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COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

1. HAUMEHOBAHHE JIEKAPCTBEHHOI'O IIPEITAPATA
Jlakocamu-Aiillu, 50 Mr, TabaeTKH, MOKPHITHIC TUICHOYHOH 000JI0YKOIA.
Jlakocamu-Aiillu, 100 mr, TaGIETKHU, MOKPHITHIEC MJICHOYHOU 000JIOYKOM.
Jlakocamup-Aiillu, 150 mr, TaGIETKH, MOKPHITHIC MJICHOYHOU 000JIOYKOM.

Jlakocamu-Aiillu, 200 mMr, TaONIETKH, TOKPBITHIE TUICHOYHOW 000JIOYKOM.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB
JlelicTByroliee BEMIECTBO: JIAKOCAMU/I.

Jlakocamu-Allu, 50 Mr, TabJIETKU, HOKPBITHIE IVIEHOYHOH 000JI0YKON

Kaxknas TabGieTka, mOKphITas INIEHOYHOM 000J109K0i, coaepkut 50 Mr makocamua.

Jlakocamui-Aiillu, 100 Mr, TaOJIEeTKH, DOKPBITHIE [TIEHOYHOU 000JI0UYKOM

Kaxnas Tabnerka, moKpsITas MICHOYHON 0001109K0i, conepxut 100 Mr makocamua.

Jlakocamun-Aillu, 150 mr, TabneTKku, DOKPHITHIE [JIEHOYHOU 000JI04YKOM

Kaxknas TabieTka, moKphITas INIEHOYHOUW 000J109KOM, coaepkuT 150 Mr makocamua.

Jlakocamu-Allu, 200 Mr, TaOJIETKH, HOKPBITHIE IIEHOYHONW 000I0YKON

Kaxnas Tabnerka, mOKpbITas MICHOYHON 0001109K0i, conepxut 200 Mr Jakocamua.

[TonHbIi TepeYeHs BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE MJIEHOYHON 000T0UKOMH.

Jlakocamun-Atillu, 50 mr, Ta0NETKHU, HOKPBITHIE IITIEHOYHOU 000JI0UYKOM

Kpyrmbie 1BOSKOBBIYKIIbIE TaOIETKH, TOKPHITHIE MIEHOYHOW 000JI04KOM O€TI0ro MM MOYTH
6enoro nBera. Sapo TabaeTku 6€TOro UM MOYTH OENOTOo IBETA.

Jlakocamun-Atillu, 100 mr, TabOJIeTKH, HOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kpyrisle TBOSKOBBITYKIIbIC TAOJIETKH, TIOKPHITHIE INICHOYHOW 000JIOYKON 0eJI0ro WIIH TTOYTH
6enoro npera. Sapo TabneTku 6€TOro UM MOYTH OENIOTOo IBETA.

Jlakocamun-Aillu, 150 Mr, Ta0ieTKH, DOKPBITHIE [IIEHOYHOU 000JI0YKOM

Kpyriibie 1BOSKOBBIMYKIIbIE TaOJETKH, TOKPHITHIE TUICHOYHOW 000J0UKOM OEJIOT0 WIIH MOYTH
Oenoro 1Bera. SAapo TabmeTku 6eI0To WK MoYTH 0eIoTo IBeTa.

Jlakocamu-Aillu, 200 Mr, Ta0JIEeTKH, DOKPBITHIE [IIEHOYHOU 000JI0UYKOM

prr JIBIC NBOSAKOBBIITYKIJIBIC Ta6J'ICTI(I/I, IMOKPLITBIC IIJICHOYHOH 000J104KO0#i 0€lI0oro Wiy MO4YTH

6enoro 1Bera. SAapo TabmeTku 6eI0ro WK MoYTH 0eIoTo IBeTa.
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4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NIPUMEHEHHIO

Jlakocamu-Aillu moka3aH K MpUMEHEHHUIO Y B3POCIIBIX, MOJPOCTKOB | JIETEeH B Bo3pacTte oT 4
JIET ¢ SIUJIETNICHE B KaueCTBE MOHOTEpANuU WM JTOMOJHUTEIBbHOM Teparuu MaplualbHbIX
CYJIOPO’KHBIX IPHUCTYIOB, COINPOBOXAAIOIIMXCS WU HE CONPOBOXKAAIOIIUXCS BTOPUYHOMN
reHepanu3anuei.

[Ipenapar Jlakocamua-Aillu mokazaH K MPUMEHEHUIO B KAYECTBE JOMOJIHUTEILHON TEparuu
MEPBUYHO-TEHEPATU30BAHHBIX TOHUKO-KJIIOHUYECKUX MPUCTYNOB Y B3POCIBIX, OJPOCTKOB U
JIETeH B BO3pacTe OT 4 JIET ¢ UANONATUUECKON Ir'eHEPATN30BaHHON SIMIIETICUEN.

4.2 PexxuM 103MPOBAHHUS U CNIOCOO NPUMEHEHU

Pexxum 103UpOoBaHUS

[Tpu mporrycke A03bI MAIMEHT JAO0DKEH ObITh TPOMHCTPYKTUPOBAH O TOM, YTO MPOIYIICHHYIO
703y CIIEAyeT NPHUHATh KaK MOXHO CKOpee, W 3aTeM CO CICIAYIOMICH 03Bl JaKocamMua
BO300HOBHUTH OOBIYHBIN PEXUM J03UpOoBanHus. ECiy ManueHT 3aMeTHII OM03/1aHue HE PaHBbIIIE,
geM 3a 6 9acoB J0 MpHeMa CIEAYIOMIEeH T03bI, €My CIEeQYeT NMPHUHSITH CICAYIOMIYIO 103y
JIAKOCaMUJIa COTJIACHO cXeMe mpueMa. [BoiHy0 103y IPUHUMATh HE CIIeIyeT.

Bspocavie, noopocmku u demu ¢ maccoti mena 50 ke u 6onee

B cnenyromeii Tabnwie mNpUBEISHBI PEKOMEHIyEeMbIe JO3bI JUISI B3POCHBIX, a TaKXKe

MOJIPOCTKOB U AeTel ¢ Maccoil Tena 50 kr u 6oree.

Momnoreparnus JlononHuTenpHasA
Tepanus
Havansnas nosa 100 mr/cytku umu 200 100 mr/cyTku
MI/CYTKH
Pa3oBas Hacrwlmaromias 200 mr 200 mr
no03a (ecm
MIPUMEHHUMO)
TurpoBanue 50 mr nBa pasa B aeHb (100 | 50 mr nBa pasa B 1eHb
(mosTanHoe mr/cytkn) ¢ uHTepBamamu B | (100  wmr/cytku) ¢
YBEJIMYEHUE J103b1) HEZeIo MHTEpBaJlaMU B
HEJIENI0
MakcumanbHas 10 600 mr/cyTku 10 400 mr/cyTku
peKoMeHayemas J103a




COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.03.2025 Nz 7441
(nocn Eq.:: BATENEHOCTE 0002)

Monomepanus (npu n1eyeHuu NapyYUuaIbHbIX CyOOPOUCHBLX-NPUCTIVIOR

PekoMennyemast HadanpHas 103a coctaBiseT SO Mr 1Ba pasa B JeHb, KOTOpas JOJKHA OBITh
YBEJIMYEHA /10 Ha4YaJIbHOM TepaneBTUuueckoi 10361 100 Mr aBa pa3a B A€Hb 110 UCTEUECHHUH | -0i
HEJIEINH.

JleueHue nakocamMHMJIOM MOXKET OBbITh Takke Hadato ¢ 1o3bl 100 mMr gBa pa3a B J€Hb Ha
OCHOBAHUU OIEHKU Bpada HEOOXOAMMOTO CHIDKECHHUS CYIOPOKHON aKTHBHOCTH TI0 CPABHEHHIO
C pPUCKOM TIOOOYHBIX 3P HEKTOB.

B 3aBHCHMOCTH OT OTBETa U IEPEHOCUMOCTH, MOICP>KUBAIOIIAS 032 MOKET ObITh yBEJINYEHA
Ha 100 mr B cytku (mo 50 Mr gBa pasa B JIeHb) C MHTEpBaJaMU B HEJEIIO, BIUIOTH [0
MaKCHMaJIbHOW CYTOUHOM mojjepKuBaroleil pekomenryemon 1036l 600 Mr B cytku (1o 300
MT JIBa pa3a B JICHb).

Ecin npu noctmxkeHun n03upoBKM cBbimie 400 Mr B CyTKM y NAlMEHTa COXpaHsAETCA
HEOOXOOUMOCTh B MpUEME JOMOJTHHUTEIBHBIX MPOTUBOAMIICIITUYECKUX IPENnaparos,
HEOOXOJUMO CIIEJIOBATh PEXUMY JIO3UPOBAHUS, MPEAYCMOTPEHHOMY JUISI JOMOJHHUTEIHHON
Tepanuu (CM. HUXKe).

Jononnumenvnas mepanus (npu JledeHuU NAPYUAIbHLIX CYOOPONUCHLIX UNU NEePEUUHO-
2eHepanu308aHHbIX MOHUKO-KIOHUYECKUX NPUCMYNO8)

Pexomennyemas HauanbHas 103a cocraBiseT 50 Mr J1Ba pas3a B JieHb, KOTOpasi AOJKHA ObITh
yBeJIMYeHa /10 Ha4aJIbHOW TeparneBTuueckoi 1036l 100 Mr aBa pasza B J€Hb 1O UCTEUEHUHU | -0i
HEJIENH.

B 3aBucuMocTH OT 0TBeTa M MEPEHOCUMOCTH, 032 MOKET ObITh yBenuueHa Ha 100 Mr B cyTKu
(mo 50 mr gBa pasa B JIeHb) C MHTEpBAJIAMH B HEJIEJIO, BILIOTH JI0 MAKCUMAJIbHON CYyTOYHOM
Mo/IepKUBAOIIeH pekoMmeHayeMoit 10361 400 Mr B cyTku (200 Mr 1Ba pas3a B JIeHB).

Hauano neuenus naxocamuoom c nacvliuyaroweti 003vl (HA4AIbHASL MOHOMEPANUsl UlU Nepexo0
Ha MOHOMePAanur npu 1edeHun NapyuUaIbHbIX CyO0POHCHBIX NPUCIYNOS UlU OONOTHUMENbHAS
mepanus npu Jle4eHuu NepeUtHO-2eHePaIu308aHHbIX MOHUKO-KIOHUYECKUX C)YO0pO2)

Jleyenne J1akocaMHIOM, KaK MOHOTEpAINusi, TaK W JOTOJHUTEIbHAS Tepamusi, MOXKET ObITh
TaK)Ke€ Ha4yaTo ¢ pa3oBoM Hachlmaromei 10361 200 Mr, ¢ nocieayoomum HazHauyeHueM 100 mr
nBa paza B AeHb (200 Mr B CyTKHM) TOJACPKHUBAIOMIETO PEXHMAa TO3UPOBAHUS CITYCTS
MPUOM3UTENHHO 12 9acoB MocIie mprueMa HachIaroIien 10361, [locieayromas KoppeKTHpOBKa
JI03bI JIOJKHA MIPOBOJAUTHCS B COOTBETCTBUH C MHANBHUYAJIbHBIM OTBETOM M TTEPEHOCHMOCTHIO,
Kak omucaHo BbllIe. Hacklmaromas 103a MOXKET NPUMEHSATHCS Y MAlMEHTOB B CUTYalUsX,
KOT'/Ia Bpay OMpEJENsieT, 9TO OBICTPOE TOCTHKEHHE PAaBHOBECHOW KOHIICHTPAIMH B TUIa3Me U
TepaneBTUUeCKuil 3(PexT Moryt ObITh oOecmedeHbl. DTO JOHKHO MPUMEHSATHCS IO

MCIUIIUHCKUM KOHTPOJIEM, YUYHUTBIBAsA BO3MOXHOC YBCIMYCHHUEC 4YHCIA HEKCIATCIbHBIX
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peaKuuii CO CTOPOHBI LUEHTPAJIbHOW HEPBHOM cHCteMbLHazHaYeHNE HACKIIAIIEN TO3bL HE
M3Yy4asoch IPU OCTPHIX COCTOSIHUAX, TAKUX KaK JIUJIENTUYECKUN CTaTyC.

IIpexpawenue mepanuu

B cooTBeTcTBUM € TeKyIEl KIMHUYECKON TPAKTUKOM, B CIIy4ae €ClIM JJAKOCaMUJ 10JIKEH ObITh
OTMEHEH, OTMEHY PEKOMEHIyETCs IPOBOAMUTDH IOCTENIEHHO, CHIKAst 103y Ha 200 M B HEZIEIO.
B ciydasx pa3BUTHS TSDKENOM CEpIEYHOM apUTMUM HEOOXOJUMO TPOBECTH aHAIHU3
I10JIb3a/PUCK U, IPH HEOOXOAUMOCTH, IPEKPATUTH ITPUEM JIAKOCAMU/IA.

Oco0Oble I'PYHIIBI TAIIMCHTOB

Tayuenmul noscunoeo 6ospacma (cmapuie 65 n1em)

[ToXXHUITBIM JIFOISIM CHIDKEHUE JI03BI HE TPeOyeTCs. Y MOKUIIBIX JTIOJCH HEOOXOANMO YIHTHIBATh
BO3MOYXHOCTh BO3PACTHOTO CHMKEHHS MOYEYHOTO KIIMPEHCA W, KaK CJeICTBUE, MOBBIIICHUS
KOHIIEHTPALMH JIAKOCaMH/Ia B I1a3Me KpoBH. J[aHHBIE 0 MPUMEHEHUH JIAKOCAMUA Y TTOKUITBIX
MAIMEHTOB C AMIIIeNcueli, oco0eHHO B 103upoBke Oonee 400 Mr B CyTKH, OTpaHHUYEHBI (CM.
pasnens 4.4.,4.8.,5.1.).

Tayuenmoi ¢ Hapywenuem yHKYuU no4ex

B3pocibiM manueHTamM M JIeTAM C JIETKMM M YMEPEHHBIM HapyIlIeHHeM (QYHKIHHU TMOYeK
(xnupeHc kpeatuHrHa > 30 MJI/MHUH) KOppeKLus 1036l He Tpedyercs. Jlersam ¢ maccoit Tena 50
Kr U OoJiee, a TaKKe B3POCIIBIM MAIIMEHTaM C JISTKUM U YMEPCHHBIM HapylIeHueM (yHKIIUU
MOYEeK BO3MOXKHO Ha3HAau€HWe HachIaroniei 10361 200 Mr, HO JaibHEHIIIee TUTPOBAHUE JTO3bI
(> 200 Mr B cyTKH) JOHKHO MPOBOAUTHCSA C OCTOPOKHOCTHIO. Y nieTeit ¢ Maccoii Tena 50 kr u
0oJ1ee ¥ B3pOCIBIX MAIUEHTOB C TSKEIOH MOUYEYHON HeTOCTATOUHOCTHIO (KJIMPEHC KpeaTHHIUHA
< 30 Mi/MUH), W TAMEHTOB C TEPMUHAJIBHON CTaguedl IOYEUHOM HEJO0CTATOYHOCTH
PEKOMEHIOBaHHAss MaKCHUMallbHas 11032 cocTaBisieT 250 Mr B CyTKH. Y OSTHUX NaIlMEHTOB
TUTPOBAHUE J03bl JIOJDKHO MPOBOJUTHCA C OCTOPOXKHOCTHIO. EciiM MOKa3aHO Ha3HAYeHUE
HaCBIIIAIOIIEeH 103bl, HaYaIbHas 103a coctapisieT 100 Mr ¢ mocneayonum HazHadyeHueM 50 Mr
JIBa pas3a B JIeHb B TEUCHHE MEPBOI Henenu. Y aeTei ¢ Mmaccoil Tena MeHee S0 KT U TsKeIon
MOYEYHONH HEIOCTATOYHOCTHIO (KIUpeHc KpearnHuHa < 30 MJI/MUH) WIH TEpMHUHAIbHON
CTaJuell MOYeuHOM HEAOCTaTOUHOCTU PEKOMEHAYETCs CHUKEHUE MAKCUMAJIbHOM J103bI Ha 25
%.

Bcewm nanmenTaM, HaXoASIIIIMMCS Ha TEMOIHAIINA3E, PEKOMEHTYETCs IOTTOJIHUTEIEHO Ha3HAYHTh
1m0 50 % pa3oBoil O3Bl cpa3y IMOCJIE€ OKOHYAHUS TMPOIEAyphl. JledeHne MaueHToB C

TCpMHHaHBHOﬁ cTaguell moYeuyHol HeI0CTaTOYHOCTH CJICOAYCT IMPOBOAUTL C OCTOPOKHOCTBIO,
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TaK Kak KJIMHUYECKHUM OMNBIT MPUMEHEHHS Mpendpara.y TaKuX. I IIGHTOR . HeOOALIOM, 1
BO3MOKHO HaKOIIJICHHE META00IUTa C HEYTOUHEHHOH (PapMaKoJIOrHUECKOW aKTUBHOCTBIO.
Tlayuenmol ¢ Hapywenuem QyuKyuu nevenu
VY B3pocCibIX MAaMEHTOB M AeTel ¢ Maccoi Tena 50 Kr m Oojee ¢ JErKUM M YMEPEHHBIM
HapylieHrneM (pyHKIIUY TIeYeHN MaKkcuMaibHas 103a cocraiseT 300 MT B CyTKH.
TutpoBaTh 103y TaKUM MalMEHTaM CIEAYET C OCTOPOXKHOCTBIO, YUUTHIBAsl, YTO HAPYLICHUIO
(GYHKIIUY TIEYEHU YacTO COMYTCTBYeT HapyuieHue GyHKIuu nouyek. [logpocTkam u B3pocCiibiM
¢ Mmaccod Teima S50 kr u Oojee BO3MOJKHO HasHadeHHe Hachlmaromeir mo3el 200 Mr, HO
nanbHelmee TUTpoBaHue 103bl (> 200 Mr B CyTKH) PEKOMEHIYETCs MPOBOJIUTH C
OCTOPO’KHOCTBIO.
Ha ocHOoBaHMU JaHHBIX B3POCIBIX MALIUEHTOB, Y OJIPOCTKOB U AETEH C JIETKUM U YMEPEHHBIM
HapyluieHneM (QYHKIUU Te4eHH C Maccoil Tena MeHee 50 Kr HEOOXOAMMO CHIKEHUE
MaKCUMAaJILHOM 1035l Ha 25 %.
®apMaKOKHHETHKA JAKOCAMUA Y MAIMEHTOB C TSHKEJIOW NMEYEHOYHOM HETOCTAaTOYHOCThIO HE
n3yuanach (cM. paszzuen 5.2.).
JlakocaMu] crienyeT Ha3HayaTh B3pPOCIBIM MMAlMEHTaM, a TAKXKE MOJAPOCTKAM U JIETAM C
TSDKEIION IEYEeHOYHOM HE0CTaTOYHOCThIO TOJIBKO TOI' /I, KOTJa OKUJlaeMasl TepareBTHIecKas
10JIb3a IpernapaTa MpEeBBILIAET BEPOATHBIE PUCKHU IPHU ero npueMe. Moxker norpedoBaThCs
KOPPEKTUPOBKA J03bl C yYETOM AaKTMBHOCTH 3a00JI€BaHUS U TMOSIBICHUS IMOTEHIIMAJIbHBIX
1000YHBIX 3((HEKTOB y MalUEHTA.

eTu
Bpau nomkeH HazHauuTh HauOosiee MOAXOIALIYIO JIEKAPCTBEHHYIO (OpMY M JI03UPOBKY B
3aBHCHMOCTH OT MaccChl TeJla MallieHTa U PEKOMEHIYEMOI J103bI.
Iloopocmxu u oemu ¢ maccoti mena 50 ke u 6onee
VY noapoctkoB M nerei ¢ maccoi Tena 50 kr m Oosiee NMPUMEHSETCSl TAKOM ke pexuM
JO3UPOBAHUS, KaK y B3POCIIbIX MMAIUEHTOB (CM. BBILIE).
Jlemu cmapuwe 4 niem u noopocmku ¢ maccou mena meuee 50 ke
Jlo3a omnpenenseTcss Ha OCHOBaHUU Macchl Tena. [1oaToMy pekoMeHIyeTcsl HaunHaTh JIE€UEHUE
C pacTBOpa JJisl IpreMa BHYTpb, a 3aTEM MEePEXOAUTh Ha TaOIETKH (10 KEIaHUI0).
Monomepanus (npu neueHuu napyuarbHbixX CyOOPOHCHBIX NPUCHLYNOB)
PexoMenyemasi HauanbHasi 103a COCTaBISIET 2 MI/KI/CyTKH, KOTOpasi TOJIKHA OBITh YBEIHUEHA
710 HAYAJIbHOM TepaneBTHYECKON J03bI 4 MI/KI/CYTKHU IO UCTEUEHUH MEPBON HEJIeIH.
B 3aBucMMOCTH OT OTBeTa M MEPEHOCUMOCTH JICUEHUS, MTOJIEPKUBAIOIIAst 032 MOXKET OBbITh
yBeJIMUYEHA elle Ha 2 MI/KI/CyTKH ¢ UHTepBajamMHu B Hejaemto. Jlo3y cienyeT MOBBIIATh

MOCTENEHHO 10 MOJYy4YeHUsT ONTUMAJIBHOrO OTBeTa. Y nereil ¢ maccoud Tena meHee 40 kr
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JECTCU.C MACCOM.TCIIA. OT

MaKCHMaJbHas pEKOMEH/I0BaHHAs J103a COCTaBIISIE
40 xr no 50 Kr MakcUMalbHasi pEeKOMEHI0BaHHast 103a cocTaBiseT 10 MI/Kr/cyTKu.
B cnenyromeit Tabauiie npuBeieHbl pEKOMEHIYEMbIe J103bl IPU MPOBEJCHUN MOHOTEpPAINH Y

JIETEe U MOJIPOCTKOB C Maccou Tena Menee 50 Kr.

HavaneHas no3a 2 MI/KT/CyTKH
PasoBas HachIILaroIas 103a He pexomennyercs
TutpoBanue (MO3TAHOE MOBBILIEHUE JO3bI) 2 MI/KT/CyTKH C

HWHTCpBaJIaMU B HCACIIIO

MaxkcruMaibHas peKOMeHAyeMasi 1032 y MalueHTOB C 1o 12 Mr/kr/cyTku

Maccoi tena MmeHee 40 kr

MakcumanbHas peKOMEHyeMas J103a y MAlUEHTOB C 10 10 Mr/kr/cyTkm

Maccoi Tena ot 40 kr 1o 50 kr

Jlononnumenvnas mepanus (npu JleYeHUU NAPYUATILHLIX CYOOPONCHLIX UIU NEPBUYHO-
2EHEePANU308AHHBIX MOHUKO-KIOHUYECKUX NPUCIYNO8)

PexoMenayeMasi HauanbHas 1032 COCTABISICT 2 MI/KI/CYTKH, C TOCIEIYIONINM YBEIHUYCHUEM
JI0 HAYalIbHOM TepamneBTHYECKOH 103blI 4 MI/KI/CYTKU MO UCTEYCHUU TIEPBOU HEAEIH.

B 3aBHCHMOCTH OT OTBETa M MEPEHOCHMOCTH JICUCHUS, TIOICPKUBAIOIIAS ]03a MOXKET OBITh
yBeIMUCHA elle Ha 2 MI/KT/CYTKH C WHTepBaJlaMd B Henemo. {03y ciemyeT TOBBIIIATh
MOCTETIEHHO 0 TMOJY4YeHUs ONTUMAIbHOTO OTBeTa. Y JeTed ¢ Maccoil Tena menee 20 Kr
BCJeCTBUE OoJiee BBICOKOTO KIMPEHCa IO CPaBHEHHUIO CO B3POCIBIMU TMAllMEHTaMH,
MaKCUMaJbHasl peKOMEHI0BaHHAS /1032 COCTABIISICT 0 12 MI/Kr/cyTKH. Y neTei ¢ Maccou Tena
ot 20 xr 10 meHee 30 Kr, MaKCHMalibHas peKOMEH/I0BaHHAs J03a cocTaBisieT 10 MI/Kr/CyTKH,
a 'y gereit ¢ maccoil Tena ot 30 kr 1o MeHee 50 Kr MakcUMallbHas pPEKOMEHIOBaHHAs J03a
COCTaBJISIET 8 MI/KI/CYTKH, XOTS B OTKPBITHIX UCCIEAOBAHUAX (cM. pa3aensl 5.2. u 4.8.) mo3a B
npenenax 12 Mr/kr/cyTku Obljia Ha3HaUY€HA TOJIBKO HEOOJIBIIOMY YHUCITY JETEH.

B crenyroreii TabauIe mpUBeIeHB PEKOMEH TyEeMbIe JTO3bI TIPH TPOBEACHHUH JTOTOJTHUTSITBHON

TEPANNU y IE€TEN U MOAPOCTKOB ¢ Maccol Tesa meHee 50 Kr.



COOTBETCTBYET 3KCNEFPTHOMY |
'-T’-'.Z.’:-.'_'Z:E N= 7441

JTUETY

C UHTEpBaJIaMHU

l_Iu_n'ﬂE_l""'E O Lidyy™T AERTa g g
T ,|_I.«...d_ O o oo
HauansHas nos3a Mr/k'r CYTKU
He
PasoBas HacelLaromas 103a
[PEKOMEH/TyeTCs
TurpoBaHue (I103TAITHOE MTOBBILLIEHUE J103bI) 2 MI/KT/CyTKH

B HEIEIIO
MakcumanbHasi peKOMEHAyeMas 1032 y HalMeHTOB C Maccou mo 12
rena MeHee 20 kr MT/KI/CyTKH
MaxkcumaibHasg peKOMEHIyeMas J103a y MalieHTOB ¢ MacCOi mo 10
rena oT 20 xr 1o MeHee 30 Kr MT/KT/CYTKH
MakcumanbHasi peKOMEHAyeMast 1032 y TalMeHTOB C MacCou o 8
rena oT 30 xr 1o MeHee 50 kr MT/KT/CYTKH

Hacviwyarowas 0oza

Ha3nauenune Hacplaromend A03bl y A€Ted He u3ydanu. lIpueM Hachlmaromei 1036l He
PEKOMEHIYETCsl Yy TIOJPOCTKOB U JieTel ¢ Maccoil Tena menee 50 Kr.

IIpumenenue y oemeil 6 6o3pacme 0o 4 1em

bezonacHocth 1 3¢ (heKTUBHOCTh JTaKOCaMHIa ¥ JETei B BO3pacTe A0 4 JeT He YCTAaHOBIICHBI.
JlaHHBIE OTCYTCTBYIOT.

[Ipenapar Jlakocamua-Aiillu npotuBonokasan y nere B Bozpacte ot 0 10 4 net (cM. pazaen
4.3)).

Cnoco0 nmpuMeHeHus

BuyTps. CyTounyto 103y A€ST Ha 2 mpreMa — OObIYHO YTPOM U BEYEPOM, BHE 3aBUCUMOCTH

OT IIpHeMa MULIH.

4.3. IIpoTnBonOKa3aHus

— T'unepuyBCTBUTENBHOCTH K JIAKOCAMUAY WIJIM K JIIOOOMY M3 BCIIOMOTaTeIbHbIX BEIIECTB,
IIEPEUUCIICHHBIX B pazzaene 6.1.;

—  arpuoBeHTpHUKyIsipHas O6mokana |l umu 11l crenenny,

—  JETCKHi BO3pacT 110 4 JeT.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH MPH NPUMeEHEeHUH

C 0CTOPOKHOCTBIO

[Ipenapar Jlakocamun-Aiillu cieayer npuHUMATH C OCTOPOKHOCTHIO:
— Y TaIMeHTOB C TSOKENOW MOYEUHOM HEJOCTATOYHOCTHIO (KIUpeHC KpeaTwHWHA <30
MJI/MUH);

- Y NaOME€HTOB C HAPYUICHUEM IPOBOJUMOCTH B aHAMHE3€ UJIN TAXKCIBIMU 3a00JICBaHUSIMHA
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cepAla, TaKue Kak cepJeuHasl HeJOCTaTOYHOCTh U MH(APKT MIOKAPIA B aHAMHE3E,

— y NOXWIBIX NAIIMEHTOB C MOBBIIICHHBIM PUCKOM 3a00JIeBaHU cepala;

B KOMOMHAIMK C [penapaTaMy, KOTOpbIE BbI3bIBAIOT yAJIMHEHHE nHTepBasia PR (cM. pasgen
45.).

CynnuianbHbIe MBICIY M IIOBEJICHNUE

VY  [anueHToB, MOJYYaBIIMX [POTUBOSIMWIECHTHUECKUE MPernaparsl MO0 HECKOJIBKUM
MOKa3aHWsAM, OBUIM OTMEYEHBl CYWIUJAJbHbIE MBICIM M TOBEACHHE. MeTa-aHanu3
PaHIOMU3HUPOBAHHBIX  IUIALE00  KOHTPOJUPYEMBIX  KJIMHHUYECKUX  HMCCIEIOBAHUMN
IPOTUBOAMMWICITUYECKUX IPENapaToB CBUAETEIBCTBYET O HEOOJBIIOM YBEIUYEHUH DPUCKA
BO3HUKHOBEHUS CYUIMJIAIBHBIX MbICIEH M CYyUIMJAIBHOIO IOBeIeHHs. MexaHusMm
MOBBILLIEHUS PUCKA HE SICEH, CYIIECTBYIOLIUE JaHHBIE HE MIO3BOJISIOT OTPULIATh CYIIECTBOBAHUE
TaKoOro pucKa IpH Mpueme jakocamuaa. Takum oOpa3oM, y HAlMEHTOB CIEIyeT MPOBOJIUTH
MOHUTOPHUHI MPU3HAKOB CYMLMIAIBHBIX MBICJIEH W MOBEJICHMs, a TaKXKe paccMaTpUBaTh
BOIPOC COOTBETCTBYIOIIEro JieueHUs. llanueHTsl W numa, yXakuBarollye 3a MalMeHTaMH,
JOJDKHBI OBITh TIPEAYIPEKICHBI O CYIIECTBYIONIEM PUCKE M HEOOXOIMMOCTH KOHCYJIBTALUU Y
CIEIMAJIMCTa B CIIy4yae MOSABJICHUS CYULIUJAIBHOTO TIOBEICHUSI.

CepeyHdblii pUTM U OPOBOANMOCTD

B KIMHMYECKUX UCCIIEIOBAHUSIX JJAKOCAMHU/IA OTICAHO J0303aBUCUMOE YBEIMUEHUE HHTEepBaja
PR. JTakocaMuJ1 clieyeT MCIIOIb30BaTh C OCTOPOKHOCTHIO Y MAIIMEHTOB MPOAPUTMHUICCKIMH
COCTOSTHUSIMU, TAKUMU KaK U3BECTHBIC MTPOOJIEMBI CEPJICTHON MTPOBOIMMOCTH, HIIH TSKEITBIMHU
3a0oNeBaHUsAMU cepana (Hampumep, HWIIEeMHUs WM HHPApPKT MUOKapaa, cepaecyHas
HEJOCTAaTOYHOCTh, CTPYKTYpHBIE 3a00NieBaHUSl CepAlla WM CepAeYHble HaTPUEBbHIE
KAaHAJIONATHN) WM Y TAIWCHTOB, IMOJIyYAIOIINX JICKAPCTBEHHBIC CPEJICTBA, BIIHSIONIAC HA
CEpPIICUHYIO IPOBOIMMOCT, BKJIIOYas AHTHAPUTMUICCKUE CpencTBa 51
MIPOTHUBOAHIICITHYCCKHE JIGKAPCTBEHHBIC CPEACTBA W3 TPYIIBI OJIOKATOPOB HATPHEBBIX
KaHaJIOB, a TAKXKe Yy TOXKUJIBIX MaIMEHTOB.

Takum manueHTaM cieayeT npoBecTu 3jekTpokapauorpaduio (OKI) mepen yBenuueHuem
no3bl  jakocamuga Beime 400 Mr/cyTkw, a TakXKe IOCie JOCTHXKCHHS CTaOWIBbHOMN
KOHIICHTPAIHH.

B mnane6o-KOHTpOIUpyeMBIX HCCIEIOBAHMSIX JIAKOCAaMHUJa Y MAIMEHTOB C DIMWICTICHEH He
OBUIO OTMEUeHO (UOPUIUIALIMU WU TPEMeTaHus MpeAcepAuil, OJHaKo o0a SBICHUS OBLIN
BBISIBJICHBI y TMAIIMCHTOB C SIHJICTICUEH B OTKPBITHIX KIIMHUYSCKUX HCCIICIOBAHUSIX, a TAKKE
TIPY aHAJTN3E TIOCTPETUCTPAIMOHHOTO TPUMEHEHHUS TTperapaTa.

B moctpeructpaniioHHON MPaKTHKE HAOMIOAATNCH CIy4au aTPUOBEHTPHUKYISIPHOU OIOKAIbI

(BKIJIIOUAs aTPUOBEHTPUKYJIsIpHBIE Ookazab! Il crenenu). Y manueHToB ¢ NpOAPUTMUYECKUMU
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COCTOSIHUSIMU HAOJIOAanach BEHTPHUKYJSPHAS TAXUAPUTMUS PEOKUX_ CIydasX. JIaHHBIC
SIBJICHUS] IPUBOJMIIA K aCHCTOJIMHU, OCTAHOBKE CEpJLIa U CMEPTH Y NALMEHTOB C OCHOBHBIMU
IIPOAPUTMHUUYECKUMHU COCTOSTHUSIMMU.

Heo6xonumo nHpopMupoBaTh NAaMEHTOB O CUMITOMAX CEpACYHON apUTMHM (HampuMep, o
PElKOM, y4alleHHOM WJIM HepPEeryJIIPHOM ITyJIbCE, YYAIICHHOM CepaIieOMeHIH, TPEPhIBUCTOM
JIBIXaHUH, TOJIOBOKPY>KEHHH, 0OMOpOKax). B cimyyae ux mosiBieHus: HE0OOXOAUMO OOPATUTHCS
K Bpady.

T'onoBOKpYyKEeHHE

JleyeHne JaKOCaMHUJOM MOJKET COIPOBOXKAATHCS T'OJIOBOKPYKEHHEM, ITOTEHLIUAIBLHO
MIPUBOAIIMM K YBEIMYECHHMIO pUCKA IIOJIyYEHHUS TpaBM WIM IajgeHud. B cBsa3u ¢ 3Tum,
NalMeHTaM cjelyeT CcoOJIIoJaTh OCTOPOKHOCTh /10 T€X IOp, MOKAa HE BBIACHUTCS, Kakue
IIOTEHIMAIbHBIE HEXKEIATENIbHBIE PEAKLIMM Y HUX MOT'YT Pa3BUTHCA.

Bo3M0XXHOE€ BOBHUKHOBEHHUE WU O6OCTDCHI/IG MHOKJIOHHNYCCKHX ITPUCTYIIOB

CooOmanoch 0 BO3HUKHOBEHMM WM OOOCTPEHHH MHOKJIOHMYECKUX IIPUCTYIOB KaK y
B3pOCIBIX, TaK M y JETeHl C MepBUYHO-TEHEPATH30BAHHBIMU TOHHUKO-KIOHHYECKUMH
IPUCTYIIaMH, B YaCTHOCTH, IPU TUTPOBAHUM. Y TNALUEHTOB C JAByMs U OoJjiee TUIAMHU
IIPUIIAAKOB HaOII01aeMoe yIIydllleHHe OTHOCUTEIbHO KOHTPOJIS HaJl OAHUM TUIIOM IPUCTYIIOB
CIIEyET CONOCTABIIATH C JIOOBIM HAOIIONAEMBIM yXY/IIIEHHEM B OTHOIICHWU JPYroro THIIA
MIPHUCTYTIOB.

4.5. B3aumojgeiicTBHe ¢ JPYIrMMH JIEKAPCTBEHHBIMHM IpenapaTamMu U ApPYyrue BHABI
B3aMMOAEHCTBUA

Jlakocamul ClleAyeT TPHUMEHATh C OCTOPOKHOCTBIO B COYETAHWH C IIperaparami,
BBI3BIBAIONINMH y/UIMHEHHE MHTepBasia PR (BKIOYas jiekapcTBEHHBIE CpeICTBA-0JIOKATOPHI
HaTPUEBBIX KaHAJIOB) M aHTHApUTMUYECKUMHU Ipenaparami I kinacca (cm. pazaen 4.4.). OqHako
B IIOJTPYIIIOBOM aHANIN3€ KIMHUYECKUX HCCIIeI0BaHUN HEe ObUIO OTMEUYEHO JIOTIOJHUTENILHOTO
yAnuHEeHUs: nHTepBana PR y OOJBHBIX, KOTOpBIE OJHOBPEMEHHO MPUHUMAIH JIAKOCAMU]L B
KOMOMHAIMK ¢ KapOaMa3enMHOM WIIH JaMOTPHIKIHOM.

Janusie in Vitro

Pesynprarel wncciieioBaHUN CBUAETENBCTBYIOT O HHU3KOW BEPOSTHOCTU B3aMMOJCHCTBUS
JaKocaMujIa ¢ APyruMu mpenaparamu. VccnenoBanust Metabomu3Ma in Vitro mokaspIBaroT, 4TO
nakocamul He nHIyupyeT uzodepmentol CYP1A2, 2B6 u 2C9. B KoHIIEHTpanusx, KOTOPbIE
OTIPECTISUINCH B KPOBU BO BpPEeMsI KIIMHUYECKUX UCCIICIOBAHUM, JJAKOCAMUJ HE MHTUOUPOBaT
uzodpepmentel CYPI1A1, 1A2, 2A6, 2B6, 2C8, 2C9, 2D6 u 2E1. UccnenoBanus in Vitro
CBHUJIETEJIBCTBYIOT, YTO JAKOCAMUJ HE TPAHCIOPTUPYETCS P-IIMKONPOTENHOM B KHILIEYHHKE.

Jlaunbie in vitro mokassiBaioT, uto n3odepmentsl CYP2C9, CYP2C19 u CYP3A4 criocoOHBI
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KaTanu3upoBath obpa3zoBanue O-ae3MeTuiIMeTadonuTa

JlaussbIe IN VIVO

Knunuyeckue naHHble CBUIETENBLCTBYIOT, UTO JJAKOCAMUJI HE UHTHOUPYET U HE MHAYLUPYET
n3odepmertsl CYP2C19 u 3A4 10 KITMHUYECKHA 3HAYUMOTO YPOBHS.

Jlakocamu He oOKa3bBaeT JAecTBUs Ha Iuiom@aab noj kKpuBod (AUC) wmumpaszonama
(merabonusupyromerocs depe3 uzodepment CYP3A4, npu noszupoBke igakocamuga 200 mr
JIBa pasa B JIeHb), HO IIPU TOM MakcuMaibHas KoHLEeHTpalus (Cmax) MUa3051aMa Oblila Clierka
yBenuueHa  (30%). Jlakocamup He BiMAeT Ha  (PapMakOKMHETHKY  OMeEIpa3olia
(metabomusupytomerocs yepes u3opepmentsl CYP2C19 u 3A4, npu 103UpoBKe JlaKOcaMUIa
300 mr 11Ba pasa B JI€Hb).

Owmenpazon — unrudutop n3zodpepmenta CYP2C19 (40 mr 4 pasza B JeHb) HE yBEIUYUBAI
KIMHUYECKH 3HAYMMO OSKCIO3MIMIO Jlakocamuaa. Takum o0pa3oM, MallOBEpOSITHO, 4YTO
yMmepeHHbie HHTuONTOpHI 3odepmenta CYP2C19 moryT oka3piBaTh BIUSHHUE Ha CUCTEMHYIO
HKCIO3HIIMIO JTAKOCAMH/IA JI0 KIIMHIHYECKH 3HAYMMOTO YPOBHSI.

Crnenyer coOmogaTb OCTOPOXHOCTh IPH OJHOBPEMEHHOM MPUMEHEHHH C MOIIHBIMHU
unruburopamu n3zodpepmenta CYP2C19 (manpumep, ¢uykonazon) u uzopepmenra CYP3A4
(HampuMmep, HUTPAKOHA30JI, KETOKOHA30J, PUTOHABUP, KIAPUTPOMHUIIMH), KOTOPOE MOXKET
MIPUBECTH K YBEIUYCHHUIO CUCTEMHOMN KCIIO3MIINU JIaKocamMuIa. J[aHHbIe B3aUMOICHCTBHS HE
YCTaHOBJIECHBI IN VIVO, HO BO3MOKHBI Ha OCHOBAHWH JIAHHBIX IN Vitro.

MotiHble UHIYKTOPHl MHKPOCOMANIbHBIX ()EPMEHTOB TEUeHH, Takhe Kak pudaMIuiuH WU
3BepoOoit nmpobipsBieHHbIN (Hypericum perforatum), MOTyT BbI3BIBaTh yMEPEHHOE CHIKEHUE
CUCTEMHON KOHIIEHTpAlMW JlaKocaMmua. B CBSI3M ¢ 3TUM NpU HA3HAYCHWHM WA OTMCHE
MOAOOHBIX MPENnapaToB CIEAYET COOMI0AATh OCTOPOKHOCTD.

IIpoTHBOAIUIEOTUYECKHUE TIPEeHapaTh

B nccrnenoBanusax no B3aMMOIEHCTBHIO JJAKOCAMUJ HE OKa3bIBaJ CYIIECTBEHHOTO BIUSHUS Ha
KOHIICHTPALIMIO KapOamas3ennHa U BAIBIIPOEBOM KUCIOTHI B Iu1a3Me KpoBu. KapbamasenuH u
BaJIBIIPOEBAsi KUCIIOTA HE OKA3bIBAIIM BIMSHUS Ha KOHIICHTPAIIMIO JIAKOCAMHU/IA B TTa3Me.

Ha ocHoBaHMM MNOMYJSIIMOHHOTO (apMAaKOKMHETHYECKOrO aHallM3a CJeNlaH BBIBOJA, YTO
CONyTCTBYIOIIAsl Tepanus MPOTUBOANUICITUYECKUMH  CPEJCTBAMM, HHIYLHUPYIOLUIMMHU
MHUKpOCOMasibHbIe (pepMEHTHI NeueHu (kapbamazenuHoM, GeHUTOMHOM, (eHoOapOuTaioM B
pa3IUYHBIX [103aX), CHIDKaJa OOIIYyI0 CHCTEMHYIO OJKCIIO3WMIMIO Jakocamuaa Ha 25% y
B3pOCIBIX MAIMEHTOB U Ha 17 % — y neteit ¥ MoAPOCTKOB.

IlepopanbHble KOHTPAICITUBEL

He BeIsSIBIIEHO IMPHU3HAKOB 3HAYUMOTI'O BSaHMOHeﬁCTBHSI MCXKIAY JJAKOCAMHUJIOM U IIEPOPAIbHBIMU

KOHTpauCuTUBaAMH: STUHHUIIDCTPAAUOIOM H JICBOHOPTCCTPCIOM. HaKOCZlMI/IJI HE OKa3bIBAcCT

10
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BJIMAHNUC HA KOHICHTPALUIO IPOTrCCTCPOHA.

IIpoune B3anMoaeiicTBUSA

Jlakocamug He BIusAeT Ha (PapMAKOKWHETHKY JUTrOKCcHMHA. KiMHMYecKH 3HAYMMOTrO
B3aMMO/ICICTBUS JIaKOcaMU1a U MET(HOPMUHA HE BBISIBIICHO.

JIaHHBIX O B3aMMOJEHCTBUY JaKOCAMHUA C AJIKOTOJIEM HET.

Crenenb CBSA3bIBAHMS JIAKOCAaMUJ1a ¢ O€NTKaMHU I1a3Mbl KpOBH cocTaBisieT meHee 15%. B cBs3u
C 3TUM KJIMHHYECKU 3HAUMMOE B3aUMOJCHUCTBHE C APYTUMU IpernapaTaMu, CBSI3bIBAIOLIIUMUCS
¢ OenKaMu TU1a3Mbl, MaJIOBEPOSTHO.

[Ipu onHOBpEMEHHOM NMPUMEHEHUH C BaphapuHOM JaKOCAMHJl HE OKa3bIBACT KIMHUYECKU
3HAYMMOTO BIUSHUS HA (papMaKoIUHAMUKY U (papMaKOKUHETHKY BapdapHHa.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD M JIAKTALUS

JKeHIMHEI ¢ IETOPOAHBIM ITIOTEHIINAJIOM (KOHTDaHeHHI/IH Y MYKYHMH U )KeHH_II/IH)

Bpauam crnegyer oOcyauTh acmeKThl MJIAHHUPOBAHUS CEMbH U KOHTPALCMIUU C KEHIIUHAMU
JETOPOJHOTO BO3pacTa, IPUHUMAIOIIMMHU JJAKOCAMM L.

[Ipu sxenaHuM )KEHIIMHBI 3a0€pEMEHETh CIIEYET MOBTOPHO TIIATENBHO OLEHUTh IPUMEHEHUE
JaKOCaMH/Ia.

bepemeHHOCTD

Obwuii puck, Cc6A3aHHBII C dNUTencuel U NPOMuUBOINUIENIMUYECKUMY TeKAPCMEEHHbIMU
npenapamamu

B oTHOmeHun Bcex NPOTHBOAMMIIENTUYECKUX IMpenapaToB ObUIO MOKAa3aHO, YTO YacToTa
BPOKJCHHBIX IIOPOKOB PAa3BUTHS y JAETEH JKEHIIMH C SMUJIETICHEH, IMOJIyYaIUX TaKyro
Tepamnuio, B 2—3 pa3a BbIlIE 10 CPAaBHEHUIO C OOIIeH Momyanrei (B MOcieIHeM CiIydyae 3TOT
MokazaTesb cocTaBiusieT 3%). Y maiueHToB, MOJIyYarolIuX JeYeHHe, ObUIO OTMEUYEHO
yBEJIMYEHHUE YaCTOThI BPOXKICHHBIX TIOPOKOB Pa3BUTHs y JieTell Ha (poHe moIuTeparuu, O JHaKoO
CTEIEHb BIIMSHUS JICUEHUs W/WIM 3a00J€BaHUs Ha YBEIMYEHUE 3TOrO PUCKA J0 HACTOSIIETO
BPEMEHH HEU3BECTHA.

Kpome Toro, sddextrBHOE NPOTHUBOIMUICNTUYECKOE JI€UEHHWE MpeKpallarb He CIeAyerT,
MOCKOJIbKY YXy/ALIeHNE TeUeHHs 3a00JIeBaHUs OKa3bIBAET OTPULIATENIbHOE BIMSIHUE HA MaTh U
Ha TUIOA.

Puck, ceazannviil ¢ npumenenuem naxocamuoa

KnuHnyeckux TaHHBIX O IPUMEHEHUH JlaKkocaMHjia y OepeMeHHBIX HeT. B nccnenoBanusx Ha
KUBOTHBIX HE OBLIO 3apeTUCTPUPOBAHO TEPATOT€HHBIX 3()P(HEKTOB, OJHAKO MPH MPUMEHEHUU
7103, TOKCHYHBIX JJIi MaTEpUHCKOI'O OpraHu3Ma, Oblla OTMeueHa 3MOPHOTOKCHUYHOCTH Y
KpOJIUKOB U KpbIc. [loTeHIMaNbHbIN prcK Ui yerdoBeka Heu3BecTeH. Jlakocamul He cieayer

IIPUHUMATh BO BPEMs 6epeMeHHOCTI/I, 3a UCKIIIOYCHUEM TEX CJIy4acB, KOTAa MOJIb3a AJId MaTCpr
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SIBHO IIEPEBEILIMBAET BO3MOKHBIM PUCK /IS TUIOAA.
TO HEOOXOAMMO TIIATEIbHO B3BECUTH L€1€CO00pPa3HOCTh IpueMa 3Toro mnpenapara. s
OCYIIIECTBJIEHUSI MOHMTOPHMHIA TMOCIEACTBUN mnpueMa npemnapara Jlakocamun-Aillu y
OepeMEHHBIX JKEHIIUH BpayaM pPEKOMEHIYETCS PErucTpUpOBaTh JAHHBIX MAIMEHTOB B
EBponeiickoMm 1 MexayHapoaHoMm Perucrpe mo mpOTHBOSNMICNTUYECKUM IIpenaparam u
6epemennoctu (EURAP).

Jlakranus

JlakocaMu 1 3KCKpETUPYETCS C TPYIHBIM MOJIOKOM.

HeB0o3M0)XKHO UCKITFOUUTH PUCKU J1J1s1 HOBOPOKACHHBIX U MJIAJICHLIEB.

Bo Bpemst ieueHus 1akocaMmIoOM CIeAyeT NPEKPaTUTh KOPMIIEHUE IPYAbIO.

DepTHIbHOCTH

He 6bu10 oT™MeueHOo mo00uYHBIX PPeKTOB HA (HEPTHILHOCTDh WM PEHNPOAYKTUBHOCThH Y KPBIC
000uX IOJIOB B J103aX, CO3/ar0mux KoHIeHTpanuio B mazme (AUC) npuOau3uTensHo B 2 paza
BBIIIIC AUC B IIJIa3M€ YCJIOBCKaA HpI/I HpI/IMCHeHI/II/I MaKCHUMAJIBHO peKOMeHI[yeMOﬁ O3Bl OJIA
JIIOICH.

4.7. Biusinue HA CNOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CPeACTBAMM U PadoTaTh C
MeXaHH3MaMH

CTGHGHB BIIMAHUA JIaKOCaMHJ1a HA CHOCO6HOCTI) ynpaBHﬂTB TpaHCHOpTHBIMI/I CpeILCTBaMI/I NIJIIN
MEXaHU3MaMH BapbUPYETCs OT HE3HAUMTEIbHOM /10 cpeaHei. JleueHue J1akocaMHuI0M MOKET
COMPOBOXKAATHCS PA3BUTUEM TOJIOBOKPYKEHHMSI WJIM HEUETKOCThbIO 3peHus. llanueHtam He
PEKOMEHIyeTCSl YNpPaBIATh TPAHCHOPTHBIMU CPEJICTBAMHM U 3aHUMAThCSA APYTMMH BUIAAMHU
ACATCIIbHOCTH, Tpe6YIOIIII/IMI/I KOHHGHTpaHI/II/I BHUMAHUA.

4.8. HexxeaTeJibHbIE peaKINU

Pesrome npoduiist 0e300acHOCTH

OcHOBBIBasACh Ha aHalu3e OOBEAMHEHHBIX IJ1ae00-KOHTPOIUPYEMbIX KIMHHUYECKUX
WCCTIEIOBAHUI JOTIOTHUTENBHOU Teparnuu, BKItoYaBmux 1308 marueHToB ¢ mapiuaibHbIMH
CYJIOPOKHBIMHM TpucTynamu, 61,9% paHaoMHU3MpOBaHHBIX B Ipynmy jakocamuna u 35,2%
NAIMEeHTOB PaHJOMU3UPOBAaHHBIX B TPYIIy IUIanedo, coodmand, mo kpaidHe mepe, o0 1
noOoyHoi peakuuu. Hambosiee uvacTeiMM 1MOOOYHBIMH peakuusMu (=10%) npu npueme
JlaKocamu/ia ObLITH TOJI0OBOKPYKEHHUE, TOJI0BHAsI 00J1b, TOIIHOTA U Aurutonus. Kak nmpasuio, oHn
ObUTM JIETKUMH WM YMEPEHHO BBIPAKEHHBIMH. BBIpa)K€HHOCTh HEKOTOPBIX MOOOYHBIX
peakuuii 3aBUCENa OT J03bl M yMEHbBIIANACh IOCIE €€ CHWKEeHus. Yacrtora U TIKECTh

NMOOOYHBIX PEAaKIMH CO CTOPOHBI LieHTpanbHOM HepBHOU cuctemsl (LIHC) u sxemymouno-

12
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KHIIEYHOTrO TPAaKTa OOBIYHO YMEHbIIAIACh CO BpEMEHEM
Bo Bcex KOHTpONIMpYEMbIX KIMHUYECKUX UCCIEA0BAHUAX, YACTOTA IPEKPAIlEHUs TEPAIIuU 13-
3a MOOOYHBIX peakuuii coctaBmia 12,2% A ManueHTOB, PaHJAOMHU3UPOBAHHBIX B TPYIITY
nakocamua u 1,6% s manyMeHToB, paHI0MU3UPOBAHHBIX B Tpynny mianebo. Camoi yactoi
HEXKEJIAaTeNbHON peakiueld, NPUBOIAINICH K OTMEHE TEepamuu JIAKOCaMHUA0M, OBLIO
roJ0BOKpYyskeHue. [IpoeHT MOOOYHBIX peakiuii CO CTOPOHBI IICHTPATBHONH HEPBHOUW CUCTEMBI,
TaKHX KaK roJIOBOKPYKEHHE, MOKET ObITh BBILIE MOCJIE MPHUEMa HACHIILAONIEH 1035I.

Ha ocHoBe aHann3a AaHHBIX KIMHUYECKOTrO HccienoBaHus 3()(PEeKTUBHOCTH MOHOTEpANuu
JAKOCAMHJIOM TI0 CpPaBHEHHI0 ¢ KapOaMa3ernmuHOM (KOHTPOJIUPYEMOTO BBICBOOOKICHHS),
HanboJee yacThIMU MOOOYHBIMH peakuusiMu (>10%) npu npueme Jiakocamua ObUTH TOJIOBHAS
00Jb ¥ TOJIOBOKpYXeHHe. YacToTa OTMEHBI Tepanmuu H3-3a MOOOYHBIX PEaKIUi CocTaBUiIa
10,6% nnsa manueHToB, MPUHUMABIIKMX JlakocaMul, U 15,6% aJisi manueHToB, MPUHUMABIIINX
KapOamazenuH (KOHTPOIUPYEMOTO BEICBOOOKICHUS).

[Tpodwiib Ge30macHOCTH TaKOCaAaMHIA, 3aPETHCTPUPOBAHHBIA B UCCIICAOBAaHUH Y MAIIICHTOB B
BO3pacTe 4 JIeT U cTapllie ¢ UAMONaTHYECKON IeHepaln30BaHHOM AIWIENICUEN ¢ MEePBUYHO-
reHEepAIM30BaHHBIMU  TOHUKO-KIoHMYeckuMu mpucrynamu (III'TKII), cooTrBeTcTBOBaN
npoduno 0e30MacHOCTH, IMOJYYEHHOMY B OOBEIUHEHHBIX ILIAI[e00-KOHTPOIUPYEMBIX
KJIMHUYECKUX  MCCIEAOBAHUAX TIpPU  MapUUAIbHBIX HpUCTynax. JlOMOJIHUTENbHBIMU
HEXXEeNaTeJIbHBIMU  PEaKIUsAMH, 3aperucTpupoBaHHbiMi Yy mnanueHToB ¢ III'TKIL, Obun
MUOKJIOHWYecKas »muierncus (2,5 % B rpynmne nmakocamuna u 0 % B rpynme miuane6o) u
HapylleHre KoopaAnHauu Apwkenui (3,3 % B rpynne nakocamuja u 0 % B rpynme miane6o).
Haubonee vacteiMM HEXeNaTENbHBIMH PEAKIUSAMH OBLIM T'OJOBOKPY’KEHUE U COHJIUBOCTD.
HaubGonee pacrnpocTpaHEHHBIMU  HEXKENATENbHBIMU  pEeaklusMHU, O0yCIIaBIUBAIOLIIUMU
MpeKpalleHNue Teparuu JaKOCAaMHUIIOM, ObUIM TOJIOBOKPYXEHHE M CYHMIIUJATIbHBIE MBICIIH.
[IponieHT ManMeHTOB, MPEPBABIIMX TEPANMIO BCIEICTBHE BO3HUKHOBEHHS HEXKEIATEIIbHBIX
peakuuii, coctaBui 9,1 % B rpyme nakocamuaa u 4,1 % B rpyrire mianeoo.

Pe3romMe HexenaTenbHBIX DEAKIINI

HexenatenbHble eKapCTBEHHBIC PEAKIIMU MPUBEACHBI B COOTBETCTBHH C KiaccUUKaimen
opranoB u cucteM MedDRA wu mnepeuucnensl mo uactoTe. Yacrora BO3HUKHOBEHHUS
HEXeNaTeJIbHBIX PeaKIUil ompeneisuiack B COOTBETCTBUHM € Kiaccudukanuein BcemupHoit
Opranmsanuu 3apaBooxpaHeHus: odeHb yacto (> 1/10), vacto (> 1/100, o < 1/10), HEHacTO
(> 1/1000, vo < 1/100), peaxo (> 1/10000, o < 1/1000), ouens peako (< 1/10000), gactora

HCHU3BCCTHA (Ha OCHOBAHWHU UMCIOIINXCA JaHHBIX OLICHUTH HCBO3M0)KHO).

Opransl, OueHb Yacro Heuacto YacToTra Hen3BecTHa
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ot 20.03.2025 N= 7441
CHCTOMEL 9acT0 HHoCHERCEATERBHCET 80802
Hapymrenust co Arpanynonuros!
CTOPOHBI KpPOBH
u
TuMQpaTUIeCKON
CHCTEMBI
Hapymenust co I'unepuyBctBu | Peakiuu
CTOPOHBI TETbHOCTH! TUINIEPYYBCTBUTEIBHOCTH
MMMYHHOH C IIOpaXXEHUEM
CUCTEMBbI pa3IUYHBIX OPTaHOB U
cucTeM (BKIJIIOYas
JIEKapCTBEHHYIO
peaxuuio ¢
s03uHOUINEH U
CUCTEMHBIMU
MIPOSIBIICHUSIMH,
(DRESS-cunzmpom))!
IIcuxnueckue Jenpeccusi, Arpeccus?,
HapyIICHUS CIyTaHHOCTb BO30YKIeHHE",
CO3HAHMS, sitpopust’,
GeccoHHHMIIAl | mcuXmyecKkue
paccrpoiictpal,
CyUIUIaIbHbBIE
HOMBITKK,
CYUIIHIATTbHBIC
MBICITH,
TaJLTOIMHAIIIN
Hapymennss  co| I'onoBokpy | Muokmnonmdec | O6MOpok?, Cynoporu
CTOPOHBI KEHHE, Kre JIACKUHE3US
HEpBHOU roJIOBHAs cyaoporu®,
CHCTEMBI 6011b HapyIIeHHe
paBHOBecHS,
HapylIeHue
KOOPAUHAINH
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 20.03.2025 N= 7441
Jr— tHECAERCGEATERBEHOET 0802
HapyLICHHE
HaMATH,
KOTHUTHBHbBIE
HapyILeHUs,
COHJIMBOCTb,
TpEMOop,
HUCTarM,
TUIIECTE3 NS,
JU3apTpus,
HapyllIeHUE
BHUMAaHH,
[TapecTe3nn
Hapymenuss co | Jumionus | Heuetkocth
CTOPOHBI OpraHa 3pEHUs
3peHus
Hapymenns Bepruro,
CO CTOpPOHBI IIYM B yIIax
Oprasa ciyxa
U TabUpHUHTA
Hapymennst co ATpuoBeHTpUKY| BenTpukynspHas
CTOPOHBI JsIpHAst TaXuapuTMuUs
cepaua 6nokamgal?,
6paI[I/IKapI[I/I$I1’2,
bubpuIISIIIS
npeacepaumiil?,
TpeNeTaHne
npencepuii?
Kenynouno- TomHoTa PBora, 3amop,
KHILIEYHbIE METEOPU3M,
HapyLICHUS JMCTIETICHS,
CyXOCTb  BO
pTY, Auapest
Hapywenus  co N3menenue

15



COOTBETCTBYET ZKCNEPTHOMY OTUETY

20.03.2025 N= 7441

oT

"IE"I.‘_'D AT LT

ry § i

CTOPOHBI TICUCHH
n
KEJIYCBBIBOASAIIHN

X yTen

=i

LIS T TR R

Il
UL

MOBBILIICHHUE
YpOBHS
MEYEHOUHBIX

¢depmenToB (>2

pasza
OTHOCHUTEIIbHO
BEpXHEU
TPAHUIIBI
HopMbI)!
Hapymenuss co 3yn, Anruonesporu | Cunapom CtuBeHca —
CTOPOHBI KOXH U chImp! YECKHI OTEK JlxoHcoHal,
MOAKOHBIX (oTek TOKCUYECKHUI
TKaHel KBI/IHKe)l, AIUIEPMATbHBIN
kparmuBHunal | mexpomms!
Hapymenuss co Mpbl1eyHbIN
CTOpPOHBI crasm
MBIIIICYHOM,
CKEJIETHON u
COEJIMHUTEIIbHO
Y TKaHU
O6mme Hapymenue
HapylieHuss MOXOJIKH,
pEeaKkinu B MECTE acTeHwus,
BBE/ICHUS YTOMJISIEMOCT
b,
pazipaxkuTen
BHOCTb,
OLLYLIEHUE
OTIbSTHEHUS
TpaBmbl, [Tanenus,
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COOTBETCTBYET 3K
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o nNCnan s TEN Ly ATATa L
U I L L ey e W LW
HMHTOKCHUKaIlUU U MOBPCIKACHUA
OCJIO’KHEHUS KOKH, YITHOBI
npoueayp

1- moGo4HbIE PeaKIKH, BEISIBIIEHHBIE B IIOCTPETUCTPAIMOHHON IPAKTHKE
2- cM. pazaen «Onucanue OTJAeNbHBIX HeXKeIaTeIbHBIX PeaKIInii»
3- coobuanoce B uccienosanusax [T TKIT

OnuncaHue OTACIBHBIX HEXKESIATCABHBIX PEAKITUMI

IIpuem nakocamuja cBsi3aH C J0303aBUCHMBIM YyAJuMHeHMeM uHTepBasa PR. Moryr
HaOJII0AAaTHCS HEeXKeaTeIbHbIC PEaKliH, CBA3aHHbIC C Y/UIMHEHHEeM nHTepBaia PR (Hanpumep,
aTPUOBEHTPUKYJISIpHAS OJI0Kaga, 0OMOPOK, OpaguKapaus).

B knuMHMYeckux HcciaeloBaHUAX AONOJHMTENBHOM Tepanuu y NalMeHTOB € SHUIIENCHen
MIPOLIEHT 3IU30JI0B aTPUOBEHTPUKYISIpHOUN Oiokansl | cremenu Owpun HeBbicok — 0,7%, 0%,
0,5% u 0% mnpu npueme naxocamuga B go3upoke 200 mr, 400 mr, 600 mr u mianebo
COOTBETCTBEHHO. ATPHOBEHTPHUKYJSIpHOW Onokanel Il cTemeHn w BhIIE B JaHHBIX
HCCIIEIOBAaHUSIX OTMEUYEHO He Obuio. TeM He MeHee, B IMOCTPETMCTPALMOHHON HPAaKTUKE
cOOOIIATIOCh O ClIydasiX MOSIBICHUsS aTpUOBEHTpHKYJsipHON Osokanel Il u III crenmenu npu
JICYCHUH JIAKOCAMHJIOM. B CpaBHUTENBPHOM KIMHUYECKOM HCCJIEIOBAHUA MOHOTEPAITUU
JAKOCaMHUJIOM B CpaBHEHHWU C KapOaMazenmuHOM (KOHTPOJHMPYEMOTO BBICBOOOXKICHHS)
yBenuueHue nateppaia PR 6b110 conoctaBuMO 7151 000MX Mpenaparos.

OOMOpOK B KIMHMYECKUX HCCIEJOBAHUSAX JIOTIOJIHUTENBHOW TEpamuu JIaKOCAMUIOM
BCTPEYAJICSl HEYACTO, W TPOLICHT CIYYHBIIUXCS SMU30/I0B HE OTIMYAJICS B Tpynmax OOJBHBIX
SMWIIeTICHEeH, momy4aBmmx Jakocamuy (n=944) (0,1%) u monyuaBmmx turane6o (0,3%). B
KIIMHUYECKUX HUCCIIEA0BaHUAX 3()(PEKTUBHOCTH MOHOTEPANNUHU JAKOCAMHUIOM 110 CPABHEHUIO C
KapOamMa3enuHoOM (KOHTPOJIUPYEMOTO BBICBOOOXKAECHHUS), 0OOMOPOKU Habmoganucs y 7 us 444
(1,6%) nanuieHToB, noxy4aBImuX jJakocamu, Uy 1 u3 442 (0,2%), nanueHToB, MoIy4aBIInX
KapOaMazenuH (KOHTPOIUPYEMOTO BHICBOOOKICHNS).

OuOPUIIIALUS U TPETIeTaHue MpecepAnid He ObIIIM OTMEUEHBI B KPATKOCPOUHBIX KIIMHUYECKHX
HCCIIEIOBAaHMSX, OJHAKO 00a sIBJCHHS OBUIM OTMEUYEHBI B OTKPBITHIX HCCIEIOBAHHSIX IO
STHJIETICHH, a TAK)K€ B IOCTPETHCTPANMOHHON MPAKTHKE.

Omxnonenus 1a60pamopHbiX nokazameineu

B nnane60-KoHTpOIMpyEeMBIX HCCIeIOBaHUAX HAOII01aI0Ch U3MEHEHNE IEYEHOYHBIX MTPo0 Y
B3pOCIIBIX MALMEHTOB € MapUHUaIbHBIMU CYAOPOXKHBIMU MPUCTYIIAMU MIPU MPUMEHEHHH Y HUX
oT 1 10 3 NpOTHBOSMWIENTUYECKUX TpenapaTtoB ofHoBpeMeHHO. [loBbiienue ¢epmeHTa
anmanuHamuHotpancdepassl (AJIT) B 3 pasa um Gonee mabmomanocs y 0,7% (7 u3z 935)

NanyeHToB, TpUHUMaBIIUX npenapar Jlakocamua-Aiillu, nu y 0% (0 u3 356), npuHIMaBIIIX
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mnarebo.

Peaxyuu eunepuyscmeumenvnocmu ¢ nopasjicernuem pasiuiHblx OpeaHos U CUCHeMm

bbutn OTMEYeHBbl PeakUMH I'MIIEPUyBCTBUTEIBHOCTU C MOPAXEHUEM DPA3JIMYHBIX OPIaHOB U
cucTteM (TaKKe M3BECTHBIE KAK JIEKAPCTBEHHAs PeaklUs C 203UHO(DUIMEH U CUCTEMHBIMU
IIPOSIBIICHUSIMU, DRESS-cunapom) y MalECHTOB, IIOJIyYaBLINX HEKOTOpbIE
IIPOTUBORMIIENTHYECKHE NTpenapathl. JlaHHbIe peakluy pa3iuyHbl B IPOSBICHUH, HO Yalle
BCETo IMPOSBISIOTCS B BHUJIE ’Kapa U ChIIIM U MOTYT 3aTparuBarh Apyrue cucremsl. Eciu ecth
IIOJIO3PEHUE Ha PEAKLUI0 THIEPYyBCTBUTEIBHOCTH C MOPAXKEHUEM DPA3JIUYHBIX OpraHoB U
CHCTEM, TO IIPUEM JIAKOCAMUJA CIIEYET IIPEKPATUTD.

IIpoune ocoOble TOMYIAIINHA

Toowcunvie nayuenmot

B cpaBHHUTENBHOM HCCIIEOBAaHMM MOHOTEpAMM JIAKOCAMHUJAOM M KapOaMazenuHOM
(KOHTPOJIMPYEMOIO BEICBOOOXKICHHSI) TUIIBI HEXKeNaTeIbHbIX PEAKIIUNA Y MOKWIbIX MallUEHTOB
(ctapie 65 yet) ObUTH OJIMHAKOBBIMH C HAOIIOJAEMBIMH Y TIAIIMEHTOB MOJIoke 65 eT. OgHako,
y TOXHJIBIX MMaMEHTOB, B CPABHEHUHU C 00Jiee MOJIOABIMH B3POCIBIMHU, HaOIrOamace ooiee
BbICOKasi yacToTa (pasinuue >5%) A CIeAYIOIIMX HEeXeNaTeJIbHbIX PEeakLUUi: mHajeHue,
auapest U Tpemop. Hambosiee yacToif HexenaTenbHOM peakuueil co CTOPOHBI CepIeuHO-
COCYIUCTON CHCTEMBl y TOXHJIBIX NAalMEHTOB, B CPaBHEHUHM C Ooyiee MOJOIBIMH, ObLia
aTpUOBEHTPUKYJIsIpHas O6mokana I crenenn. OHa HaOMIOAaNach MpU TEPAUK JaKOCAMUIIOM Y
4,8% (3 n3 62) MOXKUIBIX MAlUEHTOB, B cpaBHeHHH ¢ 1,6% (6 u3 382) y OGonee MOIOABIX
B3pOCIBIX  MAlMEHTOB, Ul KapOamaszenuHa (KOHTPOJUPYEMOIO  BBICBOOOXKIICHHS)
COOTBETCTBYIOIIME 3HaUeHUsI cocTaBisiu 5,3% (3 u3 57) y noxuinsix nauuenToB u 1,3% (5 u3
385) y Oonee MOJOABIX B3POCHBIX TMMAIMEHTOB. YacToTa HEXKENaTeNbHBIX SIBICHUH,
HaOJI0AABIINXCS Y TOXKHIIBIX MAllMEHTOB MPH Tepanuu JakocaMuaom, coctasisia 21,0% (13
u3 62), B cpaBHeHHH ¢ 9,2% (35 u3 382) y Oonee MOIOABIX B3POCIBIX NAIIUEHTOB. DTH Pa3IUuns
MEXy MOXUIBIMU M 00Jiee MOJOJBIMU B3POCIBIMU TMALMEHTAMHU OBLIM aHAJOTUYHBI TEM,
KOTOpbI€ HAaOJII0IaINCh B TPYIIIE Mpernapara CpaBHEHMSL.

eTH

[Mpoduns OezomacHOCTH Nakocamuaa B Iare00-KOHTpOIUpyeMbIX (cM. pasaen 5.1.) u
OTKpPBITBIX KinHUYeckuX uccnenoBanusax (KM) (n = 408) npu npoBeieHUH TOTMOTHUTEILHON
Tepanuu y JIeTeil ¢ mapuuaibHBIMU MPHUCTyIaMH B BO3pacTe crapiie 4 JeT COOTBETCTBOBAJ
TaKOBOMY Y B3POCIIBIX, XOTS 4acTOTa HEKOTOPBIX HEXEJIATeNbHBIX PEaKIMUH (COHJIMBOCTD,
pBOTa W cCynoporu) Obula yBenuueHa. Y JeTeil M MOJAPOCTKOB TOSBMIIUCH TaK¥Ke
JIOTIOJIHUTEJIbHBIE HEXKeNaTeJabHble peakuuu (Ha30(papuHTUT, JHUXOpaaka, (apuHTHUT,

CHW)KEHUE aNMeTUTa, BJIOCTh M HapyIlleHne noeaenus ): Hazopapunarut (15,7 %), pota (14,7
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camwkenue anneruta (5,9 %), dapunrut (4,7 %), Bsnocts (2,7 %) U HapylLIeHUE TOBEACHUS
(1,7 %). B oOwmeit cnoxuoct y 67,8 % mNalMEeHTOB, MOJYYMUBIIUX IO pe3yJibTaTaM
panaoMu3anuu JakocaMug, Uy 58,1 % marueHToB, NOMyYMBIIUX IUIanedo, coo0IIanoch, Kak
MUHUMYM, 00 OJTHON HEKEeIaTeIbHON PEaKInu.

Coo011eHune 0 Moa03pPEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxxHo cooOmare 0 TMO0J03PEeBAaCMBIX HEXENATCIbHBIX PEAKIUAX IIOCJIE€ PEruCTPaIiu
JIEKApCTBEHHOTO  Mperapara ¢ IeJbl0  O00ecredeHus: HENMPEphIBHOIO MOHHUTOPHUHTA
COOTHOIIICHUS «IOJIb3a — PHUCK» JIEKAPCTBEHHOrO Tpernapara. MeIuIuHCKUM pabOTHHKAM
pEeKOMEHAyeTCsl  coo0marh O JIFOOBIX  MOJO3PEBACMBIX  HEKENATEIBHBIX  PEaKIHSIX
JIEKApPCTBEHHOT'O TperapaTa 4Yepe3 HAIllMOHAJIbHBIE CUCTEMBI COOOIIECHHS O HEKeIaTeIbHBIX
peakuusx rocyaapcTB — WwieHOB EBpa3suiickoro 3KOHOMHYECKOTr0 COr03a.

Poccuiickas @enepanust

denepanbHas ciyk0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Pocsapasuaazop)

Anpec: 109012, r. MockBa, CnaBstHCKas 1101ajib, 1.4, ctpoenue 1

Tenedon: +7 800 550-99-03

OnextpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CHUMITOMBI

CuMnTOMBI, BO3HUKAIOUIME TOCIE CIy4allHOM WM TNpeIHaMEPEHHON Nepel03UpPOBKU
JaKkocaMujia, OBLTM TPEUMYIIECTBEHHO oOycioBiieHbl mnopaxenueM [[HC wu sxemymouno-
KHUIIIEYHOTO TPaKTa.

. Byl HexxenaTenbHBIX peakuil y NalueHToB, MPUHUMABIINX 10361 0T 400 Mr u 10 800
MTI" ¥ IPUHUMAaBUINX PEKOMEHI0OBAHHBIE J103bl JJaKOCAaMUa, KITMHUYECKH HE OTINYAIHCH.

. K peakuusam, ormeueHHbIM 1ociie npuema cBbime 800 Mr, OTHOCHIMCH
TOJIOBOKPY’KEHHE, TOIITHOTA, PBOTA, AMIICNITHYECKUE TTPUCTYIIHI (TeHEpaTN30BaHHBIE TOHUKO-
KJIOHUYECKUE CYJOPOTH, SMUIICITUYECKHM cTaTyc). Takke OTMEeUanuCh HapyLIEHUS CepICYHOM
MPOBOJAMMOCTH, IIOK U koMa. Coo0I1aercs o JieTadbHBIX UCXO/IaX y MalMEeHTOB MOCTe OCTPOi
Mepe03UPOBKH HECKOJIBKHUMH TPaMMaMHU JIAKOCAMHU/IA.

Jleuenmne

AHTHJIOTA JTaKOocaMuJia He cymiecTByeT. JledeHue mepeno3upoBku cummnromarudeckoe. [1pu

HCO6XOJ]I/IMOCTI/I BO3MOJXHO HUCIIOJIB30BaHHUEC I'EMOJHAIN3A.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.03.2025 N= 7441
(MOCNEQOBATENEHOCTE 0002)

5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBA
®dapmakoTeparnieBTuyeckass  rpynmna:  IIpoTuBosnmienTHYECKHME ~ CpPEACTBa;  JIpyrue
IPOTUBOANMWICITUYECKHE CPECTBA.

Koxg ATX: NO3AX18

MexaHu3M OeiCcTBUSA

AKTHBHOE BemiecTBo —  Jakocamu/ (R-2-ameramuio-N-0OeH3uI1-3-METOKCHUITPOITHOHAMU)
SIBJISIETCS GyHKIIMOHATU3UPOBAHHON AMUHOKHCIJIOTOM. TounbIi MEXaHU3M
MIPOTUBOAIIIICITUYECKOTO ICUCTBUS JTAKOCAMUIa HE YCTaHOBIIEH. B anekTpodu3noaornyeckinx
UCCIIeIoBaHUsIX IN VItro jakocamuj M30UpaTelibHO YCHIIMBACT MEUICHHYIO HHAKTHBAIIUIO
MOTCHIIMAI3aBUCUMBIX HATPUEBBIX KaHAJOB, YTO BEIET K CTAaOWJIM3AIlMK THIIEPBO30YIMMBIX
MeMOpaH HEHpPOHOB.

dapmakonuHamuudeckue 3QdeKTh

JlakocamMusi TpenoTBpallan pa3BUTHE NPUCTYNOB Ha OOJBLIOM KOJMYECTBE MoJeNel Ha
KUBOTHBIX MAPLUUAIBHON U NEPBUYHO I'C€HEPAIM30BAHHOM SIWICIICHUU, a TAKXKE 3aIeprKUBAI
pPa3BUTHE IMOBBIIICHHOM CYJOpPOKHOM TOTOBHOCTH. B JIOKIMHMYECKHX HCCIIEJOBaHUIX
JakocaMuJ, B KOMOMHAIMM C  JIEBETHUpALETaMOM, KapOama3enuHOM, (EHUTOHUHOM,
BAJIBIIPOATAMM, JIAMOTPUKMHOM, TONMpPAMaTOM MM Ta0alneHTHHOM JIEMOHCTPHPOBAI
CHUHEPruYeCKOe WIH aIUTUBHOE IIPOTUBOCYIOPOKHOE JCUCTBHE.

Knuanueckast 2¢deKTHBHOCTE U 0€3011aCHOCTS (HapiaabHbIe IIPUCTYIILI)

Monomepanus

D¢ (heKTUBHOCTh JaKOcaMHJa B KadecTBE MOHOTEpanuu ObUla JO0Ka3aHa B JIBOMHOM
CJENOM  HccleoBaHMU 3I(@PEKTUBHOCTH IO CpaBHEHUIO C KapOaMa3enuHOM
(KOHTPOJMPYEMOTr0 BBICBOOOXKAEHHUSI), MPOBOAMBIIEMCS B NapaulelIbHbIX TIpyInax cC
ydactrem 886 mamueHToB 16 JeT WM cTaplie ¢ HOBO- MJIM paHee JUArHOCTUPOBAHHOU
snwiIencuen. B uccnenoBaHuy NpUHUMAIN y4acTUE MAIIMEHTHI ¢ HECIPOBOLIUPOBAaHHBIMU
MaplUUaIbHBIMU CYJAOPOXXHBIMM TPUCTYNIaMU € WJIM O€3 BTOPUYHOM TeHepaau3alvH.
[TanuenTsl ObLIM PaHAOMHU3UPOBAHBI B 2 TpYyHIlbl B COOTHomIeHWH 1:1, momydaBiiue,
COOTBETCTBEHHO, KapOaMa3eIuH 1 JJakocaMu/1 (B JIekapCTBEHHOU (hopme TabseTkn). Jlo3bl
MoAOMpaIUCh B 3aBUCMMOCTH OT OTBETa Ha TEpaIUIO0 U HaXOAWIUCh B mpenenax 400 —
1200 mr B cytkm Juis  kapOamazenmmHa u 200 — 600 mr s Jakocamuja.
[IponoImKUTENBHOCT TEpANIUM COCTaBIsLIA A0 121 Hexenn, B 3aBUCUMOCTH OT OTBETA.
Oxunaemblii 6-TH MecsiuHbI Tlepuoa 6e3 mnpuctynoB Obul gocturHyr y 89,8%
MalMeHTOB, MOJMyYaBIINX Tepamnuio jakocamuaom, u 91,1% B rpynne kapbamaszenuHa
(ucronp3oBaH MeTOJ aHanu3a BbDKHMBaeMocTH Kamnmana—Meiiepa). CkoppekTHpOBaHHAs

aOcomoTHas pasHuIia MeKay rpynmnamMu Obuta — 1,3% (95% moBepuTENbHBIN HHTEPBA:
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—5,5; 2,8). Oxunaemeprii 12-Tv MecSIYHBIN NepUOI-0e3 NPUCTYIOB. 10 METOTY. KalliaHa-
Maiiepa cocraBusin 77,8% pns tepanuu JiakocamugoM U 82,7% — ans Tepanuu
KapOaMa3enuHOM (KOHTPOJIUPYEMOTO BBICBOOOKICHHUS). Y  TOXKWIBIX  IAIl[UEHTOB
(ctapmie 65 ner, 62 mamueHTa B TpyNIEe Jakocamuia, 57 — KapOamaszernuHa) 0
JOCTUTTIHNX 6-TH MECSYHOTO Iepuoaa 0e3 MPUCTYNOB ObUTa OJJMHAKOBA B 00EUX TIpyInax.
Ona Takke ObUIa comocTaBUMa C HaOmogaeMoil B octaimbHOW momyssinuu. Cpenu
MOXWJIBIX MAIMEHTOB B KadyecTBe mojaepkuBaronicii 10361 200 Mr B CyTKH JaKOCaMH/T
nony4danu 55 (88,7%), 400 mr B cytku —6 (9,7%), mo3a npessimana 400 Mr B CyTKH y

1 maruenTa (1,6%).

Ilepexoo na monomepanuro

OddekTuBHOCTh U 0€30MacHOCTh JIaKOcaMHUJa IpH IEepexojie Ha MOHOTEpaIuio Oblia
M3y4eHa B MYJIbTULIEHTPOBOM, JBOHHOM CJIENOM PAaHAOMH3UPOBAHHOM HCCIIEJOBAHUH C
PeTPOCHEKTUBHBIM KOHTpoJieM. B aHHOM ucciienoBanuu 425 maueHToB B BO3pacTe OT
16 no 70 ner ¢ mapuuagbHBIMU MIPUCTYNAMHU, IPUHUMAIOILINE CTAOUIIBHBIE 103bl OJHOIO
WJIA ABYX IIPOTHBO3MUIICITUYECKUX IIpernapaToB ObLJIM paHAOMU3UPOBAHbI B 2 TPYIIIbI 1JISI
repexosla Ha MOHOTEpalvio JAKOCAMUIOM B COOTHoweHuM 3:1, nosyuaBiiue
cootBeTcTBeHHO 0 400 mr rum 300 mr nakocamuaa B cyTku. CrapToBasi A03a cocTaBJisiia
200 mr B cytku (100 mr nBa pasa B aeHb). [loanepxuBaromiyro 103y NMPUHUMAIN Kak
MHMHHUMYM B T€UEHHME TPEX JHEH Mepes HadyaJloM Iepexojia Ha MoHoTepamnuio. [IporeHT
MalMeHTOB, Y KOTOPBIX OBUIM BBHINIOJIHEHBI 3apaHee YCTAaHOBJIEHHbIE KPUTEPUHU BBIXOJIA U3
HCCJIEIOBaHMsl, CPABHUBAIIN C JAHHBIMH HCTOPUYECKOIO KOHTPOJIA. McTopryeckuii KOHTPOIIb
ObUT TMpEeACTaBlIeH pe3yJibTaTaMd OOBEAMHEHHOTO aHallu3a KOHTPOJBHBIX TIpynn Hu3 8
UCCIIEIOBAaHUM CO CXOJHBIM JU3ailHOM, KOTOPBIE HCIIOJIb30BAJIM CyOTEpaneBTHUECKYIO 103y
MIPOTUBOAMMIIENITUYECKOTO  Ipenapara. bbulo  IPOAEMOHCTPUPOBAHO  CTATUCTHYECKOE
IIPEBOCXOJCTBO JIakocaMuga B no3e 400 Mr B CyTKM I€pe]] MCTOPUYECKMM KOHTPOJIEM,
yKa3blBalolllee Ha JOCTH)KEHHE NMEpPBUYHON KOHEYHOW Toukd 3(dextuBHOCcTH. Kpome Toro,
ObUTO TMOKa3aHo, 4To Jlakocamua B g03¢ 300 Mr B CyTKM HMMEET MPEUMYIISCTBO TEepe
HCTOPUYECKUM KOHTPOJIEM. Y MAallMEHTOB, KOTOPBIE 3aKOHUYMIIM TUTPALMIO U HAYaJIM OTMEHY
IIPOTUBOAMIIENTUYECKUX mpenaparoB (284 u 99 COOTBETCTBEHHO), MOHOTEPAIHUIO
noaaepxuBanu 71,5% u 70,7% marmeHTOB COOTBETCTBEHHO B CpPEIHEM B TeUeHHH /1 mHEH.
[Tpoduns Ge3omacHOCTH JIaKocaMHAa TPH MEPEeXojie Ha MOHOTEpANHUio OBLI COMOCTaBUM C
npo¢uieM 0e30MacCHOCTH, OMUCAHHBIM B HCCIIEAOBAHMIX NpHEMa JIAKOCAMHUIAa B KauecTBE
JIOTIOJIHUTENBHON TEPATIHH.

ﬂOl’lOﬂHumeﬂbHCl}Z mepanust
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D¢ hHEeKTUBHOCTH JIAKOCAMK/1A B JIOTIOTHUTEIIBHON
cytkd, 400 mr B cyTku) Oblna jJoKazaHa B 3 MYJIBTULEHTPOBBIX, PAaHIOMHU3UPOBAHHBIX,
1a11e00-KOHTPOJIUPYEMBIX KIMHUYECKHUX UCCJIETOBaHUSIX C 12-HepenbHBIM
MOAJIEP>KUBAIOIIUM TTEPHOAOM. D(PPEKTUBHOCTH JIaAKOCAMHIAa B JIOMOJHUTENBHON Tepanuu B
no3e 600 Mr B CyTKH Takke Oblja MOKa3aHa B XOJ€ KOHTPOJIMPYEMBIX UCCIIEIOBAaHUM, XOTS
3¢ heKTUBHOCTH ObLIa conocTaBumMa ¢ 710306 400 MT B CyTKH, HO IEPEHOCUMOCTbD JAHHOMU 03Bl
(600 Mr B CyTKH) ObLIa Xy’K€ MO IPUYMHE MOOOYHBIX F(PPEKTOB CO CTOPOHBI IEHTPATHLHOM
HEPBHOM CHCTEMBI U KEIIyJA0YHO-KUIIEYHOro TpakTa. [loaTomy, ncnons3oBanue 10361 600 mr
B CYTKHM HE peKoMeHyeTcs. MakcumanbHas pekoMeH10BaHHas j103a coctanisieT 400 Mr B CyTKH.
Ot uccnenoBanus ¢ ydactuem 1308 mammeHTOB, MMEIOIIMX B aHaMHe3€ MNaplUaIbHBIC
MpUMAJKU Ha MPOTSHKEHUH B CpeqHeM mepuoja 23 eT, ObUtun pa3paboTaHbl A7 OLEHKU
3¢ (deKTUBHOCTH U OE30MacHOCTH JIaKocaMuJa MNpU JONOJHUTENbHOM Ha3zHadeHuH K 1-3
MPOTUBORMUICHTHYECKUM TperaparaM y MalueHTOB ¢ HEKOHTPOJIUPYEMBIMU MaplUaTbHBIMU
MpHUMaJkaMu ¢ Uian 6e3 BTOpUYHOM reHepanusanuu. OO0mas nons nanueHToB ¢ 50%-HbIM
CHMKEHHMEM YacTOThl MPUITAJIKOB B Tpynmax rmianebo, jgakocamuga 200 Mr B CYTKH H
nakocamuia 400 mr B cyTku coctaBuiia 23%, 34% u 40% COOTBETCTBEHHO.
dapMaKOKMHETHKA U 0€30TIaCHOCTh Pa30BOM HACKHIIIAIOMICH 1036l HH(PY3HOHHOTO JaKOCAMH/IA
OTIpeeIsach B MHOTOIICHTPOBOM OTKPBITOM MCCIICIOBAaHIH OE30MTAaCHOCTH U IIEPEHOCHMOCTH
OBICTPOrO Hayajla TEpanuM JIAKOCAMHUJIOM C HCIIOJIb30BAHUEM pa30BOM BHYTPUBEHHOM
Hacelmatonie 103s! (200 Mr), ¢ mociaeayoUMM epopalbHOM PUEMOM IpernapaTa 2 pasa B
CYTKU (B J103UPOBKE, SKBUBAJECHTHON BHYTPHUBEHHON 103€) B KauyecTBE JIOMOJHUTEIbHOU
TepaIuy y B3pOCHbIX NaueHToB oT 16 10 60 et ¢ napuuanbHBIMUA IPUCTYIIAMH.

eTu
Knunnyeckue nposiBiaeHNs NaplyaibHbIX CYJOPOKHBIX IPUCTYIIOB y A€TEN B BO3pacTe cTapiie
4 net ObUIM COMOCTaBUMBI C TAKOBBIMH Y B3pOCIbIX. D(P(HEKTUBHOCTD JIakOcaMUa y JAE€Tel B
BO3pacTe 4 JIeT U crapile ObUIa pacCuuTaHa 1o JaHHBIM MOAPOCTKOB U B3POCIIbIX NAI[UEHTOB C
NapUUaIbHBIMU NIPUCTYTIAMHU; TaKUM 00pa3oM, NMpH NoJ00pe COOTBETCTBYIOMIMX IS IE€TeH U
MOJIPOCTKOB 7103 (CM. pazzen 4.2.) ¥ MOATBEPKACHUH 0e30MacHOCTH (CM. paszzaen 4.8.) ans Hux
OXKUJAJICd  AHAJOTMYHBIK  OTBET Ha  TEpamuio  JlakocaMuaoM.  D(PGEeKTHBHOCTD,
CIPOTHO3UPOBAHHAsI METOAOM SKCTpamojsuuH, Obula MOATBEpXKAEHA pe3yJibTaTaMu
KIMHUYECKUX UCCIIeIOBaHUH.
HauanpHas no3a coctasisiia 2 MI/KT/CyTKH y MAIlMEHTOB ¢ Maccoi Tena meree 50 kr umu 100
MTI/CYyTKH y TIAIIMEHTOB ¢ Maccoil Tena 50 kr u 6osee; CyTOUHYIO 03y AeTWIu Ha 2 mpueMa. B
TEYEHHWE IMepuoJa THUTPOBAHMS KOPPEKLMIO 03 JIaKocaMuJa MPOBOJWIM IIOATAIHO,

yBenu4rBas Ha 1 uiau 2 MI/KI/CyTKH y HallMeHTOB ¢ Maccoil Tesa MeHee 50 kr wim Ha 50 wnn

CEPTHOMY OTUETY
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100 mr/cyTku y mareHToB ¢ Maccoit Tena 50 kr ulbonee ¢ MHTEPRATAMU. B-OIHY. HEICIO. JIIS
JOCTHKEHHUS 11€JIEBOU MOIICPKUBAIOIIEH TO3bI.

CratucThueck M KIMHUYECKH 3HAYMMOE CHW)KEHHE YacCTOThI MapIHUATIbHBIX CYJIO0POKHBIX
NPUCTYNIOB HaOMIONanoch B TeueHHEe 28 JHE OT Havyaja Tepanud [0 [epHojaa
MO//ICPKUBAIOIIETO JICUECHHUS MPU CPABHEHUHU JAaHHBIX B IPYIIAx Jiakocamuaa u mianebo. B
L[EJIOM, JIOJISI TAallMEHTOB CO CHIYKEHUEM YaCTOThI MAPIUAIBHBIX CYIOPOKHBIX IPUCTYIOB, KaK
MuUHUMYM, Ha 50 % 3a 28 nHEl OT Havajla Tepanuu 0 Nepruoja MoAeP >KUBAIOIIETO JICUCHUS
cocraBuia 52,9 % B rpynie, noxy4yaBUleil JeUeHHUE JIAKOCAMHUIOM, 110 cpaBHEHHUIO ¢ 33,3 % —
B IpYIIIeE 1ane6o.

Knuangeckast Bd)d)eKTI/IBHOCTB 1 0e30IacHOCTD (HeDBI/I‘IHO'FCHCD&J’II/ISOBaHHHe TOHHUKO-

KIIOHMYCCKHEC HDI/ICTVHH)

D¢ dhexkTuBHOCTH TaKOCaMH/Ia B KAYeCTBE JOMOJHUTEIHHON Tepanyy y MalueHTOB B BO3pacTe
4 neT ¥ crapie ¢ UAMONATHYECKON FeHepAIIM30BaHHOM MUIIETICUEN, CTPaJaIOLUX [IEPBUYHO-
TeHEPAJTN30BaHHBIMUA TOHUKO-KIoHWYeckumu npuctynamu (ITI'TKII), Opita ycraHoBieHa B
xoJie 24-HeJeNbHOTO JIBOMHOTO CIENOro PaHJIOMU3UPOBAHHOTO ILIALE00-KOHTPOIHPYEMOTO
MHOTOIICHTPOBOT'O MCCIIEOBAHUS B MapauleNbHbIX rpynnax. McciaenoBanue coctosio us 12-
HEZEJIbHOTO PETPOCIIEKTUBHOIO 0a30BOro nepuoja, 4-HeAeabHOro NPOCHEKTUBHOIO 0a30BOT0
nepuoga U 24-HENENbHOTO IEpuojJa JieUeHUs (KOTOPBIM BKIOYal O-HENENbHBIH MEpUOJ
TUTpPOBaHMA J103bl W 18-HenenbHBIM mepuoa  moajepkaHus  J03bl). [lanueHTsl,
COOTBETCTBYIOLIME KPHUTEPHUSIM Yy4acTus, MOJy4yaBline CcTabuiabHylo 103y oTr 1 jo 3
MPOTUBOAMMUIIENTHYECKHUX PENapaToB, Y KOTOPHIX BO3HUKIO HE MeHee 3 MOATBEPKICHHBIX
I[II'TKIT B Tteuenue 16-HemenpbHOrO OOBEAMHEHHOTO 0a30BOrO0  TEpUOaA,  OBLTH
paHnoMu3upoBanbl 1 Kk 1 B rpynmsl, Modydaroliye JaKOCaMuA WM Iianedo (malueHThl B
MOJIHOM BBIOOpKE AJIs aHanm3a: jakocaMu n = 118, mnane6o n = 121; u3 HUX 8 MarueHToB B
BO3pacTHOM rpymnmne oT 4 1o 12 net u 16 nmanueHToB B Bo3pacTHOM rpynne ot 12 no 18 ner
MOJTyYaJI JJakocaMul ¥ 9 1 16 mareHToB COOTBETCTBEHHO MOTYYalH 11ane0o).

[TanimerTam MOCTENEHHO TOAOUPATH 03y J0 IEJIEBOM 03Bl TOIIEPKUBAIOIIEr0 Tieproaa 12
MI/KI/CYTKH y TIAIIUEHTOB ¢ Maccoi Tena MeHee 30 Kr, 8 MI/KI/CyTKH y MallMeHTOB ¢ Maccoi

tena ot 30 mo menee 50 kr wiu 400 Mr/cyT y manueHToB ¢ Maccoit Tena 50 kr u 6osee.

[Tepemennas > pexTuBHOCTH [Tname6o Jlakocamu g
[Tapamerp N=121 N =118
Bpewms no Broporo II'TKIT
Cpennee 3nauenue (qHMN) 77,0 -
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dmi;

95 % noBepUTENHHBIN HHTEPBAT 49,0, 128,0

(1)

Jlakocamup - miame6o

OTHoOIIIEHNE PUCKOB 0,540

95 % U 0,377,0,774

p-3HAYCHUE <0,001

OTtcyTCcTBUE TPUTIATAKOB

CrpatudunmpoBaHHast OlleHKa 17,2 31,3
Kannana-Metiepa (%)

95 % A 10,4, 24,0 22,8,39,9

ITepemenHas 3¢ (heKTHBHOCTH [Tnane6o Jlakocamut
[Tapamerp N=121 N=118

Jlakocamuy - turane0o 14,1
95 % 1 32,251

p-3HaueHue 0,011

[Ipumeuanue: Ans TPyNINbl JIaKOCaMUZa HEBO3MOXHO OBLJIO BBIYUCIUTH CPEAHEE BpPEMS N0
Bropbix [II'TKII ¢ momompio meronoB Kamnana-Meiiepa, motomy uto 6omnee yem y 50 %
namnueHToB He Bo3Hukanu Bropeie [II'TKII B [lens 166.

Pesynbrarel B moArpymnmne MandeHTOB JAETCKOTO BO3PACTa COOTBETCTBOBAIM PE3YJbTaTaM

0611_16171 MOITYJISINUHU 110 ITICPBUYHBIM, BTOPUYHBIM U JPYT'M KOHCUYHBIM TOYKaM B(I)(l)eKTI/IBHOCTI/I.

5.2. apmakoKUHeTHYECKHE CBOHCTBA

AbcopOius

JlakocamuJl OBICTPO M IOJHOCTBIO BCACHIBAETCS MOCIE MpUEMa BHYTPb. bBHOMOCTYMHOCTH
nmakocamuia B TabneTtkax coctasisieT npumepHo 100%. [Tocne npreMa BHyTpb KOHIEHTpALUs
JaKocaMuaa B IUla3Me OBICTPO yBEIMYMBACTCS, MakcUMajbHas KOHIEHTpams (Cmax)
nocturaercs yepe3 0,5—4 gaca. [Ipuem nuiy He BIUSET HA CKOPOCTh U CTETIEHb BCACHIBAHUSI.

Pacnopenenenue

O06beM pacripeneseHus coctapisieT mpumepHo 0,6 J1/KT, CTETIeHb CBA3BIBAHUS ¢ O€TKaMH IJ1a3Mbl
— menee 15%.

BI/IOTDaHCd)ODMaI_II/IH

95% nakocaMuja BBIBOJUTCS Yepe3 MOYKU B HEM3MEeHEHHOM Buje (okoio 40%) u B Buze O-
nesmerriMeradonuta (meHee 30%). [lonsipHas gpaxius (MpeanoioKUTEIBHO, TPOU3BOTHBIC

cepuHa) cocraBisger npumepHo 20% B Moue  JUIIb B HeOombmmx KomuuecTBax (0 — 2%)
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oOHapy’KUBAeTCS B IJ1a3Me KpoBH. J[pyrue MeTaOOIUTELONPEACHSIOTCA B MOUE B KOIMYCCTRE
0,5-2%.

Jannsie in vitro mokassiBaiot, uro u3odepmentsl CYP2C9, CYP2C19 u CYP3A4 criocoOHBI
KaTtaau3upoBath oOpazoBaHue O-ae3MeTuIMeTadoNinTa, OJHAKO JIEHCTBHE OCHOBHOTO
n3odepMeHTa He TMOATBepXKaAeHO IN ViVo. Ilpu cpaBHeHMH (hapMaKOKHHETHKH JIAKOCAMHUJIA B
OKCTEHCUBHBIX MeTabonu3aropax (¢ (QYHKIMOHATBHBIM H30(PEPMEHTOM IUTOXpOMa
CYP2C19) u menneHHbIX MeTabOIM3aTOpax (C HEAOCTATKOM (PYHKIIMOHAIBHOTO H30(hepMeHTa
nuroxpoma CYP2C19) kmuHUYECKH 3HAYMMOM Pa3HHUILIBI BBIJICIICHHS JJaKOCaMHU1a OTMEYCHO HE
obuto. Kpome Toro, mccienoBaHus 1O B3aWMOJEHCTBHIO C OMEMPA30JIoM (MHTHOUTOPOM
mzopepmenra CYP2C19) mokazanu OTCYTCTBHE KIMHUYECKH 3HAYMMBIX W3MEHEHUH
KOHIIEHTPALlUU JaKOCaMUJa B IUIa3Me, YTO CBHUJETEIbCTBYET O HM3KOM 3HAUMMOCTH 3TOTO
MyTH.

Konuentpanus O-ne3merniuiakocaMua B IUIa3Me COCTABIISIET MPUMEPHO
15% oT KOHIEHTpaluu JlakocaMuaa. ITOT MeTabonuT He obOiiamaet (HapMaKoJIOTHYECKOM
AKTUBHOCTHIO.

DIUMUHAIMS

Jlakocamu BBIBOAMTCS IyTeM MOYEYHOM OSKckpeuuun U Ouorpancopmanmu. I[locne
MEePOpPAILHOTO MpUeMa H  BHYTPUBEHHOTO BBEACHHS  JIAKOCAMHJIA, ITOMEYCHHOTO
PaaMoaKTUBHBIM U30TOIOM, 0KO0JIO 95% painoakTUBHOCTH OTMeuanock B Moue u MeHee 0,5%
B Kane. [lepuoa monyBbIBeI€HHUS HEM3MEHEHHOTO JIaKOCaMHUa COCTaBIsieT MpuMepHo 13
yacoB. PapMaKOKMHETHUECKHE TTapaMeTPhl MIPOMOPIIMOHAIBHEI 103€, TIOCTOSHHBI BO BpEeMEHH!
Y XapaKTePHU3YIOTCS HU3KOH HHINBUIyJIbHOW BapruaOeIbHOCThIO. [Ipy mprMeHeHu  JiBa pa3a
B JICHb paBHOBECHAs KOHIICHTpPAIWS B IIa3Me JOCTHUTACTCS B TeueHHe 3 aHer. Kymysius
COTPOBOXKAAETCS YBEIMYEHUEM KOHIIEHTPAIIMHU B IJ1a3Me IPUMEpHO B 2 pasa.

PaBHOBecHast KOHIIEHTpallMs MPH MprueMe pa3oBoi Hacklmaromei 10361 200 Mr cpaBHUMA C
TakoBOH npu nepopanbHoM mpueme 100 mr 2 pa3a B CyTKH.

dapMaKOKMHETHKA Y 0COOBIX TPy MMAIUEHTOB

Llon

Knnanyeckne HcciaeoBaHMs TTOKA3BIBAIOT, UTO I10JI HE OKa3bIBAeT 3HAYMMOI'O BIIMSHHSA Ha
KOHIIEHTPALIHIO JaKOCaMHa B IJIa3ME KPOBH.

Paca

Knunudecku 3HaunMble pa3nuius B (papMaKOKWHETHKE JIaKOCaMUa Y a3UaTCKOM,
HETPOUIHON U EBPOIIEOUIHOM Pac OTCYTCTBYIOT.

Toueunas nedocmamournocmo

Benwunna mokasaTens «IUIOIIaab MO KPUBOM COOTHOIIEHUsT KOHIEeHTparus-Bpems» (AUC)
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yBenuuuBaeTca npubausurensHo g0 30%  rpu.Ierkoil .y yMepeHHOU. . TI0YEYHOU
HejgocTaToyHOCTH M 10 60% mnpu  TsDKEIOW M TEPMMHAIBHOM CTaJuM IOYEYHOH
HE/I0CTaTOYHOCTH, TpeOyIoLIed reMoinanu3a, o CpaBHEHHUIO CO 3/I0POBBIMM INAI[UEHTaMH, B
To Bpems kak Cmax He m3MmeHsiercd. Jlakocamuy 3¢peKkTuBHO yaansercs U3 IUIa3Mbl NIPU
remoguainuze. B TedeHue 4 wyacoB mpoueaypbl reMojauaiM3a IUIOMIAAb IOJ KpHUBOM
«KOHIEHTpALMA-BpeMs» CHIDKaeTcsa npuoansutenbHo Ha 50%. [losromy mocne mpornenypsl
reMO/INaIN3a PEKOMEHTyeTCs IPUHATHE TONOJIHUTEIBHOM 103bl. Y MAlUEHTOB C YMEPEHHOH U
TSKEJIOW MOYeYHON HEJOCTAaTOYHOCTBIO BbleNeHHe O-1e3MeTHIIMeTa00aUTa YBEIMUUBAIOCH
B HECKOJIBKO Pa3. Y MauMEHTOB C TEPMHUHAJIBHOM CTaIME MOYEHUHOW HEAOCTATOYHOCTH IPHU
OTCYTCTBUH I'eMO/IMAIN3a YPOBHU ObUIN YBEIMUYECHBI U HEMPEPHIBHO BO3pACTAIH B TeueHHE 24-
yacoBoro HaOmoaeHus. Jlo KOHI@ HE H3Y4€HO, MOKET JIM IIOBBIIICHHOE BBIJCICHHUE
MeTa0O0JIUTa Y NMAUEHTOB C TEPMUHAIBLHON CTaJuell MOYeuHOW HEeJOCTAaTOYHOCTH MTPUBOAUTH
K YBEJIMYEHUIO YncIia MOOOYHbIX 3(h(heKkTOB, HO OBUIO NOATBEPHKAEHO, YTO (hapMaKOJIOrHYECKOM
aKTUBHOCTBIO O-1€3MEeTUIMETa00IUT HE 00J1aAaeT.

Ileuenounas neoocmamourHocmo

VY HanueHToB ¢ yMEPEHHOH IEYEHOYHON HEIOCTATOYHOCTHIO HAOJIOJAINCH IMOBBIIICHHBIE
KOHIIGHTPALlMU JIakocaMMJa B Iu1a3mMe KpoBH (mpubausurenbHo 50% O6onbme AUCHOPM).
OpaHOM 13 NPUYMH MOBBILIEHHOW 3KCIO3ULINN ObUIO CHUKEHUE (QYHKIUU MOYEK y NAIlMEHTOB,
MPUHUMABILKX y4acTHE B UccleAoBaHUAX. CHM)KEHUE HEMTOUEYHOT0 KJIMPEHca y TAallMeHTOB U3
uccienoBanus oueHuBanoch kak ysenuueHue AUC nmakocamupaa Ha 20%. Y manueHToB C
TSKENONW MeUeHOYHON HEJJOCTAaTOYHOCTBhIO (DapMAaKOKUHETHKA HE U3y4allach.

Jluya noosicunozo éo3pacma

B uccnenoBanusax nmpuHUMao ydactue 4 mamuenta odboux monos crapme 75 ser. AUC Obuto
yBennueHo Ha okono 30% y MyxuumH U 50% y JKEHIIMH 1O CPaBHEHHUIO C MOJIOABIMU
narreHTamMu. YacTU4HO 3TO 00BsACHSAETCS CHU)KEHHOW Maccol Tena, 26% y myxunH u 23 % y
KEHIIMH OT HOpPMaJbHOW Macchl Tena. Takke HaOMIoAanoch YBEIWYEHHOE BbIIEIICHUE
nmakocamuia. B nccienoBaHusX y MOKUIIBIX MAUEHTOB MOYEUHBIM KIMPEHC JIakocaMuaa ObLT
YMEHBILIEH HE3HAYUTEIIBHO.

Jlemu

dapMaKOKMHETUYECKUH MPOPMIb JaKocaMuja y JAeTed U MOJPOCTKOB ObUI ONpeiesieH ¢
MOMOUIBI0  MONYJSIMOHHOTO  (PApMaKOKMHETHYECKOIO0 aHaliu3a C  HCHOJIb30BaHUEM
PE3YJIBTaTOB OTAEIBHBIX ONPEAEIICHNI KOHIIEHTPALUH BEIIeCcTBa B IJ1a3Me, ony4eHHbIX B KN
y 414 nereii ¢ anmiencuen B Bo3pacte oT 6 Mecsues 10 17 ner. JlakocaMu Ha3HA4Yalu B 03aX
ot 2 1o 17,8 Mr/kr/cyTku 1iBa pas3a B JIeHb. MakcuMalibHast 103a Uil AeTei ¢ Maccoi tena S50

KT 1 6osiee coctapisiia 600 mr/cyTku. TUNIMYHBIN TIa3MEeHHBIN KHpeHce Ob11 paBeH 1,04 i1/4ac,
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1,32 n/uac u 1.86 n/uac y nereii ¢ maccoit Tena 20 xr,. 30 Kr 1 SOKT, COOTBECTCTREHHO

7Y

CpaBHEHUS, TUTA3MEHHBIN KIIUPEHC Y B3POCIBIX ¢ Maccoi Tena 70 xr coctarisut 1,92 n/gac.
[TonmynsuoHHbIN papMaKOKMHETUYECKUIN aHAIU3 C UCTOIb30BaHUEM (hapMaKOKMHETHUECKUX
00pa3noB mpu HeOobITOM 00bEME BIOOPKHU 13 uccienoBanus [11 ' TKII mokaszan aHaIoruaHyo
skeno3uuuio y nanueHTos ¢ I'TI'TKII n y nmanuesToB ¢ mapuuanbHbBIMU IPUCTYIIAMM.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcroMoraTeibHbIX BelIeCTB

enmrono3a Mmukpokpucramimdeckas tum 200

I'unposio3a HU3KO3aMeElIEHHAS

KpemHuii 1MOKCHT KOJITIOUAHBII

KpocnoBunon

Marnus creapar

I'unpoinoza

IInenounas 000JI0YKa:

[TonMBUHUIOBBIN CIIUPT

Tanbk

Makporon 3350

Turana guokcup

6.2. HecoBMecTHMOCTDH

He nmpumenumo.

6.3. Cpok roaHocTH (CpoOK XpaHeHus )

2 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuTh npu Temneparype He Boime 30°C.

6.5. XapakTep U cojep:KaHHe NEPBUYHOI YIAKOBKH

ITo 14 nnu 56 TabneTok B GaHKU MOJIMMEPHbIE U3 MOJIUITHIIEHA HU3KOTO JAaBJICHUS C ITIaJAKON
TOPJIOBUHOM, YKYIIOPEHHbIE HATSITMBA€MOM KPBIIIKONH C KOHTPOJEM IMEPBOTO BCKPBITUS W3
MOJIMATUIIEHA HU3KOTO AAaBJIEHUS U CMECH U3 OJUATUIIEHA BBICOKOTO JIABJICHUS U MTOJIMATHIIEHA
HU3KOTO JJaBJICHHUS.

Ha GaHKy HakJIeMBarOT 3TUKETKY U3 OyMard STUKETOUHOM MIIM MUCYEH WM CaMOKIIESAIIYIOCs
(MM UMIIOPTHYIO).

Opny GaHKYy BMECTE C JIMCTKOM-BKJIQJBIILIEM MOMENIAIOT B MAuKy M3 KapTOHA, KapTOHA s
MOTPEOUTENHCKOM Taphl MIIM KApTOHA XPOM-3p3all MaKyJIaTypHOTO (UM UMIIOPTHOTO).

He Bce Pa3sMEphbI YITAKOBOK MOT'YT OBITH AOCTYIIHBI JIA pCaJIn3alluu.
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6.6. Oco0ble Mepbl MPEAOCTOPOKHOCTH HHOLO

JIEKAPCTBEHHOI0 TMpenapara MJIH OTXO0A0B, IMOJYYEHHBIX TOCJe NPUMEHeHHus
JIEKAPCTBEHHOI'0 Mpenapara, u pyrue MaHUIMyJISIUM C IPenapaToM

Oco0Oble TpeOOBaHMS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas @enepanust

000 "Aiilludapma"

196650, r. Cankr-IleTepOypr, r. Konmuno, Tep. Mxxopckwuii 3-x, a. 25, nmurepa KK
Tenedon: +7 905 797 49 55

Anpec snekrponnoii moutsl: info@ippharma.ru

7.1 llpencraBuTEIb I€PKATES PErHCTPANIMOHHOTO YI0CTOBEPEHMST

IIpeTen3umn HOTDC6HT€H€I>'I HaIIpaBJIATh IO aAPECy.

Poccuiickas @enepanus

000 "Aiillugpapma"

196650, r. Cankr-IletepOypr, r. Konnuno, Tep. Mxopckuii 3-1, a. 25, nutepa KK
Tenedon: +7 905 797 49 55

Anpec anekTporHO# ouThl: info@ippharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA MIEPBUYHOM PETUCTPAIIMN (IIOJATBEPXJIEHHNS PETUCTPAIIUU,
HEPEPETUCTPALINN)

JlaTa niepBOM perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast xapakTepucCTHKa JieKapcTBeHHoro rmpenapara Jlakocamua-Aiillu noctynHa Ha
nHpOpPMAllMOHHOM mopTasie EBpa3uiickoro 3KOHOMHUYECKOTO COK3a B HH(DOPMAIMOHHO-

KOMMyHHUKaIonHou cetu «Mutepuer»: http://eec.eaeunion.org/
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