ObUIM OTMEYEHBI B OTKPBITHIX HCCIEAOBAHUSX IO
STIWIICTICHH, a TAK)KE B TIOCTPETUCTPALIMOHHON MTPAKTHKE.

OmKnoHenus 1a60pamopHbix noKkazameseti

M3MeHeHre TMEYeHOUYHBIX Mpo0 OTMEYaauch B IJIalle00-KOHTPOIUPYEMBIX HCCIIEIOBAHUIX
JaKocaMHJia y B3POCIbIX MAalUEHTOB C MaplHaIbHBIMH CYIOPOKHBIMU MPHUCTYNAMHU TMpU
OPUMEHEHHH y HHUX OT | 10 3 MNpOTHBOAMHIIECNTHYECKUX IMPErnapaToB OIHOBPEMEHHO.
[oBbienue anannHnamuHoTtpancdepassl (AJIT) B 3 paza u Oonee Habmoganocs y 0,7 % (7 u3
935) nanueHToB, MpuHUMaBIIUX Jakocamus, 1y 0 % (0 u3 356), npuHMMaBIIKX TUT1aLE00.
Peaxyuu eunepuyecmsumenvnocmu ¢ nopasxiceHuem pasiuyHvlx Op2aHos u cucmem

Bbuti OTMEYEHBI PeaKIui THIIEPIYBCTBUTEIHHOCTH C IOPAKEHHUE PA3TUYHBIX OPTaHOB U CUCTEM
(Takke W3BECTHBIE KaK JIGKAPCTBEHHAs peakuus ¢ J03MHOMUINEH W CHCTEMHBIMHU
MIPOSIBIICHUSIMH, DRESS-cunapom) y MalUEHTOB, MOJTYYaBIINX HEKOTOPbIE
MPOTUBORNUIIENTHUECKHE TpenapaThl. J(aHHble peakuu pa3udyHbl B MPOSBICHUM, HO 4Yallle
BCEro MPOSBIISIOTCS B BHJE JKapa U CBHIIIK M MOTYT 3aTparuBaTh Ipyrue cUcTembl. Eciau ecTh
MOJIO3PCHUE HA PEAKIUI0 TUIEPUYBCTBUTEIBHOCTH C TOPAKEHHEM pPa3UYHBIX OPTraHOB U
CHUCTEM, TO MPHUEM JIAKOCAMUIA CIIEeyeT MPEKPATUTbD.

[Ipoune ocoOble TONVIISIIIHHA

Tloowcunvie nayuenmol

B CpaBHI/ITG.HBHOM HUCCIICAOBAHUUN MOHOTGpaHI/II/I JJAKOCaMU I0M n Kap6aMa3€HI/IHOM
(KOHTPOJMPYEMOTO BBICBOOOKICHHUSI) THUITBI HEXKENATEIbHBIX PEAKIIUA y TOXKUJIBIX MAIlMEHTOB
(cTapmie 65 neT) ObLTM OJMHAKOBBIMU C HAOMIOJAEMBIMH Y TIAIIUEHTOB MOJIoke 65 ner. OHaKo,
y INOXKHJIBIX IMAaITUMCHTOB, B CpaBHeHI/II/I C 60.]'[66 MOJIOABIMHA B3pOCJIBIMI/I, Ha6moz[aﬂac5 60)166
BbICOKast yactora (pazmuuue > 5 %) Ui CIEAYIOIIMX HEXENaTeNbHBIX PEeakuil: MajcHue,
nuapess u Tpemop. Hambonee wacToil HeXenaTenbHON pEaKIUMeld CO CTOPOHBI CEpPIIEeYHO-
COCYJIUCTOM CHCTEMBI y TIOXWJIBIX TAIMEHTOB, B CpPaBHCHHUU C 0o0Jiee MOJOJBIMH, ObLIa
aTPUOBEHTPUKYIsIpHast Onokana I cremenn. OnHa HaOmojanach NpU TEParUU JTAKOCAMHJIOM

y 4,8 % (3 u3 62) NoXUIBIX MAIMEHTOB, B cpaBHeHuu ¢ 1,6 % (6 u3 382) y Gonee MOIIOABIX
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B3POCJBIX  MAIMEHTOB, s  KapOamaszemnHa tQ&;ng@bﬁrggﬁgﬁ&ghm)

COOTBETCTBYIOIIME 3HaueHus coctaBasim 5,3 % (3 w3 57) y MNOXKUIBIX TNAlUEHTOB
u 1,3 % (5 u3 385) y 6osiee MOJIOIBIX B3POCIBIX MAIMEHTOB. YacTOTa HEXKeaTENbHBIX SBICHUIA,
HAOMIOIaBUINXCA Y MOXWIBIX MAallMeHTOB IMpHU TEpanuu JiakocamuaoM, coctasisia 21,0 %
(13 u3 62), B cpaBHenuu ¢ 9,2 % (35 u3 382) y Gonee MONOABIX B3POCIBIX MAMEHTOB. JTU
pa3auurs MEXAY MOXHUIBIMUA U 00Jiee MOJIOABIMU B3POCIBIMHU MAIlIEHTAMU OBLTH aHATOTHYHBI
TeM, KOTOpbIe HAOII0JANIUCh B TPYIIIE Mpenapara CpaBHECHUS.

JleTH ¥ TOAPOCTKHU

[Ipoduns Oe3omacHOCTH JIakocamMHaa B IUIAe00-KOHTPOJIUMPYeMBIX (cM. pazgen 5.1) u
OTKPBITBIX KIIMHUYECKUX HccaenoBaHusax (n = 408) npu npoBeAeHUH AONOJHUTENBHON TEpANUN
y JIeTell ¢ mapuuanbHBIMU MPHUCTYNaMH B BO3pacTe cTapiie 4 JeT COOTBETCTBOBAT TAKOBOMY Y
B3POCJIBIX, XOTSl YaCTOTa HEKOTOPBIX HEXKEIATeNbHbBIX peakuil (COHINBOCTb, PBOTA U CYIOPOTH)
Obl1a yBenauueHa. Y JeTell M MOJPOCTKOB MOSIBIIIMCH TaKXKE JOMOJHUTENbHbIE HEKelnaTeIbHble
peakuuu (Ha3oapuHTHUT, TUXOpaaKa, (ApUHTUT, CHUKEHHUE alleTUTa, BSAJIOCTh U HApYIICHUE
noBeneHus): Hazodpapunrut (15,7 %), pota (14,7 %), connuBocts (14,0 %), TOTOBOKpYKEHUE
(13,5 %), muxopanka (13,0 %), cymoporu (7,8 %), cumxenue anmneruta (5,9 %), dbapuHrur
(4,7 %), Bsunocts (2,7 %) u Hapyumienue noseneHus (1,7 %). B oGmieit cinoxHoctu y 67,8 %
MAIMEHTOB, MOJYYHUBIIUX IO Pe3yJbTaTaM paHIOMHU3AMU Jakocamu, Uy 58,1 % marueHToB,
MOJTyYMBIIUX I1a11e00, COO0MIANOCh, KAK MUHUMYM, 00 OJTHOW HEXEJIaTeTbHON PEaKIIHH.

COO6H_IGHI/IG 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coob1maTthk 0 moj03peBaeMbIX HeXKeIaTelbHbIX pPeaKlMsIX MMOCIe PETUCTpalliy Mpenapara
C uenblo oOecreyeHHss HENpPEephIBHOIO MOHHMTOPUHIA COOTHOILICHHS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Mpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
M0JI03PEBAEMbBIX HEXKENATEIbHBIX PEaKIMsIX JIEKapCTBEHHOTO IMpenapara 4yepe3 HalMOHaJbHbIE
CUCTEMBbl COOOILEHUS O HEXeJaTeNbHbIX peakIusiX TrocyJapcTB — ujeHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanvs

denepanpHas cnyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast 1iiomazisp, a. 4, crpoeHue 1

Tenedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHON ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru/
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4.9. [lepeno3upoBka

CuMOTOMBI

CuMnTOMBI, BO3HHUKAWOIIME [OCIE CIy4alHOW WJIM IpEeIHAMEPEHHON Iepeno3UupOBKU

JaKocaMua, ObUTM TPEMMYIIECTBEHHO 00ycioBieHbl mnopaxkennem [[HC wu sxemymouHo-

KHIIEYHOTO TPAKTA.
* Buzpl He)xenaTenpHbIX PEAKIUi y TallMeHTOB, NpUuHUMaBuX 1036l oT 400 mr u 1o 800 mr
Y IIPUHUMABIINX PEKOMEHI0BAaHHBIE J03bI JIAKOCAMU/IA, KIMHUYECKU HE OTIINYAIINCH.
* K peaknusam, oTMEYeHHBIM Tociie npuemMa cBbiiie 800 Mr, OTHOCUIIUCH TOJIOBOKPYKEHUE,
TOLIHOTA, PBOTA, SMWICHTHYECKUE HPUCTYIBl (FE€HEpPATU30BaHHbIE TOHMKO-KJIOHUYECKHE
CyJIOpOTH, DSIWIENTHYECKUH craryc). Takke OTMEYanuch HApYLIEHUS CEpAECUHOU
IPOBOJUMOCTH, IIOK M Koma. CooOmiaercss O JIeTANbHBIX HCXOJaX y MAaIMEeHTOB IOCIE
OCTPOM MEPENO3UPOBKU HECKOJIBKMMH IPAMMaMHU JIAKOCAMU/IA.

Jleuenune

AHTHIOTa JaKocaMHJa HE CyIIecTBYeT. JleueHue mnepeno3upoBKH cumMITomarnueckoe. Ilpu

H€O6XOZ[I/IMOCTI/I BO3MOKHO HUCIIOJBb30BaHHUEC I'EMOJHAIN3A.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®dapmakoTepaneBTUYECKas rpyIma: MPOTUBOSMUIICTITUYECKUE CpeJCTBa, Ipyrue
MPOTUBOAUIIENTHYECKHUE CPEJICTBA.

Koxg ATX: NO3AX18

Mexannsm geiicTBus

AxkTtHBHOE BemiecTBO — Jsakocamup (R-2-ameramumo-N-OeH3uI-3-METOKCUIIPOTHOHAMU)
ABJISICTCS] QYHKIIMOHATU3UPOBAHHON aMUHOKHCIIOTOM.
TouHBII MeXaHW3M MPOTUBOAMUIICITUYECKOTO JEHUCTBUA JlaKOcaMHUJa HE YCTaHOBJEH. B
ANIEKTPOPUNOIIOTUYECKUX HCCICOBAHUSAX (1 Vitro IJlakocaMuj W30UpaTeNbHO YCHIIMBAET
MEJICHHYI0 WHAKTUBAI[MIO TMMOTCHIIMAN3aBUCUMBIX HATPHEBBIX KAHAIOB, 4YTO BEIET K
CTAOMIIM3alU TUTIEPBO30YIUMBIX MEMOpPaH HEUPOHOB.

dapmakognaamMuyeckue P PeKTel

JlakocamMul TpenoTBpaliayl pa3BUTHE IPHUCTYINOB Ha OOJIBIIOM KOJMYECTBE MoOJeneil Ha
JKUBOTHBIX ITAPLHAIBHON U IEPBUYHO I'€HEPAIM3OBAHHOM JIWICIICUM, a TAKXKE 3aIeprKUBaIl
pa3BUTHE IIOBBIIICHHOW CYJOPOYKHOW TOTOBHOCTH. B JOKIMHUYECKMX HCCIICIOBAHUAX
JakocaMuJT B KOMOWMHAIMM ¢  JIeBeTUpaleTamoM, KkapOama3enuHoM, (EHUTOHMHOM,
BaJIBHpoaTaMI/I, J'IaMOTpI/I,Z[)KI/IHOM, TOHI/IpaMaTOM nJIn Fa6aHeHTI/IHOM ,Z[GMOHCTpI/IpOBa.H

CUHCPIrUYCCKOC NI AJAUTUBHOC IPOTUBOCYHOPOIKHOC I[eﬁCTBHe.
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Kinnanueckas 2ddekTUBHOCTE U 0€30IIaCHOCTE

Tlapyuanvusie npucmynul

Monomepanus

D¢ heKTUBHOCTh JIaKOCaMHIa B KadyeCcTBE MOHOTEpamuu ObLla JOKa3aHa B JIBOWHOM CIIETIOM
ucciaenoBaHu  A(OPEKTUBHOCTH TI0 CPaBHEHUIO C KapOama3enmuHOM (KOHTPOIUPYEMOTO
BBICBOOOXKJICHHSI), MPOBOJMBIIEMCS B TapaJUIeNbHBIX TpyINIax ¢ y4dacTueM 886 MalueHTOB
16 ner win crapiie ¢ HOBO- WIM paHEe AMArHOCTUPOBAHHOM snuierncued. B uccnenoBanun
NPUHUMAIU Y4yacTHE NAIlMeHThl C HECHPOBOIUPOBAHHBIMU MapLHAIBHBIMU CYJO0POKHBIMU
npucTynamMu ¢ uin 06e3 BTOpUYHOW reHepanu3auuu. [lanueHTsl ObUIM paHAOMHU3ZUPOBAHbBI
B 2 Ipymnmbl B COOTHOIIEHUH 1:1, moiy4aBiiue, COOTBETCTBEHHO, KapOaMa3enuH U JIaKOCaMUJL
(B mexapcTBEeHHOUM (opme TabneTku). J103b1 MOAOUpPATHCh B 3aBUCUMOCTH OT OTBETa HA TEPANTUIO
u Haxomwmmch B mpenenax 400-1200 wmr/cyt s kap6amazenuHa u 200-600 mr mms
nakocamuaa. [IpoaomKUTeNnbHOCTh Tepanuu coctaBisuia a0 121 Hemenu, B 3aBUCUMOCTH OT
OTBETA.

OxugaeMblii 6-TM MeCSYHbIM mepuoj; 6e3 MpUCTynoB ObLT AOCTUTHYT y 89,8 % mnanueHTos,
MOJTy4aBIIUX Teparuio jgakocamuaomM, u 91,1 % B rpynne kapbamaszenuHa (UCIONIb30BaH METO]T
aHanm3a BehKUBaeMocTu Karurana-Metiepa). CKOppekTHpOBaHHAs aOCOJIIOTHAS Pa3HUIIA MEXKIY
rpymmamMu Opima — 1,3 % (95 % noBeputenbHbIi uHTEpBaN: -5,5; 2,8). Okumaemsblii
12-tn Mecsiunblid iepuoa 0e3 mpuctynoB o merony Kammana-Meitepa coctasnsin 77,8 % s
Tepanuu JakocamuaoM u 82,7 % — pans Tepanuud KapOamazenuHOM (KOHTPOJIUPYEMOTO
BBICBOOOK/ICHNA).

Y noxuibIX manueHTtoB (ctapme 65 yer, 62 mamueHta B TpYIIE  JIAKOCaMHJIA,
57 — xapbamasenuHa) 0N JOCTUTHIMX 6-TH MECSAYHOrO Iepuoaa 0e3 MpUCTYNOB ObLia
onqnHaKoBa B oOemx rpymnmax. OHa Takke Obla comocTaBMMa ¢ HaOMI01aeMON B OCTAJIBHOU
nonyisanur. Cpeau TMOXHWIIBIX TAIMeHTOB B KauecTBe moanepkuBaromend m0361 200 mr/cyr
nakocamu monydanu 55 (88,7 %), 400 mr/cytr — 6 (9,7 %), mo3a mpeswimana 400 Mmr/cyr
y 1 marmuenTa (1,6 %).

Hepexod Ha MOHomepanuro

D¢ heKTUBHOCTL U 6€30MaCHOCTh JJaKOCaMU/a NP MEePexo/ie Ha MOHOTEPAITUI0 ObliIa U3y4YeHA B
MYJIbTHLIEHTPOBOM, ABOWHOM CJIETIOM PaHAOMHU3UPOBAHHOM HCCIIECAOBAHUH C PETPOCTIEKTUBHBIM
KOHTposieM. B nanHoMm wuccienoBanuu 425 nainueHToB B Bo3pacte oT 16 nmo 70 ner c
NapUUaJIbHBIMU  IPUCTYNAaMM, NPUHUMAIOIIUME CTAOMJIbHBIE 103l OJHOIO WM JBYX
IPOTUBOAMMIIENITUYECKUX IpenapaToB ObLIM PaHIOMHU3MPOBAHbI B 2 IPYyMIbI A NEpexoaa Ha
MOHOTEPAIHIO JIAKOCAMUJOM B COOTHOLIEHUH 3:1, moyuyaBiire cooTBETCTBEHHO 110 400 mMr uin

300 mr makocamuna B cyTku. CraptoBas no3a cocrasisuia 200 mr B cytku (100 mr gBa pasa B
18



COOTBETCTBYET SKCINEPTHOMY OTHETY

o1 03.02.2025 N= 2305

nenb). [lommepkuBaromyo 103y TPUHUMATH| Kak Mﬁﬂ%@ﬁg%ﬁ&%t%g Tzﬁ{gﬁﬂ':'r?lépen

HAYaJOM Iepexofa Ha MOHOTepamnuio. [IpOleHT MalueHTOB, Y KOTOPHIX OBLTN BBHITIOTHEHBI
3apaHee YCTAHOBJICHHBIC KPUTEPUHM BHIXOJA W3 HCCICAOBAHUS, CPaBHUBAIH C JaHHBIMU
HUCTOPUYECKOr0 KOHTpois. Mcropuueckuit KOHTposib ObUT MPEJCTaBI€H pe3ysibTaTaMu
00BEIMHEHHOTO aHall3a KOHTPOJBbHBIX TPYII U3 8 HCCIENOBAaHUN CO CXOAHBIM AM3ANHOM,
KOTOPBIC HCIIOJIB30BAIM CyOTEeparneBTHUECKYI0 03y MPOTHBOSIMMICITUYECKOTO TIperapara.
bbi10 mpoaeMOHCTPpUPOBAHO CTATHUCTHYECKOE IMPEBOCXOJCTBO Jakocamuaa B ao3e 400 mr B
CYTKH Tepe]] UICTOPHUUYECKUM KOHTPOJIEM, YKa3bIBaolllee Ha JOCTHUKEHHE NMEPBUYHON KOHEUHOMN
Touku 3P dexkruBHOCTH. Kpome Toro, OpUT0 MOKa3aHO, 4TO Jlakocamua B 03¢ 300 Mr B CyTKH
UMEET MPEUMYIIECTBO TEepe]] UCTOPUIECKUM KOHTpPOJIEM. Y MAIMEHTOB, KOTOPHIE 3aKOHYHIIN
TUTPALMIO U HA4YaJu OTMEHY IIPOTUBOSMUIIENTHUECKUX IpenapaToB (284 u 99 cOOTBETCTBEHHO),
MoHoTepanuto nognaepxkuBaiu 71,5 % u 70,7 % nauueHTOB COOTBETCTBEHHO B CpPEAHEM B
teueHue 71 mueit. [Ipoduns Ge3omacHOCTH JTaKocaMuaa MPHU MEPEexo/ie Ha MOHOTEPANHIO ObLT
COMOCTaBUM ¢ mpoduieM Oe30MacHOCTH, OMUCAHHBIM B HCCIECIOBAaHUSAX MPUMEHEHUS
JaKOCaMH/Ia B KA4ECTBE JTOTIOTHUTEIHLHOU TEPAITHH.

Jonoanumenvras mepanus

OddexTuBHOCTh JaKocamMHia B JOIMOJHUTEIBHOW TEpaluu B PEKOMEHIYEMbIX J03aX
(200 wmr/cyr, 400 wmr/cyr) Obuta JOKazaHa B 3 MYyJBTHULEHTPOBBIX, PAaHIOMHU3UPOBAHHBIX,
1a11e00-KOHTPOJIUPYEMBIX KIMHHUECKUX UCCIEAOBAHUSX C |2-HeneabHBIM MOAIEPKUBAIOIINM
nepuoioM. Dh(HEKTUBHOCTH JIAKOCAMHK/IA B IOMIOJIHUTEIIBLHON Tepanuu B 103¢ 600 Mr/cyT Takxke
Oblla TIOKa3aHa B XOJI€ KOHTPOJUPYEMBIX HCCIeOoBaHUM, XOTSA 3(PGHEKTUBHOCTH OblLIa
comocTaBumMa ¢ 1030# 400 Mr/cyT, HO IEPEHOCUMOCTh JaHHOU 03kl (600 Mr/cyT) ObLIa XyXKe 1O
OpUYrHE MOO0YHBIX 3((HEKTOB CO CTOPOHBI LEHTPAIbHOM HEPBHOW CHCTEMBI U >KEIIYJA0YHO-
KHIIEYHOTO Tpakta. [losTomy, wucmonb3oBaHue mA03b1 600 Mr/CyT HE pPEKOMEHAYETCS.
MakcumanbHasi peKoMeHI0BaHHas J103a coctaBiisgeT 400 Mr/cyT. DTH UCCaeAOBaHUS C yIaCTHEM
1308 manuMeHToB, UMEIOUIMX B aHaMHE3€ NapLUalbHbIE NMPUNAJAKU HA MPOTSHKEHUU B CPEHEM
nepuoa 23 net, ObutH pa3paboTaHbl i OLEeHKH Y3PPEKTUBHOCTH U 0€30IaCHOCTH JTaKOCAMHIa
IPU JOMOJHUTEILHOM Ha3HaYeHUH K 1—3 MpOTUBOAIMIENITUYECKUM IIpernapaTaM y MalueHToB ¢
HEKOHTPOJIMPYEMbIMH TapIUAIbHBIMU NPUNAJAKaAMH C WIH 0e3 BTOPUYHON TeHEepau3alllu.
Oo6mast nonst marueHToB ¢ 50 %-HbIM CHUKEHHEM YacTOTHI MPUMAIKOB B TPYMIAax IUIanedo,
nakocamuna 200 mr/cyr u makocamuga 400 wmr/cyt cocraBmia 23 %, 34 % u 40 %
COOTBETCTBEHHO.

dapMaKOKMHETHKA M 0€30MacHOCTh Pa30BOM HACHIIAIONIEH 10361 HHGY3UOHHOTO JIAKOCAMHIA
oTpeneNnsyiach B MHOTOIIGHTPOBOM OTKPBITOM HCCJIEIOBAaHUU O€30MacHOCTU U MEPEHOCHMOCTH

OBICTPOrO0 Hayajga TEpaluy JIAKOCAMHUIOM C HCIOJIb30BaHUEM pa30BOM BHYTPHUBEHHOM
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Hacslmaromei 10361 (200 Mr), ¢ MOCJIEYIOMNN TEPO M%ﬁﬂ%@&%ﬁﬁﬂ%ﬁ'ﬁgﬁjﬁ%&“1"3a B
( ) y pop ap pa

CyTKH (B JO3MPOBKE, JKBUBAJCHTHONH BHYTPHUBEHHOW J03€) B KA4e€CTBE JOIMOJHUTEIHHON
TEpaNuu y B3pOCIbIX MALUEHTOB OT 16 10 60 j1eT ¢ napuuaJibHbBIMU IPUCTYIIAMHU.
llepsuuno-eenepanuzoannvlie MOHUKO-KIOHUYECKUE NPUCTYNbI

O} PexkTUBHOCTH JaKOCAMUJIa B KAUECTBE JIOMOJHUTENIBHOIN Tepanuu y MaiueHToB B Bo3pacte 4
JIeT U cTapile ¢ AMONaTUYeCKOi reHepanu3oBaHHol »nuiencuelt, crpaaatonux [1I'TKII, 6si1a
yCTaHOBJIEHAa B XOJ¢ 24-HEAENIbHOrO JBOMHOIO CIIENOr0 PaHJOMU3MPOBAHHOTO IUIanebo-
KOHTPOJINPYEMOT0O MHOTOLIEHTPOBOT'O MCCIIEOBAaHUs B NapajUieNbHbIX Ipynnax. MccienoBanue
COCTOSIIO W3  12-HEmeNnbHOTrO  PETPOCIEKTUBHOTO  0a3oBOro  rmepuoaa, 4-HEIeIbHOTO
IPOCIIEKTUBHOTO 0a30BOTO MepHoja U 24-HeJeNbHOro Iepruoa JeueHus (KOTOPhI BKIOYal 6-
HEJENbHBIM IEepUOJ TUTPOBaHUSA J03bl M 18-HENENbHBI NEpUOA MOAAEPKAHUS J103bI).
[TarueHTHl, COOTBETCTBYIONINE KPUTEPUAM Yy4acTHs, MOJydaBlIue CTaOWIbHYIO 103y OT 1 110 3
MPOTUBO3IMUIICIITUYECKUX IPENapaToB, y KOTOPBIX BO3HHUKJIO HE MEHee 3 MOATBEPKICHHBIX
II'TKIT B Tteuenue 16-HemenpbHOro  OO0BEIWHEHHOTO  0a30BOTO  MepHoOaa, ObBUIH
papgoMu3upoBaHbl | kK 1 B Tpymmbl, MOTydyarouiye JIaKocaMUa WX TUane0o (MalueHTHl B
MOJIHOM BBIOOpKE i aHayim3a: Jlakocamua n=118, mrane6o n=121; u3 HUX § MaIMEHTOB B
BO3pacTHOM Tpyrmme oT 4 10 12 netr u 16 mauueHToB B BO3pacTHOM rpymme oT 12 go 18 ner
NOJTyYasy JakocaMua U 9 1 16 manueHToB, COOTBETCTBEHHO, MOJTyYalIt TIIaneoo).

[Manpentam mocTeneHHO MOAOWpPAIM 103y O LEJNEBOH 03Bl MOAJEPKUBAIOIIEro IMepHoa
12 Mr/kr/cyT y marueHToB ¢ Maccoi Tena meHee 30 Kr, 8§ MI/KT/CyT y MaieHToOB ¢ MacCou Tela

ot 30 mo menee 50 kr unu 400 MT/CyT y marmeHToB ¢ Macco Ttena S0 kr u 6oee.

[Tepemennas >3 pexTuBHOCTH [Tname6o Jlakocamu g
[Tapamerp n=121 n=118
Bpewms no Broporo ITI'TKII

Cpennee 3HaueHUE (THN) 77,0 -

95 % A1 49,0, 128,0 -
Jlakocamut — murare6o

OTHoOLIEHNE PUCKOB 0,540

95 % 1IN 0,377, 0,774

p-3HayYeHue <0,001

OTcyTCTBUE PUTIATKOB

Crparudunuponannas onenka Kamnana- | 17,2 31,3
Meiiepa (%)

95 % U 10,4, 24,0 22.,8,39,9
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JIaKOCAMAL — I1aLe60 121 (MOCHEOUBATENBEHOCTE 0003
95 % AN 3,2,25,1
p-3Ha4YeHue 0,011

[Mpumeuanue: s rpynmsl JJakocaMHa HEBO3MOXHO OBLIO BBIYUCIUTH CpelHEE BpeMs 10
BrOopbix [I['TKII ¢ momomisio MetomoB Kammana-Meiiepa, moromy 4to Gonee yem y 50 %
nanueHToB He Bo3Hukanu Bropeie [II'TKII B [lens 166.

PesynbTaThl B moArpynie maiueHToB JETCKOTO BO3pacTa COOTBETCTBOBANIM pe3yJibTaTaM OOIIeH
MOMYJISIIIAY 110 TIEPBUYHBIM, BTOPUYHBIM U IPYTUM KOHEYHBIM TOYKaM () (PEeKTUBHOCTH.

JIeTH ¥ OJAPOCTKH

Ilapyuanvnvie npucmynoi

Knunuueckue nposiBiieHus: mapuuaibHbIX CyJI0POXKHBIX NMPUCTYIIOB Y J€TEl B BO3pacTe cTapiie
4 net OBUTM COMOCTABUMBI C TAKOBBIMU Yy B3pOCIHBIX. D((HEKTHBHOCTD JIAKOCAaMUAA y JETeH B
BO3pacte 4 neT u crapiie ObUTa paccuMTaHa MO JaHHBIM MOJAPOCTKOB M B3POCIHBIX MAIlUEHTOB C
napuuaIbHBIMUA MPUCTYIAMH; TaKUM 00pa3oM, MpH MOAOOpE COOTBETCTBYIOIIMUX IS ACTeH U
MOAPOCTKOB 103 (CM. pasnen 4.2) u MOATBEPXKIeHUH Oe30macHOCTH (CM. pasnen 4.8) mis Hux
OXMJAJICAd  AQHAJIOTMYHBIM  OTBET HAa  Tepamuio  JakocaMuJIoM.  D(HPeKTUBHOCTS,
CIIPOTHO3HPOBAHHASI METOJIOM SKCTPAMOJSAIUHU (CM. BBIIIE), ObUIa TOATBEPIKICHA Pe3yIbTaTaMu
KJIMHUYECKUX UCCIICTOBAHUM.

HavanpHast mo3a cocraBmsuia 2 MI/KT/CyT y MalMEHTOB ¢ Maccol Teina Menee 50 Kr uiu
100 Mr/cyT y manueHToB ¢ Maccoi Tena S0 Kr u 0oJiee; CyTOUHYIO 703y ACIUIN Ha 2 mpuema. B
TEYEHUE MEPHOJIa TUTPOBAHUS KOPPEKIIHUIO 703 JIAKOCAMK/Ia TPOBOJIUIIN TO3TANHO, YBEIMYUBAs
Ha | uiam 2 MI/Kr/cyT y mamueHToB ¢ maccoi tena meHee 50 xr winm Ha 50 winm 100 mr/cyt y
MalreHToB ¢ Maccoi tena 50 kr u Oosiee ¢ MHTEpPBAJaMU B OJIHY HECNIO ISl JOCTHMIKEHUS
L[EJIEBOM MOIJIEPKUBAIOILIECH J103BI.

CraTuCTHYEeCKU U KIMHUYECKHM 3HAYMMOE CHUKEHUE 4YacCTOThl MAPLUATIBHBIX CYJIOPOXKHBIX
OPUCTYNOB HaOMOmanoch B TedeHWe 28 JHEW OT Hadajla Tepanmud [0 Tepuoja
MOJJICP)KUBAIOIIETO JIeUEeHUsl NMPU CPaBHEHUU NAHHBIX B Ipynmnax Jjlakocamujaa u mianedo. B
LEJIOM, JOJISl MAlMEHTOB CO CHUKEHHEM YaCTOThI MapLMaJIbHBIX CYIOPOKHBIX MPUCTYIOB, KaK
MuHuUMyM, Ha 50 % 3a 28 nHeW oT Hauvajna Tepamuu JI0 Mepuojia MOJAEP>KUBAIOLIETO JICUSHUS
cocraBuina 52,9 % B rpymnre, noixy4aBlliel JIEYEHUE JJAKOCAMUIOM, 110 cpaBHeHU!o ¢ 33,3 % — B
rpy1iIe mianedo.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus

Jlakocamusl OBICTPO ¥ TIOJIHOCTBHIO BCACHIBAETCS IIOCIE MpUEMa BHYTPb. BHOIOCTYMHOCTH

Jakocamujia B Tabnetkax coctasisieT npumepHo 100 %. Ilocne mpuema BHYTpb KOHUEHTpPALIUS
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JaKOCaMHUJa B TIa3Me OBICTPO yBETHMUIUBACTCS, | Cmax L[OE%QC}%%QJ&Q t'u'%'; Ii—lﬁlx%ﬂn/'[:'r?lhmn

HC BJIMACT HAa CKOPOCTH U CTCIICHL BCAChIBAHUS.

Pacnpenenenue

O0nem pacnipeneneHus cocTapiseT npuMepHo 0,6 J/Kr, CTeNneHb CBSI3bIBAHUS ¢ OEIKaMHU IJ1a3Mbl
—MeHee 15 %.

Buorpancdopmarnus

95 % nakocamuga BBIBOAUTCS 4epe3 MOYKU B HeM3MEeHEHHOM Buie (okoio 40 %) u B BUIE
O-ne3merunmerabonura (MmeHee 30 %). [lonsipHas ppakuus (mMpeanonokuTeabHO, IPOU3BOIHBIE
cepuHa) cocrapiser npumepHo 20 % B moue u numib B HeOonpmux konudectBax (0 - 2 %)
oOHapy»XuBaeTcs B IuIa3Me KpoBH. Jlpyrue mMeTaOoIUThI ONPEACTSIOTCS B MOYE B KOJUYECTBE
0,5-2 %.

Hannbie in vitro nokassiBatoT, uro u3opepmentel CYP2C9, CYP2C19 u CYP3A4 cnocoGHBI
KaTtajau3upoBath oOpaszoBaHue O-ne3merunmerabonuTa, OJHAKO JEMCTBHE OCHOBHOIO
uzodepMeHTa HE MOATBEpkIEHO in vivo. [lpu cpaBHeHMM (papMaKOKMHETHUKU JIaKOCaMHUa B
HKCTEHCUBHBIX MeTabonu3aropax (¢ GpyHKImoHanbHEIM n3opepmenTom nuroxpoma CYP2C19) u
MEJUICHHBIX MeTabosn3aTopax (C HEIOCTAaTKOM (DYHKIIMOHAIBHOTO HM30(EPMEHTA IMTOXPOMa
CYP2C19) knuHWYECKHM 3HAYMMOW pa3HUIIBl BBIJCICHHS JIAKOCAMHAA OTMEUEHO He OBLIO.
Kpome Toro, nuccrienoBanus o B3auMOACUCTBUIO C OMENPA30JI0M (MHTHOUTOPOM H30(pepMeHTa
CYP2C19) mnokazanu OTCYTCTBHE KIMHUYECKH 3HAUYUMbBIX M3MEHEHHUHM KOHIICHTpPALUU
JaKocaMu/Jia B TUIa3Me, YTO CBUIETENBCTBYET O HU3KOM 3HAUMMOCTH 3TOTO Iy TH.

Konnentpauuss O-nme3sMeTwiuiakocaMuia B IUIa3Me  cocTaBisieT npumepHo 15 % ot
KOHIICHTPALUH JJAKOCaMUAa. DTOT METaboIMUT He 00anaeT hapMaKkoIoruieckon akTHBHOCTBIO.
DJIMMUHAIMS

JlakocaMusiT BBIBOAMTCS IyT€M TIOYEYHOM OKCKpenuu U Ouorpanchopmanuu. Ilocne
NEePOPaILHOrO MprUeMa U BHYTPUBEHHOTO BBEIACHUS JIAKOCAMU/IA, TOMEUEHHOTO PaJl0aKTUBHBIM
M30TONOM, OKOJI0 95 % pannoakTUBHOCTH OTMedasiock B Moue u meHee 0,5 % B kane. [lepuon
MOJYBBIBEJICHUS ~ HEM3MEHEHHOTO  JIaKOCaMHUJa  COCTaBIseT  MPUMEPHO 13 q.
DapMaKOKMHETUYECKUE MapaMeTpbl MPOMOPLHOHANBHBI [03€, MOCTOSIHHBI BO BpEMEHH U
XapaKTepU3yIOTCs HU3KOM WHIUBUAYyalbHOW BapuabenbHOCTHIO. [Ipy mpuMeHeHUM [Ba pasza B
JeHb pPAaBHOBECHAs KOHIIGHTpAlMs B IUIa3Me IOCTHTaeTcss B TedeHue 3 mHeil. Kymynsmus
COTIPOBOXKAAETCS YBEIMUSHUEM KOHIICHTPAIIMH B IJIa3Me IPUMEPHO B 2 pasa.

PaBHOBeCcHast KOHUEHTpALIMS NIPY MPUMEHEHUH Pa30BOM HackIaromen 10361 200 Mrr cpaBHUMA C

TaKOBOM MpH nepopanbHoM npueme 100 Mr 1Ba pa3za B CyTKH.
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(NOCNEOCBATENEHOCTE 0003)

dapMaKOKMHETHKA Y 0COOBIX T'pYHOIT TAalMEHTOB

Lon

Knunuueckue wuccnenoBaHusi MOKAa3bIBAIOT, YTO IMOJI HE OKa3bIBA€T 3HAYMMOIO BIIMSHUS HA
KOHIIEHTPALMIO JJAKOCAMH/IA B IJIa3M€E KPOBH.

Paca

Knnandecku 3HaunMble pa3nudus B apMaKOKHHETUKE TAKOCAMHJIA Y a3HaTCKOW, HETPOUTHOM U
€BPOIICOUTHON Pac OTCYTCTBYIOT.

Iloueunas nedocmamounocms

BenuunHa mokazaTensl «IIomaab IMoj KPUBOM COOTHOIICHHS KOHIeHTparus-Bpems» (AUC)
yBenuuuBaeTcst npubmmsurensHo A0 30 % mOpu Jerkod WM yMEPEeHHOH IMOYedHOM
HejpocTaToyHocTd W 10 60 % mpum  TsDKEIOW W TEpMUHAIBHOW CTaJuM IOYEYHOMH
HEJ0CTAaTOYHOCTH, TpeOyIoleil reMoinanu3a, o CPaBHEHUIO CO 3/I0POBBIMU MAlUEHTAMH, B TO
BpeMsi Kak Cmax He u3Mensiercd. Jlakocamua 3¢¢exkTuBHO yaansercs W3 IUIa3Mbl MpU
remoauanuze. B Teduenwe 4 wyacoB mpouenypbl TreMoAHAN3a IUIOMIAAb TMOJ KPHUBOM
«KOHIICHTpAIHI-BpeMs» CHUkaetrcs npubiu3utenbHo Ha 50 %. IlosTomy mocie mpouemaypsl
reMoIMalin3a PEKOMEHAYETCS NPUHATHE AOTIOIHUTEIBHONW J103bl. Y MAlMEHTOB C YMEPEHHOU U
TSKEJION MOYEeYHONW HEOCTaTOYHOCTHIO BblAeNneHue O-ae3MeTHIMETab0InTa YBETUYUBAIOCh B
HECKOJIBKO pPa3. Y NAlMEHTOB C TEPMUHAIBHOM CTAJUEH ITOYEUHON HEIOCTATOYHOCTH IPHU
OTCYTCTBUHM TE€MOJMANN3a ypPOBHU OBUIM YBEIUYCHBI M HEMPEPBIBHO BO3pAcTald B TEUYCHUE
24-gacoBoro HaOmoaeHus. Jl0 KOHIIAa HE HM3Y4YEHO, MOXKET JIM TIOBBIIICHHOE BBIICIICHUE
MeTabonuTa y MalrdeHTOB ¢ TEPMUHAIBHOM CTafuel Mo4eyHOW HeJ0CTaTOYHOCTU MPUBOIUTH K
YBEJIMYEHHUIO YuClia MOO0YHBIX 3((HEeKTOB, HO ObUIO MOATBEPXKIEHO, YTO (hapMaKOIOTHIECKOM
AKTUBHOCTBIO O-1e3MeTUIMETA00IUT HE 00IaIaeT.

lleuenounas nedocmamoyrnocmo

Y nanmueHToB C yMEpPEHHOW IEUEHOYHOW HEAOCTATOYHOCTHIO HAOJIOMATNCh TOBBIIIEHHBIE
KOHIICHTPALUH JJakocaMu/a B miasme kpoBH (mpudmusurensHo 50 % 6ombine AUCuopw). OnHoil
U3 TPUYUH TIOBBIIICHHONW SKCIO3UIUK OBUIO CHIDKCHHE (YHKIMHM TOYEK Y TMAIMEHTOB,
IMPUHUMABIINX y4dacTue B ucciaeaoBaHusax. CHUKEHNE HEMOYEUYHOIO KIIMPEHCA y MAIllMEeHTOB U3
uccieoBanusl oneHnBanoch kak ypenndueHue AUC makocamuaa Ha 20 %. Y mamueHToB C
TSDKEJION TIeUeHOYHOM HeIOCTaTOYHOCThIO (hapMaKOKMHETHKA HE N3Yydallach.

THoowcunvie (cmapuie 65 n1em)

B uccnenoBanmsx npuHHMao ydyacthe 4 manueHta oboux moioB crapiie 75 ner. AUC Obuto
yBenuueHo Ha 0koio 30 % y MyxumH ¥ 50 % y JKEHIIMH MO CPaBHEHUIO C MOJIOJABIMHU
narueHTaMu. YacTUYHO 3TO OOBSICHSAETCS CHIKEHHOUM Maccoid Tena, 26 % y myxuuH u 23 % y

KCHIIIMH OT HOpMa.HBHOI\/'I maccel Tena. Takxke Ha6m0;[an00£, YBCIIMUCHHOC BBIACJICHUC
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JakocaMuja. B wcciienoBaHUSX y TOXKHIIBIX SOJILHL&'-{T%%;CII%;F? %Eﬁéﬁ'&"ﬁ%ﬁ&a&&&@ BLIT

YMCHBIIICH HC3HAYUTCIIBHO.

JIeT’ ¥ OAPOCTKH

dapMaKOKMHETHYECKUH MPpOodUiIs JlaKocaMHJla y JeTed M TOAPOCTKOB OBLI OMNpeneseH ¢
MOMOUIbIO MOMYJISIIIMOHHOTO (PapMaKOKMHETUYECKOTO aHaM3a C UCHOJIb30BaHUEM pPE3YJIbTaTOB
OT/IENIbHBIX ONpPEEICHUI KOHLIEHTpAllui BellecTBa B ma3me, noinyyeHHbix B KU y 414 nereit ¢
snuiencuerl B Bo3pacte oT 6 wmecsueB a0 17 ner. Jlakocamupa Ha3Hayaiau B J03ax
ot 2 no 17,8 Mr/kr/cyT nBa pasza B JeHb. MakcuMaibHas 103a Uil AeTeil ¢ Maccoi Tena S50 Kr u
BhITIe coctaBisia 600 mMr/cyT. TUMUYHBINA IIa3MEHHBIN KIUpeHC ObuT paBed 1,04 11/4, 1,32 n/a u
1,86 n/a y nmereir ¢ maccoii tena 20 kr, 30 kr u 50 kr, coorBeTcTBeHHO. Jljisi CpaBHEHUS,
IUTa3MEHHBIN KIIMPEHC y B3POCIbIX ¢ Maccoi Tena 70 kr coctanmsn 1,92 n/q.

[TommynsimoHHbIl (papMaKOKMHETUYECKUI aHadN3 C MCMOJIb30BaHHEM (HapMaKOKMHETHYECKUX
00pastoB npu HeOoIbIOM 00bEMe BbIOOpKU U3 uccienoBanus [1I'TKII mokazan aHamoruunyo

skcno3uuio y nauueHTos ¢ I[II'TKII u y manueHToB ¢ naprualbHBIMU IPUCTYTIAMHU.

6. PAPMAIEBTHYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Jlakocamu, 50 Mr, Ta0IeTKH, DOKPBITHIE JIEHOYHOU 000JI0UYKONI

Bcnomocamenvusie gewgecmesa (10po)

['unposno3za HU3KO3aMeneHHast (THIPOKCUIIPONIIILEIITI0N03a HU3KO3aMeIIeHHAs )
[enmromn03a MUKPOKpUCTAILITNYECKAS

Kpemuust auokcua KOJTOUAHBIN (a3pOCKi)
Kpocnosugon

Maruus creapat

['unposo3a (ruapOKCUITPOTTUIIIIEIUIION03)
Inenoynas obonouxa (nypnypuas)

CrnupT MOMMBUHUIOBBIA YACTUYHO THAPOIN30BAHHBIH
Tanbk

Makporon

Turana quokcun (E171)

Kpacurens xene3a okeup kpacusiit (E172)
Kpacurens xene3a oxkcup uepHsiii (E172)

Kpacurens nnauro kapmua FD&C cunuii 2 (E132)
Jletutun (E322)

Jlakocamu, 100 mr, TaGJIE€TKH, ITOKPBITHIE INIEHOYHON 000JIOYKOM
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Bcnomocamenvhvie sewgecmaa (0po)

lNumposno3a HU3KO3aMeneHHas (THAPOKCUTIPONUIIIICIUTIONI03a HU3KO3aMeIleHHAs )
[emmtono3a MUKPOKpUCTAILTHYECKAs

KpeMuust nTMOKCHI KOJIJIOUTHBIHN (a3pOCHIT)
Kpocnosuaon

Marnus creapat

['unposnoza (ruApOKCUITPONTMIILIEIITION03a)
IInenounas obonouxa (dHcermasi)

CnupT NOJMBUHWIOBBIM YaCTHYHO THPOJIM30BAHHBIN
Tanpk

Maxkporoa

Turtana auokcun (E171)

Kpacurens xene3a oxcup sxentoiil (E172)

Jletutun (E322)

Jlakocamu, 150 mr, TaGJIETKH, TOKPBITHIE INIEHOYHON 000JI0OYKOM

Bcnomocamenvhvie sewgecmasa (0po)

['unposno3za HU3KO3aMeneHHas! (THIPOKCUIIPONIIILEIITI0N03a HU3KO3aMeIIeHHAs )
[emmono3a MUKPOKpUCTAILTHYECKAs

KpeMHuus quiokcu 1 KOJUTOUTHBINA (adPOCHIT)
Kpocnosugon

Maruus creapat

I'unposoza (ruApOKCUITPONTHIILIEIITION03a)
Inenounas obonouka (3010mucmasi)

CrnupT NOJIMBUHWIOBBIM YaCTUYHO THPOJIM30BAHHBIN
Tanbk

Makporoa

Turana auokcun (E171)

Kpacurens xene3a oxcup sxentoiil (E172)

Kpacurens xene3a oxkcuy kpacHsbiil (E172)
Kpacurens xene3za okcun uepusiit (E172)

Jletutun (E322)

Jlakocamur, 200 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0OYKOH

Bcnomocamenvhvie sewgecmaa (0po)
lNumposno3a HU3KO3aMmeneHHas (THAPOKCUTIPONTUIIIICIUTION03a HU3KO3aMeIleHHAs )

emntono3a MUKpOKpUCTaIIINYECKast
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KpeMHust TMOKCHT KOJIJIOUTHBIHN (a3pOCHIT)

KpocnoBugon

Marnus creapat

['unposo3a (ruapOKCUITPOTTUIIIIEIUIION03)

IInenounas obonouxa (6enas)

CrnupT MONMBUHUIIOBBIA YACTUYHO THAPOIN30BAHHBIH

Tanpk

Makporon

Turtana auokcun (E171)

Jletutun (E322)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHus )

3 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpauuTth nipu temneparype arxe 30 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIAKOBKHU

[To 14 TabneTok, MOKPHITHIX MIIEHOYHOU 0001049k (11t mo3upoBku 50 mr, 100 mr, 150 mr) wnun
10 TabneTok, MOKPBITHIX IUICHOYHOH oOosioukor (mns mo3upoBku 200 Mr) B KOHTYpPHYIO
SYCHKOBYIO YIMAKOBKY W3 IJICHKH MOJMBUHWIXJIOPUIAHONH M (OJBIU aJIOMHUHHUEBOHM MEYaTHOM
JTAKUPOBAHHOM.

[To 14 wim 56 TabNeTOK, TMOKPHITHIX IUICHOYHOW O00O0JO0YKOW B OaHKy TMOJUMEPHYIO U3
MOJIMATUIICEHA HU3KOTO JABIICHUS C KPBIIIKOW HABUHYMBAEMOW C KOHTPOJIEM MEPBOTO BCKPBITHUS
(nnn 6e3 Hero) U3 MOJMATUIIEHA HU3KOTO MJIM BHICOKOTO JTABJICHUS WJIM KPBIIIKOW HaTATMBaeMON
C KOHTpPOJIEM MEPBOTO BCKPBITUs (Wi O€3 HEro) W3 MOJMITUICHA HU3KOTO WM BBICOKOTO
JABJICHUSI U aMOPTU3aTOpoM (Wn 6e3 Hero) win B 0aHKy MOJIMMEPHYIO U3 MOJUIIPONUIICHA UK
MOJIMATUIIEHA HU3KOTO WJIM BBICOKOTO JABJICHMSI, UJIM CMECH IOJMATUIIEHA BBICOKOTO, HU3KOIO
JABJICHUSI U TIOJIUIIPOIIMJICHA C KPBIIIKOW HATSITUBAEMOW ¢ KOHTPOJIEM MEPBOTO BCKPBITUS (WK
0e3 Hero) M3 MOJUATHIIEHA BBHICOKOTO JABJICHMSI WM CMECH MOJMAITUIIEHA BBICOKOTO, HU3KOTO
JABJICHUSI U TMOJIUIIPONUJICHA U aMOPTU3aTOpOoM (uiiu 6e3 Hero), Wik B 0aHKY IUIACTUKOBYIO U3
MOJIMATUIIEHA HU3KOTO WU BBICOKOTO JABJICHUS, WIH TIPOMUICHA M KPBIIIKOW 6aphepHOTO THIIA
3anupaHusl ¢ KOHTPOJIEM MEpPBOTO BCKPHITUS (MU O€3 HEero) W3 MOJIMATHIEHAa HHU3KOTro WU
BBICOKOT'O JaBJICHUS, VI MIPOIUIICHA.

Ha 6aHKYM HaKIEUBAIOT 3TUKETKH CAMOKJICSIIIUECS.

Kaxmyto 6anky mnu 1, 4 KOHTYpHBIX SYEHMKOBBIX yMakoBOK (st mo3upoBku 50 mr, 100 wmr,

150 Mr), 5 KOHTYpPHBIX SYEHKOBBIX YMakKoBOK (st mo3upoBku 200 MT) BMECTe C JIMCTKOM-
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BKJIaJIbIIIEM TTIOMEIIAIOT B MAYKy U3 KapTOHA Ul OTPe BN TEh RO TAPBIMAPKIC XPOMOBSH Mt

XPOM-3p3all WU KapTOHA XPOM-3p3all MaKyJIaTypHOTO.
He Bce BapuaHThI yIIakOBOK MOTYT HaXOJUTHLCS B 000pOTE.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUs:
JIEKAPCTBEHHOTI'0 Mpenapara u Apyrue MaHUMYJIALIMHU ¢ PenapaTomM

Hert oco0b1x TpeOoBaHMI K yTUIH3AIUH.

7. AEPKATEJIb PETUCTPAIHIMUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

OAO «IAJIBXUM®DAPM»

680001, XabapoBckuii kpaii, r. XabapoBck, yi. TamkeHTckas, 1. 22
Tenedon/dakc: +7 (4212) 53-91-86

Anpec anexrponnoii moutsl: dhf@dhf.khv.ru

7.1. IlpeacTaBuTeNb AEPsKATE/SI PETHCTPALMOHHOIO YI0CTOBEPEeHHA

[Iperen3un noTpeOUTENEN HAIPABIIIATH 110 aJPECY:

Poccuiickas @enepanus

OAO «IAJIBXUM®DAPM»

680001, XabapoBckuii kpaif, T. XabapoBck, yi. TamkenTckas, 1. 22
Tenedon: +7 (4212) 53-91-86

Anpec snexktponnoit moutsl: dhf@dhf.khv.ru

8. HOMEP PEIT'HCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. TATA TEPBUYHOH PETMCTPAIIMM (IIOJABEPXJIEHWS PETMCTPAILIMU,
INEPEPETUCTPAIIN)

JlaTa niepBo perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OOmast ~ XapakTepuCTHKa  JIeKapCTBEHHOro  mpemapara Jlakocamuja — JOCTymHa — Ha
UHPOPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMUYECKOTO coo3a B HWH(POPMAIMOHHO-

KOMMYHUKaImoHHou cetn «uTepHeT» https://eec.eaeunion.org/
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