COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 04.02.2025 N= 2447

OBIIAS XAPAKTEPUCTHUKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHHME JJEKAPCTBEHHOI'O IIPEITAPATA
JlamuTop, 25 Mr, Ta0neTKH.
Jlamurop, 50 Mr, Ta0neTkH.

Jlamurop, 100 mr, TabreTKy.

2. KAYECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB
JlefcTByIOIIEE BEIIECTBO: JJAMOTPUKHUH.

JlamuTop, 25 Mr, TabJIeTKH

Kaxnas Tabnerka coaep XUt 25 Mr JTaMOTPHKHHA.

Jlamurtop, 50 mr, TabieTku

Kaxxnas tabnerka conepxut 50 Mr 1aMOTpUJKHHA.

Jlamurtop, 100 mr, TabieTku

Kaxxnas tabnerka conepxut 100 MT 1aMOTpHKUHA.
BcnomorareiabHEIE BCIICCTBA, HAJIMYUC KOTOPBIX HAJA0 YUYHUTBIBATH B COCTaBC JICKAPCTBCHHOI'O
mpernapara: JIakTo3bsl MOHOTHApaT (cM. pasaen 4.4.).

[TonHeIi TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB IPUBENIECH B pazeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabmeTku.

TabmeTku CBETIO-KENTOro IBETA, INIOCKHUE, KPYTJIbIE, C PUCKOW Ha OJTHON CTOPOHE TaOJIETKH.

4. KIMHNYECKHUE JAHHBIE
4.1. Iloxa3aHusl K NPUMEHEHUIO
JlamuTOp MOKa3aH K MPUMEHEHHIO Y B3POCIIBIX U JIETEH B BO3pacTe OT 3 JIeT U cTaplie.
Onuiiencus
Bspocnvie u noopocmxu (cmapwe 12 nem)
Onunencusi (MapuyanbHbIE W TEHEPAIM30BAHHBIC MPUIAJKU, BKIIOYas TOHUKO-KJIOHUYECKUE
MPUMAJKK, a TaKKe MPUTNAAKU TpHu cuHapoMe JlenHokca-I'acTo) B cocTaBe KOMOMHMPOBAHHOMN
TEpanuy Wik B KAUeCTBE MOHOTEPAIIUU.
Jlemu 6 o3pacme om 3 0o 12 nem

- Dnwunernicusi (MapyaibHble U TeHepaTu30BaHHbIC TPUIIAKH, BKIIOYAss TOHUKO-KIOHUYECKHE

MPUIIAJIKY, a TAKXKe MPHUIaIKU Tpu cuHapomMe JlenHokca-I'acTo) B cocTaBe KOMOMHUPOBAaHHOM

Tepanuu.
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COIYTCTBYIOIIME TMpoTuBodnmiIenTrueckue mnpenaparsl ([I3I1) mMorytr ObITH OTMEHEHBI, U
pueM Inpenapara JJaMuTop NpogoKeH B peKuMe MOHOTEPAIINH;
- MOHOTEpanus TUIIMYHBIX a0CAHCOB.

bunomsipaoe abdexkTuBHOE pacCTPOUCTBO

Bspocnvie (18 nem u cmapuwie)

- Ilpenynpexaenue HapylleHMH HAcTpOEHHUs (IENpPEecCUd, MaHUM, THIIOMAaHWH, CMELIaHHbBIX
SIU30/10B) Y NALUEHTOB C OUIOJISIPHBIM apPEKTUBHBIM PAaCCTPONCTBOM.

4.2. Pe:kuM 103MpPOBaHUs U CIIOCO0 NMPUMEHEeHHUs

PexxuM 1o3upoBanus

dnuiencus
Monomepanus snunencuu

Bspocnwvie u noopocmku cmapue 12 nem (Tabauua 1)

Havanesnas nosa npenapara Jlamutop nmpu MoHOTepanuu cocrtasisier 25 Mr | pa3 B CyTKu B
TEUYECHHUE 2 HEJENIb C MOCIEIYIOMNM MOBBIIIEHHEM J103bl 10 50 mMr 1 pa3 B CyTKu B TeueHue 2
HeJZleNb. 3aTeM /103y CIEeAYyeT yBeIndnBaTh MakcuMaibHO Ha 50—100 mr kaxasie 1-2 Henenu 1o
JTOCTIKEHHS ONITHMAIBHOTO TepaneBTHIeCKOTo dddexra. OObIdHas MOIePKUBAIONIAS 1032 s
JTOCTIKEHHS ONTUMAIBLHOTO TeparneBTudeckoro addekra coctasiser 100-200 mr/cyt B 1 wnm 2
npuema. HekoTopbIM manmeHTam JUisi JOCTHXKEHHUS JKEIaeMoro TepameBTHYecKoro sddexra
Tpedyercs no3a npenapara Jlamurop 500 mr/cyT.

Hemu 6 sozpacme om 3 0o 12 nem (Tabauua 2)

HauanpHas no3a mpenapara JlaMuTop mpu MOHOTEpanuy MallMEHTOB ¢ TUIIMYHBIMU a0caHCaMu
cocrapisieT 0,3 mMr/kr/cyT B 1 uim 2 mpuema B TeUdeHHE 2 HEJENb ¢ MOCIEIYIONUM TTOBBIIICHUEM
10361 110 0,6 Mr/kr/cyT B 1 min 2 mprema B T€UEHHUE CIICIYIONIUX 2 Helleb. 3aTeM 03y Ipernapara
ClenyeT yBEIWYMBaTh MakcuMaibHO Ha 0,6 MI/Kr Kaxkaple 1-2 Hemenu a0 JOCTHKEHUS
ONTUMAJIBHOTO TepareBTHYECKOro dddekra. OObIUHAS MOIACPIKUBAIOIIAS /1032 IS JOCTHKEHUS
ONTUMAJIFHOTO TepaneBTH4eckoro 3¢ dekra cocrasisier ot 1 g0 10 mr/kr/cyt B 1 wnu 2 npuema,
XOTS HEKOTOPHIM MAalMeHTaM C THIOHYHBIMHA a0caHcaMu JUIS JOCTHDKCHHS JKEJIaeMOro
TepaneBTHIecKoro ¢ dekra Tpedyrorcsa 0ojee BHICOKHUE JO3bI.

BcenenctBue pucka pa3BUTHSL CHIIM HE CJENyeT IMPEBBIIIATh HaudaldbHYIO 103y Ipenapara u
OTKJIOHSITHCS OT PEeKUMA TOCIIEIYIOIIETO MOBBIIEHUS A03bI (cM. pazaen 4.4.).

B cocmase kombunuposannol mepanuu snuiencuu

Bspocavie u noopocmixu cmapwe 12 aem (Tabauya 1)

VY nmanueHToB, KOTOPHIE YK€ MOJIydaroT BajbIpoar B coueTanuu ¢ Apyrumu 1011 nim 6e3 Hux,

HaydaJibHasA [03a HIpcrapara HaMI/ITOp COCTaBIACT 25 mr 4ycpe3 JACHL B TCUYCHHC 2 HEACIIb, B
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nanbHeimeM - mo 25 mr 1 pa3 B cyTku B Teueque 2 HG')E'J;'L:Q% %%EQEH%!; ;Eé;&;ll;ﬂﬂsau

MakcuMaibHO Ha 25-50 wMr kaxzasie 1-2 Hemenu J0 JAOCTHKEHUS ONTUMAJIbHOTO
TepaneBTHUeCKOro 3 pexra. OObIYHAs MOAACPKUBAIOIIAS 1032 JUISI TOCTHXKEHUS ONTUMAIBLHOTO
TepaneBTHUecKoro addexra cocranister 100-200 mr/cyt B 1 nnm 2 npuema.

VY nanueHToB, KOTOpbIe MOIYYaroT coyTcTBYIoUYI0 Tepanuto [I13I1 unu apyrue npenapatsl (cm.
pazzen 4.5.), KOTopble HUHAYLUPYIOT MIIOKYPOHHU3AUIO JAMOTPUIKUHA B COUYETAHUM C APYTUMU
[I211 wnm 6e3 HUX (32 MCKITIOYCHHEM BalbIIPOATOB), HadallbHas J03a mpenapara Jlamurtop
coctasisier 50 Mr 1 pa3 B CyTKH B Te4eHHUE 2 HeNenb, B AajbpHelneM - 100 mr/cyTt B 2 npuema B
TeueHue 2 He/eTb.

3aTem 703y cleayeT yBeIudnuBaTh MakcuMaiabHo Ha 100 Mr kaxkapie 1-2 Hemenu 10 JOCTUKEHUS
ONTUMAIBHOTO TepaneBTHYeCKoro ¢ dekra. OObIUHAS MOIACPKUBAIOIIAS 1032 I TOCTHKEHUS
ONTUMAJILHOTO TepaneBThuueckoro apdexra cocrapuser 200-400 mr/cyT B 2 npuema.
HekoTopeiM marueHTaMm Al JOCTHXKEHHUS >KEIaeMOro TepamneBTHUecKoro 3¢ddexkra Moxer
notpeboBaTbcsi Ha3HaueHUe penapara Jlamutop B mo3e 700 Mr/cyT.

VY manueHToB, TPUHUMAIONTUX JAPYTUe MpenapaThl, KOTOPhIE CYIIECTBEHHO HE MHTHOUPYIOT U HE
MHIYLUUPYIOT TIIOKYPOHHU3ALMIO JIAMOTPUKUHA (CM. pa3zaen 4.5.), HauanbHasl j03a npemnapara
JlamuTop cocraBiusier 25 mr 1 pa3 B CyTKu B T€ueHUE 2 Heenb, B AaybHenmeM - 50 mr 1 pa3 B
CyTKM B T€UYEHHE 2 HeIelb. 3aTeM J03y CIEeIyeT YBEIMYMBaTh MakcuMaibHO Ha 50-100 mr
Kaxaple 1-2 Hemenu A0 NOCTHXKEHUS ONTHUMANBbHOTO TepamneBTH4ecKoro addexra. OObuHas
MOAJICPHKUBAIOIIAS 1032 IS TOCTUXKEHUSI ONTUMAIbHOTO TEPAeBTUYECKOro AP deKTa COCTaBIIsSET
100-200 mr/cyT B 1 unu 2 mpuema.

Tadauna 1. PexkoMeHnayemblili pe:xuM J03MPOBaHUS mpenapara JlaMuUTop npu JedyeHHH

MUJIETICUN Y B3POCJIbIX U NMOAPOCTKOB cTapuie 12 et

Pesxxum 103upoBaHus Heneas Henens HomnepxuBarinas 103a
1-2 3-4
Momnorepanus 25 mr 50 mr 100200 mr (B 1 wm 2

(1 paz B|(l pa3 B mopuema).

CYTKH) CYTKH) J103bI MOT'YT OBITh yBEITHYCHBI
Ha 50-100 Mr xaxneie 1-2
HEJCNMd IS JTOCTHDKCHHSI

nozLuepncHBa}omeﬁ JO3BbI.
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KomOunMpoBanHas Tepanus c|12,5 Mr 25 Mr

BaJIblIpoaTaMU BHE 3aBHCUMOCTH  OT (Ha3Hayaemas (1 pa3 B mpuema).
JPYroi COIyTCTBYIOLIEN TE€paIUU no 25 M |CyTKH) J103BI MOTYT OBITh YBEITHYCHBI
yepe3 JCHb) Ha 25-50 mr xaxmeie 1-2
HENEeNMU JUIS  JOCTHXKECHHS

MOJACP/KUBAIOIIEN JO3BI.

KomOunupoBannas | OT1oT pexxum poinkes 50 mr 100 mr (8 2 200400 mr (B 2 nmpuema).

Tepanus 0e3 [HCIONB30BaThCA cl(l pa3 B mnpuema) /103l MOTYT OBITH YBEIUUEHBI

BaJILIIPOATOB (beHUTOMHOM, KapOa- CYTKH) Ha 100 wmr xaxgele 1-2
Ma3zenuHoM, ¢heHobdap- Heaean  Jis1  JOCTHIKEHUS
OouTanoM, TNPUMHUIO- NOJIEPKUBAIOLIEH 103bI.

HOM WIH JpYIMMH

HHIYKTOpaMHU

TTFOKY POHH3AITUT

JIAaMOTPHUDKUHA

OTOT PEeXUM JIOIDKEH 25 Mr 50 mr 100200 mMr (8 1 wim B 2
HCTIOJTB30BaThCS c(l pa3 B|(l pa3 B mnpuema).

JIPYTHMH TIperapaTamu, CyTKH) CYTKH) J103bI MOT'YT OBITH YBEIHYEHBI
KOTOpBIE CyIIECT- Ha 50-100 mr kaxmasie 1-2
BEHHO HE HeAeTu U1 JTOCTHXKEHUs
UHTUOUPYIOT M He MOIJICPKUBAIOLIEH T103bI.
UHIYLHUPYIOT

TITIOKYPOHU3AIUIO

JaMOTPHUIKUHA

Y nanuentoB, mnpunuMmaromux [IOI1, dapmakokuHeTHYeCKOe B3aUMOACHCTBHE KOTOPBIX C
JTAMOTPUKUHOM B HACTOsIIIEe BPEMsi HEU3BECTHO, JOJDKEH HCIIOJIb30BATHCS PEXHUM JO3MPOBAHMS,

peKOMeHHOBaHHHﬁ I IPUMCHCHHA JTIaMOTPHUI’)KKWHA B KOM6I/IHaI_[I/II/I C BaJIbIIpoaTaMu.

Bcnencrue PHUCKaA pa3sBUTHS ChIIIK HE CIICAYCT MPCBLIIIATH HAYAJIbHYIO JO3Y IIPCIlapaTa .HaMI/ITOp
" OTKJIOHATBCH OT PEKUMA MOCICAYIOMICTO IMOBBIIICHUA JO3bI.

JHemu 6 sozpacme om 3 0o 12 nem (Tabauua 2)

V manueHToB, IPUHUMAIOIIUX BalIbIIpoaTsl B coueTaHuy ¢ Apyrumu [1011 umm 6e3 Hux, HavanbHas
no3a mpemnapara Jlamutop cocrasnser 0,15 mr/kr/cyT 1 pa3 B CyTKH B TeueHHE 2 HEJEib, B
nanpHelmem — 0,3 mr/kr/cyt 1 pa3 B CyTKM B TeueHHE 2 Henelb. 3aTeM 7032 MOXKET OBbITh

YBCIMUCHA MAKCHUMAJIBbHO Ha 0,3 MT/KT KaXXIbIC 1—2 HEACIU OO0 AOCTHUKCHHUS OIITHUMAJIBHOI'O
4
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TepaneBTHYecKoro dpdexra. OObIYHAS MOIEP HBamm@'%&l%;Eb“éjgﬁvg&Hﬁ onThiMatstoro

TepaneBTHUecKoro 3¢dpdekra cocranser 1-5 mr/kr/cyt B 1 wnm 2 npuema. MakcumainbpHast 7103a
coctasisier 200 mr/cyT.

VYV namuenTtoB, koropbie mnonydaror I[I9I1 wmm apyrume mnpemapatsl (cm. paszgen 4.5.),
UHIYLHPYIOLIUE [JIIOKYPOHU3ALUIO JIAMOTPUIKIHA, B coueTanuu ¢ apyrumu [1911 wim 6e3 Hux
(3a UCKJTFOYCHHEM BaJIbIIPOATOB), HAUaIbHAsI 103a npenapara Jlamurop coctasiser 0,6 Mr/kr/cyT
B 2 preMa B TeUCHHE 2 He/Ielb, B AalbHEHeM - 1,2 MI/Kr/cyT B 2 mpuemMa B TCUCHUE 2 HECIb.
3areM 703y cleayeT yBEIMYMBaTH MakCHUMalbHO Ha 1,2 Mr/kr kaxaele 1-2 Hemenw 10
JOCTUKEHHS ONITUMAJIBLHOTO TepaneBTUYecKoro 3gdexra. OObIUHas MOAIEPKUBAOIAs 1032 TS
JOCTUKEHHSI ONITUMAJIBHOTO TepaneBTU4ecKoro agdexra cocrapisieT 5—15 mr/kr/cyt B 1 unm 2
npuema. MakcumanbHas 1o3a cocrasiseT 400 Mr/cyT.

VY nmanueHToB, NPUHUMAIOIINX JPYTrHe Mpenaparbl, KOTOPbIE CYIIECTBEHHO HE MHTHOUPYIOT U HE
UHIYLUUPYIOT TIIOKYPOHHU3ALMIO JIAaMOTPUDKUHA (CM. pa3zaen 4.5.), HauanbHasl /03a npenapara
Jlamutop cocrasmisier 0,3 Mr/kr/cyt B | uinu 2 nprieMa B TedeHHe 2 HeNelb, B nanpHeimem - 0,6
MI/KT/CyT B 1 i 2 mpuema B TedeHHe 2 HeJlelb. 3aTeM 7103y CIIeAyeT YBEINYNBAaTh MAaKCUMAIBHO
Ha 0,6 Mr/kr kaxaple 1-2 Hemenw, Moka He OyAeT AOCTHTHYT ONTUMAIBHBIA TepaneBTHYCCKHMA
ahdext. OObIYHAS TTOANESPKUBAIOIIAS 1032 IS TOCTHXKCHHS! ONTUMAJIBHOTO TEPANIEBTUYECKOTO
addexra coctaBmser 1-10 mr/kr/cyt B 1 wim 2 npuema. MakcumanbHast 103a coctasisier 200
MT/CYT.

Bo3moxHO, 4TO manueHTaMm B Bo3pacTe oT 3 10 6 JeT moTpedyercs MoIep KUBaroIas 103a,
HaXOoJIascs Ha BEpXHEH IpaHuIe peKOMEHIYyEeMOro IMana3oHa.

BcenenctBue prcka pa3BUTHS CHIIIM HE CIIEAYET MPEBBIIATh HAYaIbHYIO 103y Npemnapara Jlamutop
U OTKJIOHSITHCS OT PEXKUMA MOCIIETYIOIIero MOBbIIEeHUs 1036l (cM. pa3zaen 4.4.).

Jis oOecnedyeHus Haaiexamled MOJAEPKUBAIOIICH TeparneBTHUECKON 103kl HE0OXOIMMO
KOHTPOJIMPOBATh Maccy Tejia peOeHKa M KOPPEKTHUPOBATh 103y Mpenapara npu ee H3MEHEHHUH.
[Ipu HeoOxoaumocTH, sl oOecredeHuss TOYHOrO JAO3MPOBAHUS HA HAYAJILHOM dTare Teparuu
clieyeT NpUMEHATh npenapat Jlamutop B 6051ee HU3KOH T03UPOBKE € MOCTIEAYIOIIUM IIEPEX0I0M

Ha TabJeTKu J03UpoBKOH 25 mr, 50 mMr mau 100 mr.
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Tabauna 2. PexomMenayeMblii pexxuM 103H OBaHnd:%:;n-Lﬁi;%'ﬁl%I?kF;gﬁ i bhum

MWJIENCHN y aeTeil B Bo3pacte oT 3 10 12 jeT (cyToUYHAasi 1032 B MI'/KI/CYyT)

Pe:xxum no3upoBanus Hepeans Hepeans HomnepxuBarmas
1-2 3-4 no03a
MoHoTeparnus TUITHIHBIX a0CAaHCOB 0,3 wr/kr | 0,6 wr/kr | IToBeimenne no3sl Ha 0,6
B1wm?2|®1 um?2|Mr/kr  Kaxgele 1-2
npuemMa) npuemMa) HeNeIu 10 NOCTHKCHUS
MOJACP/KUBAOIIEN TO3bI
1-10 mr/kr (B 1 wim 2
npuema) 10
MaKCHMAaJILHOM J103bI
200 mr/cyT.
Komb6unupoBannas Tepanus c|0,15 0,3 wr/kr | [loBbienue 1o3sl Ha 0,3
BaJbIIpoaTaMi BHE 3aBHcUMOCTH OT | mr/kr* (1 [ (1 pa3 B | Mr/kr  kaxageie  1-2
JPYTOH COIyTCTBYIOMIEH Teparuu pa3 B | CyTKH) HEJCTU JO JIOCTHKEHUS
CYTKH) MOJACPKUBAIOIIEH JO3bI
1-5 mr/kr/cyt (B 1 umm 2
npuemMa) pi (o)
MaKCUMaJILHOU O35l
200 mr/cyT.
KomOunupoBannas | 3ToT pexum | 0,6 wr/kr | 1,2  wmr/kr | [loBeimenue 10361 Ha 1,2
Tepanus 0e3 | 103upOoBaHUs (B 2| (B 2 | Mr/kr  Kaxaele  1-2
BaJIbIIPOATOB JOJHKEH npuema) npuema) HEAETU 10 JOCTHXKEHUs
HCIIOJIb30BaThCA C MOJICPKUBAIOLIEH JT03BI
(heHUTOMHOM, 5-15 mr/kr/cyt (B 1 wim
KapOaMa3enmuHOoM, 2 npueMa) hi (o)
(dheHnobapOuTaIoMm, MaKCHUMaJIbHOMN JI03bI
MIPUMHUIOHOM HJTH 400 mr/cyT.
IPyTUMH
WHIYKTOpaMH
TJTIOKYPOHH3AIIT
JaMOTPHIKUHA
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9t1oT pexnm | 0,3 | Mr/kr '-G:g"'ql\%%&i Ti-d%gmﬁﬂ'quﬁs%g;bﬁ
JOJDKEH B1wm?2|®1 um?2|Mr/kr  kaxaele 1-2
KCIIOB30BATHCS C | IIpUEMa) npuemMa) HEJIEIU 10 JOCTHXKEHUS
IpenapaTami, HOJJIEPAKUBAIOLIEN J103BI
KOTOpbIE 1-10 mr/kr/cyT (B 1 i
3HAYUTEIBHO HE 2 npuemMa) pi(e]
WHTUOHUPYIOT U HE MaKCUMaJbHOW  JI03BI
UHAYIHPYIOT 200 mr/cyT.
TIIIOKYPOHU3AIUIO

JaMOTPHIKUHA

VY mnanuenrtos, npunumaromux [IOI1, gapMakokuHeTHyeckoe B3aUMOJIEHCTBHE KOTOPBIX C
JAMOTPUJKMHOM B HACTOSLIEE BPEMS HEU3BECTHO, JOJDKEH MCIIOJIB30BAaThCA PEXUM
JO3UpPOBAHUS, PEKOMEHJOBAHHBIN [ NPUMEHEHHUS JaMOTPUDKMHA B KOMOHMHAIMHU C
BAJIBIIpOATaMH.

*Ecnu paccurTaHHas CyTOYHas 1032 y MAMEHTOB, IPUHUMAIOIINX BaJbIIpoaT, COCTABIISET 2,5—
5 MT, TO MOKHO HAa3Ha4YMTh JAMOTPU/DKUH B JTIO3UPOBKE 5 MI 4epe3 J€Hb B TEUEHHE MEPBBIX 2
HEJIENb.

Ecnu paccuntanHas CyTo4Has 103a y NAUMEHTOB, INPUHUMAIOIUX BalbIIpPOAT, COCTaBISAECT
MeHee 2,5 MT, TaMOTPHUJKUH Ha3HAa4aTh HE CIIETyeET.

Heo6xonumo nmpuHUMaTh BO BHUMaHHE, YTO JJAMOTPUUKUH B JIOCTYIHOH JO3MPOBKE 5 MI' HE
obecrieynBaeT TOYHOE J03UPOBAHHME JAMOTPHUIXKHMHA B COOTBETCTBUM C PEKOMEHAALUSMH B

Hayaje Teparuu y JIeTei ¢ Mmaccoi Ttena Mmenee 17 kr.

Obwue pexomeroayuu no pexcumy 003UpOo8aHUs Npu JledeHUU SNULeNnCUu

[Ipu ormene comyrcrByromux [1911 nmu nodasnennn Ha (one mpuema namorpumxuHa 1211 wmm
JOPYTUX JIEKAPCTBEHHBIX IpENapaToB HEOOXOAWMO MPUHUMATh BO BHMMAHHE TO, YTO 3TO MOMKET
OKa3aTh BIUSHHUE Ha ()apMAKOKMHETHUKY JaMOTpHIKUHA (cM. pazzaen 4.5.).

bunoasipaoe apdexTuBHOE PACCTPOHCTBO

Bspocnvie 6 6o3pacme 18 nem u cmapwe (Tabauya 3, 4)

BcenenctBue pucka MOSABIEHUS CHINM HE CIEAyeT MPEBBINIATh HAYalbHYIO 103y Ipemnapara u
OTKJIOHSITHCS OT PEKUMA TOCIEeIYIOIIETO MOBBIIEHUS 103 (CM. paznen 4.4.).

Heo0Oxoaumo crnegoBath mepexoqHoMy PeKUMY JO3UPOBAHUS, KOTOPBIN BKIIFOUAET B ce0s1 MOBBIIICHUE
7036l mpemnapara JlaMutop B TedeHHe 6 HEAeNnb M0 MOJICPKUBAIOLIEH CTAOMIM3UPYIOMIEH 03B
(Tabnmuma 3), mocne dYero, MpU HATWYUHU TOKAa3aHUW MOXKHO OTMEHSATH JpPyrue TICHUXOTPOITHBIE

npenapatsl u/vwim [1311 (Tabnuna 4).
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Ta6auua 3. PekoMeHayemMblii pe:KUM MOBBIIIEHUH 103bI HB%BEJJ%E‘E’J%E%Q& ]iac';lﬁ%hna

NO/AJIeP:KUBAIOLE CYTOYHOI cTabuau3upylomeii 10361 y B3pociabix (18 ser m crapiue) mpu

ounoasipuoM adpeKkTHBHOM paccTpoiicTBe

MeneBas
Hemesm @ Hepeam | Hepens
Pesxxum no3upoBanust CTA0WIN3UpYIOIIAs
1-2 3-4 5
no3a (nemest 6)*
a) KomOunupoBannas tepamus ¢ | 12,5 wmr | 25 mr 50 mr (B | 100 mr (B 1 unu 2 npuema

MHrUOUTOpaMu TioKypoHusanuu | (25 wMr | (1 pa3 B |1 wimm 2 | B cyTKH), MakCUMalbHas
JIaMOTPHJIKHUHA, Harpumep, | 4epes CYTKH) npueMa B | cyto4Has no3a 200 mr

BaJIBIIpOATaMu JICHb) CYTKH)

6) Kom6unuposannas tepanus ¢ | 50 mr (1 | 100 mr (8 | 200 Mr (B | 300 mMr nHa 6-i1 Hegene
WHAYKTOPaMH TJIOKYPOHHW3AIlMK | pa3 B 2 Ipuema | 2 mpueMa  Tepamuw, npu

JAMOTPHUKMHA y MAllMEHTOB, HE | CYTKM) | B CYyTKH) | B CYTKH) | HEOOXOAMMOCTH

MPUHUMAKOIIUX WHTUOUTOPHI, yBeIMYHUTh 1103y 110 400
TaKM€ KakK BaJbIpoar. ITOT Mr/cyr Ha 7-d Hememne
PEXKUM JIOJDKEH HCIOJIb30BAThHCS Tepanuu (B 2 mpuema B
c (heHuTOMHOM, CyTKH)
KapOaMa3ermuHOM,

(dhenobapOuTaIOM, TPUMHIOHOM

WIM  JAPYTUMU  UHAYKTOpaMu

TIIIOKYPOHHU3AIUU
JTaMOTPUIKHUHA

B) Momnorepanus | 25 mr (1 |50 mr (8 | 100 mr (8 | 200 mr (ot 100 mr 1o 400
JIAaMOTPHUIPKUHOM Wiy | pa3 B 'l wm 2 1 wm 2 wmr) (B 1 wm 2 npuema B

KOMOMHHpOBAaHHAs Tepamus Y |CyTKH) | IpueMa B | [pueMa B | CYTKH)
MAIUEHTOB, MPUHUMAIOIIUX CYTKH) CYTKH)

JpyTHue Mpenaparbl, KOTOPhIE HE

OKa3bIBAIOT 3HAYUTEIBHOTO

WHIYIUPYIOLIErO WIH

MHTUOUPYIOIIEro JAeWCTBUS Ha

TJIFOKYPOHH3ALUIO

JIaMOTpPUIZKUHA



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 04.02.2025 N= 2447
(MOCREOOBATERBROCTE 0001)

[IpuMeuanue: y TMalUeHToB, NpuHUMArONINX HOH,—apMakokiHerHieckoe—B3aHMOASHETBHS
KOTOPBIX C JIJAMOTPHUJKUHOM B HACTOSILIEE BPEMsI HEU3BECTHO, JOJKEH UCIIOIb30BATHCS PEKUM
MIOBBILIEHUS J103bl, PEKOMEHIOBAHHBIA Ui NPUMEHEHUS JIAaMOTPU/DKMHA B KOMOMHALIUU C

BaJIbIIpOATaMH.

*IleneBass cTaOWIM3UpYIOMIAs 1032 MOXET H3MEHATHCS B 3aBHUCHMOCTH OT KJIHMHHYECKOTO

addekra.

a) Kombdbunuposannas mepanus ¢ uneubumopami 2iioKypoOHU3AyuuY 1aMOmMpUONCURA, Hanpumep,

sdajibnpoamamu

HauanpHnas no3a npenapara JlaMutop y manueHToB, JOMOJHUTEILHO TPUHUMAIOIIUX MpenapaThl,
WHTUOUPYIOIIHNE TIIOKYPOHU3AINIO, TaKWe KaK BaJIbIIPOAThI, COCTABIsAECT 25 MTI Yepe3 JICHb B
TE€YeHHE 2 HeJlelb, 3aTeM 25 Mr 1 pa3 B CyTKH B TeueHue 2 Henenb. J(03y cieayer yBeauuuTh 10
50 mr 1 pa3 B cyTku (Wi B 2 npuema) Ha 5-ii Hepene. OObIUHAS 11eeBast 103a sl TOCTHKCHUS
ONTUMABHOTO TepaneBTH4IecKoro ¢ dekra cocrapisger 100 mr/cyT (B 1 wim 2 mpuema). OgHako
71032 MOXET OBITh yBEJIMYEHA JI0 MaKCHMaJIbHOW CyTOUHOH 10361 200 MT B 3aBUCHUMOCTH OT
KJIIMHAYECKOro 3 dexra.

0) Kombunuposarnas mepanus ¢ UHOVKMOPAMU 2JIFOKYPOHUZAUUY AAMOMPUONCUHA Y RAUUCHINOS,

HE npunumarowux uneubumopul, maxKue Kak _6aabnpoambsl. IMOM __PeNCUM _ OOAHCEH

UCNOJIb308AMbCA C (DeHUMOUHOM, Kapbamazenunom, hernobapbumaiom, NPUMUOOHOM U OPY2UMU

UHOVKIMOPAMU 2JIIOKYDOHUZAUUY TAMOMPUONCUHA

Havanphas nosza mpemnapata JlaMutop y maiueHTOB, OJHOBPEMEHHO NMPUHUMAIOIINUX IIPEraparsl,
UHIYUUPYIOLIME TIIOKypOHU3alui0 JaMOoTpupkuHa, W HE mnpuHHMaromux Bajgblpoarsl,
cocrasiisgeT 50 Mr 1 pa3 B CyTKH B TeucHHE 2 Heaelb, 3aTeM 100 mr/cyT B 2 mprieMa B TeUeHHE 2
Henenb. Ha 5-if Henene no3y cnenyet yBenmuuuthb 110 200 mr/cyT B 2 mpuema. Ha 6-ii Henene mo3a
MOkeT ObITh yBenuueHa g0 300 mr/cyt, oaHako OObIYHAsl IiesieBast /103a JUIsl JTOCTHXKEHUS
ONTUMAaIBHOrO TepaneBTuYecKoro 3 dexra coctasuser 400 mr/cyT (B 2 nmpueMa) U Ha3HAYACTCS
Ha4yMHAs ¢ 7-i HeJeNu JeueHusl.

6) MOHomepanuﬂ JZCZMOWZDMOWCHHOM uiu KOM6L[HMD0661HHaﬂ mepanusi 'y nayuenmoes,

NPpUHUMAROWuUX npenapdanivl, Komopbvle He 0Kas3vledionm Cyuecni6erHrnozo MHOVMMDVIOWQZO uiu

MH2M6MDVIOW€20 GIUAHUA HA STIOKYPORU3AYUIO ﬂaJl/lOI’nDMODfCMHa

HauansHnas no3a npenapara Jlamurop coctasiusier 25 mr 1 pa3 B CyTKU B TEUEHHE 2 HEZIETb, 3aTEM
50 mr/cyt (B 1 nnu 2 npueMa) B TeueHue 2 Hemenb. Ha 5-it Henmene 103y ciieayeT yBEIUYUTh JI0
100 mr/cyTt. OObIuHas 1eneBas 103a Ui JOCTHYKEHUS ONTUMATBHOT0 TepaneBTHIEeCKOro 3pdexTa
cocraBisier 200 mr/cytr (B8 1 wnum 2 mpuema). OmHAakO B KIMHHYECKUX MCCIEIOBAHUSAX

MIPUMEHSUIACH 10361 B Auamna3oHe oT 100 mr o 400 mr.



COOTBETCTBYET IKCNEFPTHOMY OTYETY
L E'-i.:E_':'.:Eﬁ M2 2447 _
[Mocne JOCTHXKEHHUs IeNeBOl CyTOUHOM MO ‘pmnBaIbeéfr-EEa%ﬁJﬁd%E%iHéﬁc AGsH- yIHe

MICUXOTPOIIHBIE MPenapaThl MOTYT ObITh OTMeHeHbI (Tabmuia 4).
Tabmmuna 4. IlonpepxuBawmasi craduausupylomasi o0masi CyroyHasi /i03a Ipenapara
Jlamutop aast JedeHuss OumnoJsipHoro ag@gexTuBHOro paccTpoiicTBa Iocje OTMEHbI

CONMYTCTBYKINHUX IMCUXOTPOITHLIX NMpEMmaparoB Ujin [1I6)11

Pexum no3upoBanus Hepnens 1 Henensi 2 | Hegeast 3 m

najee*

a) Ilocne orMmeHbl HMHrUOMTOPOB | YIBOUTH cTadbunusupymomyto  Coxpanuts 103y 200 mr/cyt
[JIIOKYPOHM3AIMM  JTAMOTPHJIKUHA, | 703y, HE NPEBbIIIas YPOBHA | B 2 MpHeMa.
HalrpuMep, BaJIbIIPOATOB. yBenuueHus Ha 100 mr/Hen.

To €CThb LeJIeBast

crabmmmsupyromas go3a 100

MT/CyT yBeNIU4unBaeTcs Ha 1-i

Hezene 10 200 mr/cyT.

6) Ilocme ormensr wuHAYKTOpOB 400 MT 300 mr 200 mr
TIIOKYPOHM3AIMHA JIaMOTPHUKHHA B

YPOHHIa piA 300 wr 225 wr 150 Mr
3aBUCHUMOCTH OT WCXOJHOH O3B
3T10T peXUM HOJDKEH 6piTs | 200 MT 150 mr 100 mr

UCTOJB30BaH TIPU  NPUMCHEHHUH
(dhenuTomnHa, KapOamasenuHa,
(dbenobapbuTana, NPUMHUIAOHA WU
JIPYTUX HMHIYKTOPOB TJIFOKYPOHHU3a-

OHUH JIaMOTPHUJKHUHA.

B) ITocne OTMEHBI npyrux | I[logmepkuBarh IENEBYIO 103y, JOCTUTHYTYIO B IPOIECCE
TICUXOTPOITHBIX IpenaparoB y |pexkuma mnoBbimeHuss 1036l (200 Mr/cyt B 2 mnpuema;
MalMeHTOB, HE  NPUHUMAONIMX auamna3oH 103 ot 100 mr mo 400 mr).

HUHIYKTOPBI HIIH HHTHUOUTOPBI

TJIIFOKYPOHU3alUU JIAaMOTPHUPKUHA.

[Ipumeuanue: y mnanumenToB, npuHumaromux IIOI1, dapmakoknmHeTHUYECKOe B3anMojeiicTBHE
KOTOPBIX C JIJAMOTPUIPKHUHOM B HACTOSIILIEE BPEMSI HEU3BECTHO, PEKOMEHAYETCSI COXPAaHUTh TEKYIIYIO
7103y JaMOTPUIKUHA U TIPOBOJUTH MOA00P 03kl JIAMOTPHIKMHA B 3aBUCUMOCTH OT KIIMHUYECKOT'O

OTBCTA.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 04.02.2025 N= 2447

* TIpu HEOOXOIUMOCTH 7032 MOXKET OBITh YBEII{UCHA no'iﬁ%:&¥ﬁ«;§ BATEJIbHOCTE 00017)

a) Tepanus JZCZMOI’HDM&WCUHOM nocie _ommenbl KOMOUHUPOBAHHOU Mepanuy ¢ UHSubumopamu

2NIOKYDOHU3AYUU TAMOMPUONCUHA, HANPUMED, B8ATIbIPOAMAMU

ITocie OTMEHBI BaJIBIIPOATOB, LIENEBYIO CTAOMIM3UPYIOIIYIO 103y Ipenapara Jlamurop ciemyer
YABOUTH U NOJAEPKUBATH HA 3TOM YPOBHE.

0) Tepanus aamompuodICuUHOM HOCAE OMMEHbl KOMOUHUPOBAHHOU mepanuu ¢ UHOVKIMOpamMu

2NIIOKYPOHUZAUUU AAMOMPUOICUHA 8 3A8UCUMOCIIU O UCXOOHOU NOO0epaiHcusauell 003bl. Imom

PeNCUM___QO0NIHCEH _ OblMb  UCNONb308AH _NPU  NPUMEHEeHUU d)eHumouHa, KCZD6CZMCZ3€I’1MHCZ,

denobapbumana, NPUMUOOHA UWAU OPY2UX UHOYVKIMOPOS 2NIIOKYDOHUZAUUY IAMOMPUONCUHA

o3y mpenapara JlaMuTOp ClieyeT MOCTENEHHO CHMXKATh B T€UEHHE 3 HEAeNb MOCJie OTMEHBI
HHIAYKTOPOB INIFOKYPOHU3AIUH.

8) Tepanus 1aMompuoNCUHOM NOCTIE OMMEHbL CORYIMCMEVIOUWUX NCUXOMPONHBIX NPEnapamos, He

OKA3bIBANOWUX  UHSUOUDYIOWE20 WU UHOVYUPYIOWE20  GAUAHUS  HA  2IOKYVDOHUZAUUIO

AAMOMPUOHCUHA

B mepuojx OTMEHBI CONMYTCTBYIOIIMX TIpErapaTtoB JO/DKHA OBITh COXpaHeHa IielieBas J103a
nperapaTa JlaMuTop, TOCTUTHYTasE B MIPOIIECCE PEXKMMA ITOBBIIICHHUS JT036I.

Koppexyus cymounoti 003v1 npenapama Jlamumop y nayuenmos ¢ OunousipHuim aghghexmusHuim
paccmpoticmeom nocie 0obasnenus opyeux npenapamos (Tabauya 5)

OTCyTCTBYeT KIMHHYECKHHA OMBIT 1O KOPPEKIWW CYTOYHBIX JI03 JIAMOTPHDKHHA TIOCIE
noOaBneHust JApyrux mpernaparoB. OpHAKO Ha OCHOBaHWUM WCCIEIOBAaHHMNA IO OICHKE
B3aMMOJICHCTBHSI TPEMapaToB MOTYT OBITh MPEIIOKEHBI clenyromue pekomernanyu (Tabnuia
5).

Ta6auna 5. Koppekuusi cyTounbix 103 npenapara Jlamutop y B3pocibix (18 jeT u crapie)

¢ OunoJsipHbIM agPeKTUBHBIM PACCTPOMCTBOM MOCJ€e 100aBJIeHUs APYTUX NMPenapaTos

Pesxxum 103upoBaHus Texymasi Henenss1l | Hemensi 2 | Hemeasn 3
CTA0WIM3UPY IO M JaJjiee
asi 103a
JIAMOTPU/IKMHA
(mr/cyr)
a) JloGaBnenue  wunrudburopo 200 mMr 100 mr CoxpaHuTh 103y
[JIFOKYPOHM3ALUNA JIAMOTPHUIKUHA 100 mr/cyT
(Hampumep,  BalbIPOATOB) B | 300 mr 150 mr CoxpaHHUTh 103y
150 mr/cyT

11



COOTBETCTBYET SKCMEPTHOMY OTUETY
 oT04.022025 N2 2447
(OEAEAOBATEREHOCTL 0001

3aBUCUMOCTH OT UCXOOHOH 1036l | 400 Mr XPaHUTh 103y

JAMOTPUIKHHA. 200 mr/cyT
06) JoGamenue  uwHAYKTOpOoB & 200 MI 200 mr 300 mr 400 mr
MIIOKYPOHH3alUuKU JIaMOTPHUIDKHMHA | 150 mr 150 mr 225 Mr 300 mMT

Y TAMHCHTOB, HE MOIYSAIOMHX [ \r 100 mr 150 Mr | 200 mr
BaJIbIIpOAaThbl, B 3aBUCHUMOCTHU OT

I/ICXOI[HOﬁ AO3bI JIaAMOTPHUIKHUHA.

OTOT peXHM  JODKCH  OBITh

HCIOJIB30BAH IIPU  NPUMEHEHUHU

(deHuTouHa, KapbamasenuHa,

(dhenobapOuTana, MpUMHIOHA WU

IpyTux WHTUOUTOPOB

TJIIIOKYPOHHU3alWH JIaMOTPHUIKWUHA.

B) JlobGaBnenue npyrux npenaparos, | [logmepxuBarh 1eneBy0 103y, TOCTUTHYTYIO B MPOIIECCE
KOTOPBIE HE OKa3bIBAIOT | PEKMMa TMOBBIIEHUS 10361 (200 Mr/cyT; nuama3oH 103 OT
3HaYMTENbHOTO  MHAyIupytomiero | 100 mr mo 400 mr).

WIA MHTUOUPYIOIIETO NEUCTBUS Ha

[IIOKYPOHU3ALINIO JIAaMOTPUKUHA.

[Ipumeuanue: y mnammenToB, npuHuMaromux [I0I1, dapMakokuHEeTHYECKOE B3aMMOACHCTBUE
KOTOpBIX C JIAMOTPH/DKMHOM B HACTOSIILIEE BPEMsI HEU3BECTHO, JOJDKEH HCIIOJIb30BATHCS PEKUM

JAO3UPOBAHMNA, peKOMeH,[[OBaHHBIﬁ I ITIPUMEHCHUS JIAMOTPUIPKWHA B KOM6I/IHaI_[I/II/I C BaJIbIIpOAaTaMH.

Ommena mepanuu J1AMOMPUONCUHOM YV  NAYUEHMO8 C  OUNOJAPHLIM  ApheKmueHvim
paccmpoicmeom

Bo Bpemst mpoBeieHUs] KITMHUYECKUX UCCIIC0OBAHUM pe3Kasi OTMEHA JIAMOTPHIKIHA HE BhI3bIBAJIA
YBEIUYCHUSI YACTOTHI, TSHDKECTH WM HM3MCHCHHUS XapaKTepa HEKEJATeNbHBIX PEaKIHUi 110
CpaBHEHHMIO C TU1aeoo.

Takum 00pazom, ManMeHTaM MOXKHO OTMEHSITh JIAMOTPHIKHH 0€3 TOCTEIIEHHOTO CHU)KEHUS €ro
JI03BI.

Obwue pexomenoayuu no O03UPOBAHUIO TAMOMPUONCUHA Y OCOOBIX ePYNN NAYUEHNO8

}I(eHWMHbl, NpUHUMarouiue COpMOHAIbHblE KOHmMpayuenniueovl

a) Ilpumenenue mnpenapata Jlamurop mnanmeHTamu, yiKe MOJYYAWIIMMH TOPMOHAJIbHBIE
KOHTPALENTHBBI.
HecmoTrpst Ha TO, 4YTO mepopalbHbIE TOPMOHAIBHBIE KOHTPALENTHUBHI IIOBBIIIAIOT KIMPEHC

JIaMOTPUPKUHA, OTCYTCTBYCT HCO6XOI[I/IMOCTB B CICHUAIBHBIX PCKOMCHAALUAX II0 PCKUMY

12



COOTEETCTEYET 3KCNEPTHOMY OTUETY
ot 04.02.2025 N= 2447
HOBBIIIEHUs 0361 nOpemapara Jlamutop B| cBssu ' 40 Tﬂ%@ﬁ-ﬁ%&%cggﬁgﬁgﬂbhmx

KOHTpAIIENITUBOB. PeXUM MOBBIIIIEHUS 7103 I0JKEH COOTBETCTBOBATh PEKOMEHYEMBIM YKa3aHUSIM
B 3aBHCHUMOCTH OT TOro, A00aBiseTcs nu mnperapar Jlamurop K BalbmpoaraM (MHIHOUTOpaM
[JIIOKYPOHU3AlMU  JTAMOTPUPKUHA) WM WHAYKTOpaM TIIIOKYPOHU3AIUU JAMOTPUKUHA, WU
npenapat JIaMUTOp IPUMEHSIETCSI B OTCYTCTBHE BAJIBIIPOATOB WM MHIYKTOPOB TIIIOKYPOHU3AIUU
namotpupkuHa (cM. Tabmuiyy 1 Ui mpuMeHeHus TPy SMWIeTICHd U Tabmuiy 3 Ui IpUMEHEHUS
npu OUNoIIpHOM a(HEKTHBHOM PACCTPOICTBE).

0) IIpuMeHeHHMe TOPMOHAJBLHBIX KOHTPAUENTHBOB TAIMCHTAMHU, YXKE MOJYYAROIIUMU
nojsepkuBaome 1036l npemapara  Jlamutop u HE  nmomywarommuMmu - MHIYKTOPBI
TJTIFOKYPOHU3AIMHN JTaMOTPHUKIHA.

B GonbminHCTBE CitydyaeB TpeOyeTcs MOBHIIICHUE MOIEPKUBAIOIIEH T03bI IAMOTPUKUHA, HO HE
O6onee ueM B 2 pasa. llpu Ha3HaYeHHMM TOPMOHAIBHBIX KOHTPAIENITHBOB PEKOMEHIYETCS
MOBBIICHUE 10361 JamMoTpumkuHa Ha 50—-100 MT/CyT KaKayr0 HEAem0 B 3aBHCUMOCTH OT
KIIMHAYECKOW KapThHBI. He pekoMeHIyeTCsl IpeBbIIaTh TaHHbIE 3HAUCHUS, €CIIM KIMHUYECKOe
COCTOSIHHE MaIMeHTa He TpeOyeT MaabHEeHIIero MOBBIIICHUS T03bI Ipenapata JlamuTop.

B) IlpexkpameHue mnpueMa TOPMOHAJBLHBIX KOHTPAUENTHBOB TAIMEHTAMH, YKE
MOJYYAIIIMMU MOJAEpKUBatONIMeE 1036l Ipenapata Jlamutop 1 HE nmonyyarommmMu uHIyKTOPSI
[ITIOKYPOHHU3AIUH JIAMOTPUKHHA.

B GonbmnHCTBE ciydaeB TpeOyeTcsi CHUKEHHUE JI03bI mpernapaTta Jlamurop, HO He Oojiee yeM Ha
50%. PexomeHtyeTcs MOCTETIEHHOE CHUKEHHE CYTOUYHOM 103kl npenapata Jlamutop Ha 50-100
MI KaXJyI0 HEJEeNI0 (CKOPOCTh CHIKEHHS HE JOJDKHA MpeBbImath 25% OT CyTOYHOM 03Bl B
HEZIeNI0) B TeueHue Oosiee 3 HelleNb, eCIM KIMHUYECKOe COCTOsIHUE MallueHTa He TpeOyeT UHOTO.

Ipumenenue amasaﬁaeupa/pumOHaeupa

Hecmotpss Ha TOT (pakT, YyTO NMpPU COBMECTHOM NPUMEHEHUH C aTa3aHaBUPOM/PUTOHABUPOM
KOHIEHTPALKs JIAMOTPUPKUHA B TUIa3Me KPOBU CHIDKAIACH (CM. pas3zaen 4.5.), KOppeKIuu pekuma
JO3UPOBAHUS npemnapara Jlamutop npu OJIHOBPEMEHHOM MIPUMEHEHUU c
aTazaHaBUPOM/pUTOHAaBUpPOM He TpebOyercs. [loBbieHue n03bl mpernapara JIaMUTOp JOIKHO
MIPOBOJUTHCSI HA OCHOBAHUHU PEKOMEHAALINM, UCXO/I1 U3 TOr0, J00ABISIETCS JU JTAMOTPHIKUH K
Tepanuy BajlblpoaTaMu (MHTHOUTOpPAMU TIIOKYPOHU3AIMH JIAMOTPUKUHA), JTUOO K Tepanuu
WHIYKTOPaMH TJIOKYPOHU3alUU JIAMOTPHDKUHA, JUOO0 JAMOTPUDKHUH TMPUMEHSETCS B
OTCYTCTBUH BAJILIIPOATOB HJIM UHIYKTOPOB TIIOKYPOHU3AINN JTAMOTPHKIHA.

VYV mnanMeHToB, y)Xe€ MNPUHUMAIOIIMUX MOAJEPKUBAIOIINE J03bl mpenapata Jlamutop U He
MPUHUMAIOIIUX ~ MHAYKTOPHI  TJIIOKYpOHU3allMU  JIAMOTPUDKMHA, TpU  MPUMEHEHUU
aTazaHaBUPa/pUTOHABHPA J03Y JIAMOTPUIKHUHA, BO3MOXKHO, OyZeT HE0OX0JMMO MOBBICUTH, a MPH

OTMCHC aTaBaHaBI/Ipa/pI/ITOHaBI/Ipa - IIOHU3UTD.
13



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 04.02.2025 N= 2447

(MOCNEOCBATENEHOCTE 0001)

Oco0ble rpyIlnbl NALMEHTOB

Ilayuenmul noowcunoeo 6ospacma (cmapuie 65 1em)
He Ttpebyercst mpoBOAUTE KOPPEKIHUIO PEXKUMA TO3UPOBAHUS TI0 CPABHEHHIO C PEKOMEHIyEeMOU
cxemoi. PapMakOKMHETHKA JIAMOTPUIKMHA B 3TOM BO3PAaCTHOM TIpYIIIE IIPAKTUYECKA HE
OTJIMYAETCSI OT TAKOBOM Y B3POCIIBIX JIHUI] B BO3pACTE /10 65 JeT.
llayuenmul ¢ HapyweHuem pyHKyuu nouex
[lanuenTam ¢ MMOYEYHOM HENOCTATOYHOCTHIO mpenapar JlamuTop creayer Ha3HadyaTh C
OCTOPOXHOCTBIO. [[71 ManMeHTOB € TEPMHHAJIBHOM CTaJuMell MOYEYHOW HEIOCTaTOYHOCTH
HavyaJbHBIE JI03bI TIpemnapara JlaMHUTOp ClIeyeT pacCUYUTHIBATH B COOTBETCTBHHU C PEKUMOM
JO3UPOBaHUsS JUIS TanuMeHToB, mnpuHuMaromux [IOT1. Jlng manueHToB cO 3HAYUTEIbHBIM
CHIKEHUEM (DYHKIIMHU TTOYEK MOXKET OBITh PEKOMEHIOBAaHO CHIDKEHHE MOIIICPIKUBAIOIITUX J103.
Iayuenmul ¢ Hapywenuem Qynkyuu nevenu
HauanpHyro, BO3pacTammiyl0 W TMOJACPKUBAIOIIYIO 036l OOBIYHO CJEAYET YMEHBIIUTH
npuom3uTensHO Ha 50% 1 75% y manmenToB ¢ ymepenHoi (craaust B mo mikane Yainna-I1e10) u
Tsokenmot (ctamust C mo mkane Yaina-Ilpro) crenenpto HapyiieHuss (QYHKIUM TICYCHH
COOTBETCTBEHHO. Bo3pacTaromas W TOAAEPKHUBAIONIAs J03bI JIOJDKHBI KOPPEKTHUPOBATHCS B
3aBUCHMOCTH OT KIIMHMYECKOTO (P deKTa.

eTu
Onunencus

JHemu maaowe 3 iem

[IpumeneHne TaMOTpUIKIHA HE U3YYEHO B KQUECTBE MOHOTEPANMU y AETEH B BO3pacTe 110 2 JIeT
WM B KayeCTBE JOMOJHUTEIBHON Tepanuu y JieTed B Bo3pacte A0 1 Mecsna. besomacHocThs u
3¢ (HEKTUBHOCTD TAMOTPHUKIHA B KAUECTBE JOIIOTHUTEIILHON TepaIiy apIHaIbHBIX ITPUTIAKOB
y JeTel B Bo3pacTe oT 1 Mecsina 0 2 JeT HEe YCTaHOBJICHBDI.

VY nereit Mnaziie 3 JeT IpUMEHEHUE TBEPABIX JIEKapCTBEHHBIX GopM (KOTOpBIE MPEABAPUTEIHHO
HEJIb351 PACTBOPUTH U T.I1.) HE pa3peIIcHO.

bunonapnoe agpghexmusroe paccmpoticmso

JHemu u noopocmku maaowe 18 1em

[Ipenapat JlamuTop He moKa3aH Juis JJeueHUs: OUMoIsIpHOTO adh(PeKTUBHOTO pacCTPONCTBA y AeTel
Y MOJIPOCTKOB Mutaiie 18 jer.

besomacHocTh 1 APEKTUBHOCTh MPUMEHEHHS TAMOTPHKUHA MPU OumonsspHoM ad(HEeKTHBHOM
paccTpoiicTBe y TAaIlMeHTOB AITOW BO3PACTHOM TPYIIbI HE OICHUBAIUCH. TakuMm o00pa3oM,
PEKOMEHIAllMHU 110 JO3UPOBAHUIO MTPEITIOKUTH HEBO3MOXKHO.

Cnocob mpuMeHeHus

BHYTpL. TabneTku CJICOAYCT MPOTJIATBIBATH LICJIIMKOM, HC PA3’KCBbIBAS U HC pa3jiaMbIBasd.
14



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 04.02.2025 N= 2447

Ecnu paccunrannas no3a npenapara Jlamurop ( anpnMe'B-,l %%&éE%E@&I (-'1‘(';!12-—1'( -'npu

SMUJIETICUN) WM Y TIAIMEHTOB C HapylnIeHHeM (YHKIMH MEUYEHN) HE MOXKET ObITh pa3iesieHa Ha
1eJI0e KOJIMYECTBO TabneTok Oojiee HU3KOW JO3UPOBKHU, TO MALMEHTY JOJDKHA OBITh Ha3HAYECHA
TakKas /1032, KOTOpas COOTBETCTBYET OJIMKaillleMy 3HAUEHUIO IeJoN TalneTku Oosee HU3KOM
JO3UPOBKH.

Boszobnosnenue npumenenus npenapama

HpI/I BO306HOBJICHI/II/I JCUYCHUA Bpad JOOJDKCH OLCHUTDH HGOGXOIII/IMOCTI: IIOBBIIIICHUA [0
MOAJIEpKUBAIOLIEN J103bl IpemapaTa JlamMmuTop mnanueHTaMm, KOTOpbIE HPEKpaTHIIA IPUEM
Inpemapara 1o KaKoH-1100 IMPHUYUHEC, IMOCKOJBKY BBICOKHMC HAYaJIbHBIC O3Bl U OTKIOHCHHUEC OT
PEKOMCHAYEMOI'O PpCXKKMMa MOBBIMICHUA J03bI COIIPOBOXKIAACTCA PUCKOM PA3BHUTHA TSDKEIJION
dbopmbl ceimu (cMm. pasnen 4.4.). Uem Oomple MPOIIJI0O BPEMEHHU TMOCIE TMOCIEIHEro MpuemMa
mnpernapata, TeM C OOJbIIE OCTOPOKHOCTBIO CIIEyeT IMOBBIIATH J03y Ipenapara 1o
noanepxuBaronieii. Eciau Bpemsi mociie NpekpallleHds IpueMa MpeBbIaeT 5 MepuosioB
noJTyBbIBeieHUsT (cM. pa3zen 5.2.), TO J03a JaMOTPHU/DKMHA JOJDKHA MOBBIIATHCS JI0
MOJAEPKUBAIOIIEN COTJIAaCHO COOTBETCTBYIOIIEN CXEME.

[Ipuem mpenapara Jlamutop He cieayeT BO30OHOBIATh y MAIIUEHTOB, MPEKpaIeHNe JICUCHUS Y
KOTOPBIX OBIJIO CBSA3aHO C IMOSBIIEHHEM CBIIIK, KPOMC CJIYy4ac€B, KOraa IMOTCHIUAJIbHAA I10J1b3a OT
TaKoM Teparuu, OYeBUIHO, MPEBBIIIAET BO3MOKHBIE PUCKH.

4.3. IIpoTuBONOKA3aHUA

['Mnep4yBCTBUTENBHOCTh K JAMOTPUDKUHY WM K JIIOOOMY W3 BCIOMOTaTelIbHBIX BELIECTB,
MepeyrciieHHOMY B pazzene 6.1.

4.4. OcoOble yka3zaHusi U MepPbl PEA0CTOPOKHOCTH NP MPUMEHEHUN

KokHble HeKenaTelIbLHBIC PEAKIIUN

HmeroTcst cooOImIeHusI O HEXKENAaTeNbHBIX PEaKIUsIX CO CTOPOHBI KOXH, KOTOPBIE OOBIYHO
BO3HUKAJIM B TEUYCHHUE MEPBBIX § HEJEIb MOCIIe HAaYalla JICYCHHUS JIAMOTPHHKHHOM. BOJIBIIMHCTBO
KOXKHBIX BBICBITIAHUN HOCHUT JICTKUH XapaKkTep U MPOXOJUT CAMOCTOSITEIBHO, OJTHAKO TAK)KE €CTh
COOOIICHUST O TSKENBIX KOXHBIX PEaKIHsIX, MOTPeOOBABIINX TOCIHUTAIM3ALWU MAIMEHTa U
MpeKpaleHus: mpuemMa JaMoTpupkuHA. OHU BKITIOYAIM Takde MOTEHIMAIBHO YrPOXKArOIIHe
KU3HU TsDKENble KOXHBbIE HeXKelaTelbHble peakuuu, Kak cuuiapom CruBeHca-/[kKoHCOoHa u
TOKCHYECKHM dIHAepMaIbHBIN HeKpou3 (cuuapom Jlaiiema) (cm. pasaen 4.8.).

Y B3pOCIBIX MAalMEHTOB, KOTOpPbIE MPUHUMATH JAMOTPUKUH B paMKax HCCIEIOBaHUN B
COOTBETCTBHUU C OOLIEHPUHATHIMI PEKOMEHIAINSAMH, TSDKEIbIE KOXKHBIE He)KeIaTeNbHbIe peaKIuu
BO3HMKAIIK ¢ yacToTol mpumepHo 1 Ha 500 manumeHToB ¢ snuiencue. [IpuMepHo B monoBuHE

9THUX CIy4yaeB 3apeructpupoBaH cunapoM CruseHca-J[xoHcona (1 Ha 1000 naneHTOB).
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VY nanueHToB ¢ OUIOJISIPHBIMUA PACCTPONCTBAME IIPHU nﬁ%&é&%&&‘%@%gfa' ﬁ';{cd'e-hblx

KO>KHBIX BBICBITTAHHUH O TaHHBIM KIIMHUYECKUX MCCIIEOBAaHUI COCTABIsET MPUOIU3UTENHHO 1 Ha
1000 manueHTOB.
VY nerei pucK pa3BUTHS TSKEIIBIX KOXKHBIX BBICHIIIAHUH BBILIE, YEM Y B3pOCIbIX. 110 uMerommumces
JAHHBIM, TIOJyYE€HHBIM B HECKOJIbKMX HCCIIEJIOBAHUSX IO OLIEHKE MPUMEHEHUS JIaMOTPUIKIHA,
4acTOTa KOXKHBIX BbICHIIIAHUI, TOTPEOOBABIINX MOCIUTAIN3ALUH, Y 1eTell cocTaisiia ot 1 Ha 300
1o 1 na 100 nereit.
V nereii HayaJIbHBIC TIPOSIBICHUS CHIA MOTYT OBITh OIIMOOYHO MPHHSTHI 32 HH(PEKINIO, TIOATOMY
BpauMd JIOJDKHBI IMPUHUMAaThb BO BHHMaHHME BO3MOXKHOCTb pEaKIMU JeTe Ha Ipenapar,
MPOSBIIAIONIEHCS PA3BUTHEM CBIMH U JTUXOPAJIKU B IIEPBbIE 8 HEAEb JICUECHHUS.
Kpowme Toro, o6mumii puck pa3BUTHS ChIIH, [10 BCEH BUAUMOCTH, B 3HAUUTEIBHON Mepe CBSA3aH C:

e BBICOKOM HA4YaJbHOM J030M JaMOTPUDKWHA WU NPEBBIILICHHEM PEKOMEHIAYEMOW CXEMBbI

TTOBBIIICHUS 7036 BO BpEMs T€PANTUH JIAMOTPUIKHHOM (CM. pazfen 4.2.);

e  OJHOBpPEMEHHBIM IMPUMEHEHHEM Bajblpoata (cM. paszzen 4.2.).
Taxxe HE0OXOAMMO MPOSBISITH OCTOPOKHOCTh IIPU JIEUEHUH MALIMEHTOB, UMEIOIINX B aHAMHE3€
aJIEpTUYecKhe peakUuy WIM ChIllb B OTBET Ha MNpPUEM JPYTUX HPOTHBOIMUIEHTHYECKUX
MpenapaToB, MOCKOJIBKY 9acTOTa Pa3BUTHUS CHIMU (HE KIACCH(HUIIMPOBABIIEHCS KaK Cepbe3Hast)
ocJie MpUMEHEHUS TaMOTPUKIHA Y MTAIIMEHTOB C TAKUM aHAMHE30M Oblla B TP pa3a BbIIIE, UeM
y HAIlEHTOB C HEOTATOIICHHBIM aHAMHE30M.
[Ipu oOHapy>XeHWUU CBHINK BCE TMAIUECHTHI (B3pOCIbIE W JCTH) MOJDKHBI OBITH HEMEIJICHHO
OCMOTpPEHBI BpadyoM, IMpPHUEM JAMOTPU/DKHUHA JOJDKEH OBbITh HEMEMJIECHHO TpeKpalleH, 3a
UCKJIIOYEHHEM TEX CIIy4aeB, KOI/la OUYEBUHO, YTO PAa3BUTHE CHIMHM HE CBA3AHO C MPUMEHEHHUEM
npernapata. He pekoMeHayercss BO30OHOBIATH NMpPUEM JaMOTPUDKMHA B CIIydasiX, KOrJa €ro
MpelIecTBYIolIee Ha3HaYeHHEe ObLII0 OTMEHEHO M3-3a Pa3BUTHS KOXKHOW peaklMU, CBS3aHHOM ¢
MIPUMEHEHHEM JIAaMOTPUKMHA, 332 UCKIIIOUEHUEM CITy4aeB, KOTJa OKUIAeMbIi TeparneBTUYECKUI
3¢ deKT OT MpUMEeHEHHs Mpenapara OYeBUIHO MPEBBIIIAET BO3MOXKHBIE PUCKH.
Coo0mianoch Takke, 4YTO ChIIIb MOXKET Pa3BUBAThCsl KaK YacTh JIGKAPCTBEHHOM pPEaKIHH C
so3uHOunueil u cucreMHbiMu mposBieHusMu (DRESS-cunnpom), Takke HM3BEeCTHOM Kak
CHUH/IPOM THUIEPUYYBCTBUTEIBHOCTU. IJTO COCTOSHUE CBS3aHHO C PA3IUYHBIMH CHCTEMHBIMH
MPOSIBIICHUSIMH, BKIIOYAs JHUXOPaAKy, TUM(aJACHONATHIO, OTEYHOCTh JIMIA, HAPYIICHUS CO
CTOPOHBI KPOBH, MEUEHH, TIOYEK U acenTUUYeCKrii MeHUHTUT (cM. pasnen 4.8.). Tsokects DRESS-
CUHJpPOMa BapbUpPYET B MIMPOKUX MPEAENIax U B PEIKUX CIydasX MOXKET MPUBOJUTH K PA3BUTHIO
JABC-cunpomMa M TMOJMOPraHHOM HeIoCcTaTOYHOCTH. HeoOXoIuMo OTMETHUTh, YTO paHHHE
MPOSIBJICHUST CHHIPOMA TUIEPYYBCTBUTEILHOCTH (TakWe Kak JUXopajka, JuMdagaeHomaTus)

MOTYT Ha6J'IIO,[[aTBC${ JaxKe B OTCYTCTBHUC SBHBIX IPU3HAKOB CBIIIH. HpI/I Pa3sBUTHUU HO,Z[O6HLIX
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CHMIITOMOB IALMEHT JO0KEH HEMEIJICHHO 00 aTHTbcim:%%g%qlgél%ng%yﬁrég EE‘I%EIQEJ-'IeHa

Apyrad ripuyyuHa CUMIITOMOB, JIAMOTPUJKUH CIICAYCT OTMCHUTD.

AcenTnyecknii MEHUHTUT

AcenTu4yeckrii MCHUHTUT B OOJILITMHCTBE CIIy4aeB ObLI 0OpaTUMBIM IPU OTMEHE IperapaTa, HO
B pAAE CIydYaeB PELUAMBUPOBAI IIPUM ITOBTOPHOM HA3HAYEHUH JIAMOTpUKHHA. [loBTOpHOE
IIPUMEHEHHE Ipenapara MPUBOJUIO K OBICTPOMY BO3BPAILLEHUIO CUMIITOMOB, KOTOPBIE 4YacTO
HaOmromanuch B Oosee Tspkenoil Qopme. JlaMOTpWIKMH HE ClieAyeT Ha3HadaTh IOBTOPHO
HalyeHTaM, y KOTOPBIX JICYCHHE paHee ObUIO OTMEHEHO H3-3a pa3BUTHS aCENTHYECKOTrO
MCHHHI'UTA, CBA3aHHOI'0 C MIPUMCHCHUCM JIaMOTpPHU KU HA.

T'emodaromurapusiii auMmdborucruormtos (LJI)

VY nanueHToB, IPUHUMAIOUINX JaMOTPHUIKUH, ObLITN 3aperUCTPUPOBaHbI ciiydau pasButus [JII
(cm. paznen 4.8.). I'JIT" mpeacrasisieT co00il CHHAPOM MATOJOTHYECKON aKTUBAIIMM UMMYHHOMN
CUCTEMBI, KOTOPBI MOXET MPEICTaBIATh yrposy [uis xku3Hu. ['JI[' xapakrepusyercsa Takumu
KIIMHUYECKUMH  TPOSBIICHUSIMU, KaK JIMXOpPaJKa, Cbillb, HEBPOJOrMYECKUE CHMIITOMBI,
renarociuieHoMeranusi,  JuMmdaZeHonaTHs,  LUUTOMNEHMs,  MOBBILIEHHE  CHIBOPOTOUYHOMN
KOHUEHTpaluuu (eppuTHUHA, TUNEPTPUTIULEPUIEMHs, HapylleHus (QYHKIUU T[E€YeHH U
cBepThIBaHUA KpoBH. Kak MmpaBuiio, CUMIITOMBI MOSBISIIOTCS B TeueHue 4 Henlesb Mocie Havaja
JICUYCHUS.

Heobxonmumo HeMeieHHO 00cie0BaTh IALMEHTOB, Y KOTOPBIX Pa3BHUBAIOTCS YKa3aHHbIE
CHUMIITOMBI, 4TOOBI MCKIIOUNTh auarno3 ['JII'. CrnexyeT mpekpaTuTh JIeYCHUE JTaMOTPHUIHKIHOM,
€CIIU JIpyras MpUYUHA PA3BUTHSA CUMIITOMOB HE MOXET ObITh YCTaHOBJICHA.

CyuIUIAIBEHBIA PUCK

CUMITOMBI JACTIPECCUH H/UIH OUIOISIPHOTO ad(EKTHBHOTO PACCTPOWCTBA MOTYT OTMEYAThCS Y
MAIMEeHTOB C 3muierncuei. Taxke ObUTO MOKa3aHO, YTO MAIIMEHTHI C AITHIICTICUEH U OUITOJISIPHBIM
paccTpoiCTBOM HaXOSATCS B TPYIINE BBICOKOT'O PUCKA CYHUIIHIIOB.

Y 25-50% mnauueHtoB ¢ OMNoisipHbIM ad(GEKTUBHBIM PAaCcCTPONCTBOM HaOIIIOJaIach XOTS Obl
OJTHAa CYMIIMJIAJIbHAS TIOMBITKA; Y TAKUX IMAIIMCHTOB MOXKET OTMEYAThCSl yCYyTryOJICHUE CUMIITOMOB
JCTIPECCUU  W/WIIM  TIOSIBIICHHE CYMIMJAIBHBIX MBICICH W CYMIUAAIBHOIO TIOBEICHUS
(CyMIMIAIBHOCTE), HE3aBHCUMO OT TMpHEMa MpernaparoB Ui JICYCHUS OHIIOJIIPHOTO
paccTpoicTBa, BKIIOYAsK TAMOTPUIKUH.

CyunuaanbHble MBICIH U CYHIMIATHHOE MOBEACHHE OTMEUAIHNCh Y MAlMeHTOB, MPUHUMABIIUX
[1211 mo HecKONbKUM TMOKa3aHUsM, BKIIOYas SMUICIICUIO U OUTONSpHOE paccTpoiicTBO. Mera-
aHallM3 PaHJAOMHU3HPOBAHHBIX I1ale00-KOHTpoIupyemMbix uccrnegoanuii [19I1  (Bkmrowas

J'IaMOTpI/II[)KI/IH) TAKXXC MMOKa3aJl HC3HAYUTCIBbHOC YBCIIMYCHUC CYULIUIAIIBHOT'O PUCKA. MexaHuszm
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Pa3sBUTHUA OAHHOI'O PUCKAa HCU3BCCTCH, WU AOCILYIIHBIC IEH;{P;'B—IIg "E{Cj %EMQCBBQMAéCTH

IIOBBIIICHUS PUCKA CYUIIUAA IIPY IPUMEHEHUN JTaMOTPUKUHA.

Takum 00pa3oM, MaMEHTHl JODKHBI HAXOIUTHCS T0J] TIIATEIbHBIM HAOMIOEHHEM Ha MpeaIMeT
BO3HMKHOBEHHUS CYMUUAAIBHBIX MbICJIEH U MoBeAeHUd. [lannenTsl (M JMua, OCcyIleCTBISIOUINE
yXOJ 3a MAIMEHTaMH) JOJDKHBI OBITh NMPOMH()OPMUPOBAHBI O HEOOXOIMMOCTH MEIMIIMHCKOU
KOHCYJIbTallM¥ IIPY BO3HUKHOBEHUU TAKUX CUMIITOMOB.

Bunonsgpuoe addekTuBHOE PACCTPOUCTBO

VY manueHToB ¢ OHMOSIpHBIM a(HEKTUBHBIM PACCTPOMCTBOM, IOTYYAIOIIUX JTAMOTPHIKHUH,
HEOOXOAMMO TIIATEIBHO MOHHUTOPUPOBATH CUMIITOMBI KIMHUYECKOTO YXYAIIECHUS (BKIIOUas
MOSIBJICHUE HOBBIX CHUMIITOMOB) M CYHIIMJIaJbHOCTH, OCOOCHHO B Hayaje JICYCHUS U B MOMEHT
W3MEHEHHUs J03bl mpernapata. [lanueHTsl, y KOTOPhIX B aHAMHE3€ OTMEUAJIUCh CYyHUIUJAIbHbBIC
MBICIIH WJIM CYUIUJAIBHOE TOBEACHUE, MOJIOJbIE TAIMEHThl M MAlMeHTHl C BBIPAKEHHBIM
CYMIIUAAIBHBIM MBIIUICHUEM [I0 Hadajga JICYeHUs] OTHOCATCA K TPYIIE BBICOKOTO pPHCKa
BO3HUKHOBEHHS CYUIIUJAIBHBIX MBICIEH WM CYWUIHMJIAIBLHOTO TOBEICHMS; TAKUE IMAIMCHTHI
JOJKHBI HAXOIUTHCS IO/ CTPOTUM HAOIIOJCHUEM BO BPEMS JICUCHHUSL.

[TanmenTs! (1 MHITA, OCYIIECTBISIONINE YXO/1 32 MAIMEHTaMH) JOJDKHBI OBITh TIPEIYITPEKICHBI O
HEOOXOAMMOCTH HAOJIOJACHHS Ha MPEAMET JIOOBIX YXYIIIIEHUH COCTOSIHUS MAIIMEHTOB (BKITIOYast
MOSIBICHUE HOBBIX CUMIITOMOB) H/WJIH TIOSIBJICHHS CyHITUIATBHBIX MBICJICH/TIOBEICHHS U MBICTICH
0 IPUYUHEHHUH ceOe Bpeaa U JOJDKHBI HEMEUICHHO OOPaTHTHCS 3a MEAUIIMHCKON TOMOIIBIO PH
MOSIBJICHUH TaKHX CUMIITOMOB.

Crnemyer paccMOTpeTh BO3MOXHOCTh BHECCHHS HM3MEHEHHWW B CXEMY JICUCHHUS, BKIIOUas
BO3MOXXKHOCTh OTMEHBI IIpenapara, y HaIMeHTOB, Yy KOTOPBhIX HAOII0JaeTCs KIMHUYECKOE
yXyquieHue (BKJIKOYas TOSBJICHHE HOBBIX CHMIITOMOB) W/WIM TIOSBICHUE CYHUITUIATBHBIX
MBICJICH/TIOBEICHUS, OCOOCHHO €CJIM ATH CUMIITOMBI TSDKEIBIS, C BHE3AITHBIM HA4aJIoM U paHee He
OTMEYaJIiCh.

Onuuerncus

Pe3kas orMeHa nmpuema J1aMOTpuKUHA, Kak U apyrux 1911, MmoxeT cipoBonMpoBaTh peluuB
cynopor. Ecnu cocrosiHue mamueHTa He TpeOyeT pe3KOro MpeKpalleHHs JIeYeHUS B CBS3U C
yrpo30ii 0e30macHOCTH MalMeHTa (Hampumep, MPH TMOSBICHUH CHIMH), M03y JaMOTPHIKHUHA
ClIelyeT CHUKATh IIOCTETICHHO B T€UEHUE 2 HEJelb.

B nuteparype umerorcs cOOOIIEHHS O TOM, YTO TSKENbIe CYIOPOXKHBIE MPHUCTYIBI, BKIIOYas
SMWICNITUYECKUI CTaTyC, MOTYT TPUBECTH K Pa3BUTHIO pPabJOMUONIN32, TOTHOPTraHHBIX
HapylIeHU U JIUCCEMHUHUPOBAHHOI'O BHYTPHUCOCYAMCTOrO CBEPTHIBAHUSA, MHOTAA C JIETaJbHBIM

HCXOA0M. HOI[O6HBIC ciIydan Ha6moz[am/1c1, Ha (bOHe MPUMCHCHUA JIAMOTPHU KU HA.
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(MOCNEOCBATENEHOCTE 0001)

TloyeyHas HETOCTATOYHOCTD

B wuccrnenoBaHusXx 1Mo OLEHKE NpueMa OJHOKPATHOW J103bl JIAMOTPHUJDKMHA Yy TMAlMEHTOB C
TEPMUHAIBHOW CTaJMeil TOYEYHOH HEIOCTaTOYHOCTH HE OBLJIO BBISBICHO 3HAYUTEIBHBIX
U3MEHEHUH KOHLIEHTpallMM JIaMOTPU/DKMHA B IUla3Me KpoBU. OJHAKO  HaKOIUIEHUE
TIIIOKYPOHUIHOTO ~ METa0OJMTa BEChbMa BEPOSITHO, MOITOMY HEOOXOAWMO  MPOSBIATH
OCTOPOKHOCTh IIPU JICUEHUH MAIMEHTOB C MIOYEUYHOW HEJOCTaTOUYHOCTHIO.

Bpyranononobusie usmenenus ga DKI

OdeHb penko Ha (HOHE MPUMEHEHHS JIAMOTPUDKHHA HAOFOIAI0Ch PAa3BUTHE OPYTragono 00HbBIX
n3menennit Ha OKI', omHaKo MPUYNHHO-CIIEACTBEHHAS CBS3b C IPUMEHEHUEM JIAMOTPHDKUHA HE
ycranoBiieHa. [loaTomy nepes mpuMeHeHnEM JIaMOTPHDKHHA Y TIAIIMEHTOB ¢ CUHIpoMoM bpyrana
CJIEy€eT TIIATEIbHO PACCMOTPETh BOBMOKHOCTh TaKOI0 JeueHus (cM. pasaen 5.1.).

Hapyiienne cepAaeyHoro puT™Ma i IpOBOJIUMOCTHU

Pesynpratel  uWccienoBaHuii  in VItrO  mokasamM,  4YTO  JIAMOTPW/DKHH — oOJyajaert
MIPOTUBOAPUTMUYECKON aKTMBHOCTHIO Kilacca |B nmpu npuMeHeHny B TepaneBTHYECKH 3HAUUMBIX
KOHIIeHTpanusaX. COriacHoO JaHHBIM UCCIIEIOBAHUI N VItro JaMOTPHDKUH OTSHIIHATBHO MOXKET
3aMeJUISTh KEJTy0YKOBYIO TPOBOAUMOCTD (paciiupsis kommuieke QRS) 1 BbI3bIBATh MPOAPUTMHUIO
y MAIMEHTOB C KIIMHUYECKU 3HAYUMBIMH CTPYKTYPHBIMU WIH (PYHKIIMOHATBHBIMU 3a00JI€BaHUAMU
cepaua. CrnenoBarenbHO, OKMJaeMas WM HaOmogaeMas IoJib3a IpU IpUeMe JaMOTPHLKHHA
JIOJKHA NTPEBBIIIAT TOTEHLIUAIBHBIA PUCK CEPbE3HBIX WM (PATAIBbHBIX OCII0)KHEHUH CO CTOPOHBI
cepaua. OHOBpEMEHHBIM NpUEM JIPYTrUX OJIOKaTOPOB HATPUEBBIX KAaHAJIOB MOXKET yBEIUYUTh
PHCK BO3HUKHOBEHHS IPOApUTMHUH (cM. pazzaen 5.1.).

I'opMoHaJILHBIE KOHTPAIICHTHBEI

Brusnue 2opmonanbHuix Konmpayenmugos Ha hapmMaKoKUHEmuKy 1aMOmpUONCUHA

b0 nmokazano, yTo KOMOMHUPOBAHHBIN Ipenapar dTUHWIACTpaauo+ieBoHoprectpen (30 Mkr
+150 MKr) mpuOIM3UTENBHO B 2 pa3a MOBBIMIAET KIUPEHC JAMOTPHUKWHA, YTO MPUBOJIUT K
CHIDKCHMIO KOHIIEHTpAIMU JTaMOTPHUKKMHA B Tu1a3Me KpoBu (cM. pasnen 4.5.). Ilpu HaznaueHuu
mpemapaTta Jis JOCTHKEHHS MaKCUMaJIbHOTO TEparneBTHYecKOro 3¢dekra B OONBIINHCTBE
ciy4aeB noTpeOyeTcs MOBBIIICHNE MOISPKUBAOLIUX /103 JTAMOTPHUKUHA, HO HE Oojiee ueM B 2
paza. Y KEHIIWH, KOTOphle HE MOJIY4YaroT WHAYKTOPHI TJIIOKYPOHMPOBAHUS JTAMOTPUDKHHA H
MPUHUMAIOT TOPMOHAJbHbIE KOHTPALETITUBBI IO CXEMe, BKIIOYAIONIeH HeAeno IpHeMa
HEaKTUBHOTO TpemnapaTa (UiIu HeleNbHBINA NepephiB B MpUeMe KOHTPAIENTUBA), B 3TOT MEPUOT
BpeMeHU Oyner HaOIoAaTbcs TMOCTENEHHOEe TPAH3UTOPHOE TIOBBIINICHWE KOHIIGHTpPALlUU
namoTpuKuHa. [loBblIeHre KOHIIEHTpaluy OyIeT BIPaKEHO CUJIbHEE, €CM YBETUYCHUE 03B
TaMOTpUKMHA OyleT MPOBOAWTHCSA 3a HECKOJBKO THEH M0 MpHeMa WIM B TEepuo] MpremMa

HEaKTHBHOTO Mnpenapata (cM. pazzen 4.2.).
19



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 04.02.2025 N= 2447

MenunuHcKkre pabOTHUKYU JIOJDKHBI UMETH OIIBIT BGI[GHHQI%C:;‘I:IIEQ}I;, %ﬂ%ﬁ{g (;b-gﬁeljig'léHI/Iﬂ

JAMOTPUI)KUHOM HAYMHAIOT WM IPEKpaIlaloT MPUMEHEHHUE FOPMOHAJIBHBIX KOHTPALENTHBOB,
MIOCKOJIbKY B OOJIBIIMHCTBE CITy4aeB 3TO MOTPEOyeT KOPPEKIHUHU A03bI JAMOTPUIKUHA.

Jlpyrue nepopajibHble KOHTPALENTHBBI M TOPMOHAJIbHAs 3aMECTUTENbHAsL Tepanus He ObLIu
U3Y4EHbl, OJIHAKO OHM MOIYT OKa3blBaTh I10JI00HO€ BIUSHUE Ha (HapMaKOKUHETHUUECKUE
napaMeTpsl JaMOTPUKUHA.

Brusnue namompuooicuna na ¢hapmakoxunemuxy 20pMOHANbHBIX KOHMPAYENMUEos

B wuccnemoBanum ¢ ywactueM 16 310pOBBIX J10OpPOBOJBIEB COBMECTHOE IPUMEHEHHE
JAMOTPU)KMHA W KOMOWHHUPOBAHHOTO TOPMOHAJIBHOIO KOHTpalLENTUBa (CoaepiKallero
STUHWIACTPAANOI M JIEBOHOPrecTpea) MNPHUBOAWIO K YMEPEHHOMY IOBBIIIEHUIO KIMpPEHca
JICBOHOprecTpena W HM3MEHeHHsM KoHueHTpanuu ropmoHoB (PCIT u JII). Bnusaume 3THX
W3MEHEHUI Ha OBYJIATOPHYIO aKTUBHOCTb SIMYHUKOB HEM3BECTHO. OHAKO HENb3sl UCKIIOYUTh
BO3MOXHOCTb, YTO Yy HEKOTOPBIX JXEHIIWH, NPUHUMAIOIIUX JAMOTPHU/KUH U TOPMOHAJIbHBIE
KOHTPALIETITUBBI, 3T U3MEHEHHsS] MOTYT BBI3BaTh CHIDKEHHE 3()()PEKTUBHOCTU KOHTPALIETITHBOB.
[TosToMy KEHIIMHBI, TPUHUMAIOLIUE JAMOTPUIKUH, TOJKHBI OBITH MPOUHCTPYKTHPOBAHBI O
HEe0OXOMMOCTH HEMEAJIEHHO COOOIIaTh Bpady 00 M3MEHEHHUSX B XapaKTepe MEHCTPYaJlbHOTo
LIMKJIA, T.€. O KPOBOTEUEHHSIX BHE MEHCTPYaJIbHOIO 1IUKJIA.

Jurnapodomarpeaykrasa

JIaMOTpHUIKUH SIBJISETCS CIa0bIM HUHTUOUTOPOM AUTUAPOPOIATPEaYKTa3bl, TOITOMY CYIIECTBYET
BEpPOSITHOCTh BO3JICHCTBUS Mpenapara Ha MeTabonu3M (onatoB mpu €ro JIUTEIbHOM
npuMeHeHnd. OpHako OBLJIO MOKa3aHO, YTO JAMOTPUUKMH HE BBI3BIBACT CYIIECTBEHHBIX
W3MEHEHHUI KOHLIEHTPAllUU TeMOrjoOMHa, CpeJHEero oobeMa SPUTPOLUTOB W KOHLIEHTpPALUU
¢donaToB B IUIa3Me KPOBH WM IPUTPOLUTAX MPHU UIUTEIHHOCTU MPUMEHEHMs Mpernapara a0 1
rojia, a TaK)ke He BBI3BIBAET CYIIECTBEHHBIX U3MEHEHUN KOHLEHTPALUU (POIaTOB B 3PUTPOIIUTAX
MIPH JUTUTELHOCTU TPUMEHEHUS JIAMOTPUJIKUHA JI0 5 JIeT.

Biausnue 1aMoTpuKMHA Ha CV6CTDaTBI IIEPSHOCYMKOB OPraHMYSCKUX KaTUOHOB 2 (OCT 2)

JlaMOTpUIKUH  SIBISIETC WHTUOMTOPOM KaHAJBIIEBOM CEKPEIMH IOCPEICTBOM OENKOB-
MEePeHOCYUKOB oprannyeckux katuoHoB 2 (OCT 2) (cM. pazzen 4.5.). DTO MOXKET NMPUBECTH K
MOBBILICHUIO TUIA3MEHHON KOHIIGHTPAIlMM HEKOTOPBIX JIEKAPCTBEHHBIX IPENapaToB, KOTOPHIC
BBIBOJSATCS TJaBHBIM oOpa3oMm uepe3 moyku. COBMECTHOE NPHUMEHEHHE IaMOTPHIKUHA U
cyoctpatoB OCT 2 ¢ y3kUM TepameBTHUECKUM JHAala30HOM, Hampumep, AodeTunuaa, He

PCKOMCHAYCTCA.
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[arMeHThl, IPUHUMAIOIINE IPYTHE MPEapaThl, conepmb@ﬁé%%ﬁ@ EHOCTE 0001)

Henb3st npuMeHATs TaMOTpHIKHH (B (hopMax BBIITyCKa ¢ HEMEUIEHHBIM BBICBBOOOKICHUEM MITH
B (hopme TabNeTOK C MPOJIOHTHPOBAHHBIM BHICBOOOXKJICHUEM) y MAIUCHTOB, YK€ MOTYYaArOIINX
Kakue-moo Ipyrue mpenaparsl, CoaepKaliue JaMOTPUIKIH, 0€3 KOHCYIbTAalluu Bpaya.

BcnoMorarenpHble BellECTBa

[Ipenapar Jlamutop comepkuT jakTo3bl MoHoruzapar. [lanmmeHTam c penko BCTpeuaromencs
HACJICJICTBEHHOW HEMIEPECHOCUMOCTBIO TaTaKTO3bl, AC(PHUIIMTOM JIAKTA3bI JIOMAPEH WK TIIFOKO30-
raJlaKTo3HOM MababcopOLMel He clieyeT MPUHUMATD 3TOT Mpernapar.

eTu
Pazsumue oemeti
JlanHble O BIHMSHUM JIAMOTPH/DKMHA Ha POCT, IIOJOBOE CO3PEBAaHHUE, KOTHUTHBHOE,
SMOIIMOHAIBHOE U TTOBEJCHUYECKOE PAa3BUTHE JETEH OTCYTCTBYIOT.
Koorcnas coino
VY nereit pucK pa3BUTHS TSHKEIBIX KOKHBIX BBICHITIAHUHN BBIIIE, YEM Y B3POCIBIX (CM. TTOApa3ies
«KoxHbIE HEXKETTATEIIBHBIC PEAKITHN ).
Onunencus
He y Bcex aereit 3peKTUBHOCTH JTaMOTPUKUHA TIPU JICUEHUU TUIIMYHBIX a0CAaHCOB CTaOMIIbHA.
bunonsapnoe agppexmusnoe paccmpoticmeo
JleueHue aHTHUIIEIPECCAHTAMHU COMPOBOXK/IAETCS YBEITUUEHUEM PHCKa CYULIUIATBHBIX MBICIEH U
MOBEACHUSA y J€TEed M MOJIPOCTKOB Miaauie 18 JeT ¢ KIMHUYECKON Nenpeccherl W ApYyruMH
MICUXUYECKUMHU HAPYIICHUSIMHU.
4.5. B3aummopneiicTBHMe ¢ JAPYrMMH JIEKAPCTBEHHBIMHM MpenaparaMM W JApyrue BHJbI
B3alMMOJAEHCTBUSA
beuto  obHapyxkeHo, uro ypumus-5’-gudocho (VAD)-rmoxkyponumnrpancdepassr  (YI'T)
ABIAIOTCS  (pepMEeHTaMH, OTBEUYAIOUMMHU 32 MeTaboiau3M JaMoTpukuHa. I[losTomy
JIEKapCTBEHHbIE MpermapaThl, KOTOPBIE SIBIAIOTCA HMHIYKTOpaAaMH WJIM  HWHTHOUTOpaMU
[JIIOKYPOHUPOBAHUS, MOTYT BJIMATh Ha KaXYIIMHACA KIUPEHC JaMOTpukuHA. CUIIbHBIE HIIN
yMepeHHble MHAYKTOphI uzodepmenta nuroxpoma P450 3A4 (CYP3A4), koTopsie Takke, Kak
W3BECTHO, SABJISIOTCS UHIyKTOpamMu YI'T, MOTYT Takke ycuiuBaTh MeTabO0JIM3M JTaMOTPHIKHHA.
OTCYTCTBYIOT /A0Ka3aTeabCTBa TOTO, YTO JAMOTPUKUH BBI3bIBACT KIMHHYECKH 3HAUYUMYIO
WHIYKIWIO WM WHTUOMpoBaHue u3opepMeHToB nutoxpoma P450. JlaMOTpumKUH MOXKET
WHIYLIHUPOBAaTh CBOW COOCTBEHHBIM MeTa0oIM3M, HO 3TOT 3((eKT BbIpakeH YMEpPEeHHO, U
MaJIOBEPOSITHO, YTO UMEET KIIMHUYECKHU 3HAYMMBbIE MTOCIIE/ICTBUS.
JlexapcTBEHHBIE MTpemnapaThl, KOTOPbIE, KaKk ObLIO IPOAEMOHCTPUPOBAHO, OKA3hIBAIOT KIIMHUYECKU

3HAYMMOC BJIMAHUC HAa KOHLICHTPAIUIO JIAMOTPHU/PKWUHA, IICPCUNCIICHBI B Ta6J'II/II_Ie 6. KpOMC TOTO,
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B JOTOH TaONUIlE MEPEUUCIICHBI JIEKAPCTBCHHHIE Hpenhla'a—'}grj%%ﬁ&E%ﬁgﬁJ@ i;lgf;%hHo,

OKa3bIBAIOT HE3HAUUTEJBHO BIIMSIHUE HA KOHUECHTPALMIO JIAMOTPHUI)KUHA WM HE OKA3bIBAIOT €0
BooOIIe. OOBIYHO HE CIEAYeT OXHUAATh, YTO COBMECTHOE MPUMEHEHHE TAKHX JIEKAPCTBEHHBIX
MpemapaToB MPHUBEACT K KAKUM-IUO0O0 KIMHHUYECKHM MOcHeAcTBUAM. OHAKO CIIEAyeT YICIUTh
BHHMAaHHUE MMAlMEHTaM C SIUICTICHEH, 0COOSHHO YyBCTBUTEIIBHON K KOJICOAHHUSIM KOHIICHTPAITUU
JIaMOTPHUIKUHA.

Tabumua 6. Biusinue qpyrux npenaparoB Ha IVIIOKYPOHU3AUIO JTAMOTPH/IKHHA

IIpenaparsl, IIpenaparsbl, yMeHbIIAIOIIME IIpenaparsi,
yBeJIMYMBaloOIIHe KOHIEHTPAaLHI0 OKa3bIBaloIIUe
KOHIEHTPALUIO JIAMOTPHUAKUHA He3HAYUTeIbHOe BJIUSIHUE
JIAMOTPHUIKUHA WM He OKa3bIBaKlIue

BJIMAAHHUE HA

KOHIEHTPAIHIO
JIAMOTPHUIKUHA

ATazaHaBUp/pUTOHABUD, Apununpasosn, OynpomnuoH,
KapOaMasenuH, rabamneHTHH, 30HUCAMU,
JIOTIMHABUP/PUTOHABUD, JaKocaMHJl,  JIeBeTupalle-
MPUMUJIOH, pudamMnuiH, | TaMm, @penapaTrbl JIUTUS,

Bansnpoatst
(heHuTounH, dbenobapbuTan, | OKckapbOa3emnuH,
KOMOMHHUPOBaHHBIN mpernapar | OJaH3aluH, MapareTraMmon,
STUHWIACTPANOI/JIEBOHOPTECTP nepaMianes, Iperadanu,
en Tonupamar, ¢endamar

VYkazaHus 1O JO3MPOBAHUIO Mperapata cM. B pasuene 4.2; /uis JKCHIUH, TPUHUMAFOIINX
TOpPMOHAJILHBIC KOHTPAIICTITUBBI, TakKe CM. mojpaszen «[ opMoHanbHBIE KOHTPAICTITUBBI» B
pazzaene 4.4.

Bsaunmogericteus ¢ 11911

BanbnpoeBass kucinorta, KOTOpas HMHIMOMpYET TIJIIOKYPOHM3ALMIO JAMOTPUKUHA, CHMXKAET
MeTa0O0JIN3M JIaMOTPUUKMHA U YIJIMHSET €ro CpeIHUI Nepro/1 OIyBbIBEIEHH [TOYTH B 2 pasa.

Omnpenenennbie 1011 (Takue kak ¢eHuTOMH, KapbamasenuH, ¢eHoOapOuTan M MPUMHIIOH),
KOTOpbIE MHAYLHUPYIOT u30epMeHTsl nuroxpoma P450, taxxke unayuupyror YI'T u, takum
0o0pazoM, YCKOPSIIOT MeTabonu3M JIaMOTpHDKMHA. CoOoOIIanoch O pa3BUTUHM HEXKENaTeIbHBIX
peaxkuuii co CTOPOHBI LIEHTPAJIBHOM HEPBHOW CUCTEMBI, BKJIIOYABIIHUX FOJIOBOKPYKEHUE, aTAKCHUIO,
JMIIJIONHUIO, HEYETKOCTh 3PEHHs U TOIIHOTY y NallMeHTOB, HAYaBIINX IPUHUMATh KapOaMma3enuH

Ha (I)OHC TCpalu JIaMOTPUIPKUHOM. OTH HEeXeaTelIbHEBIC pcaknuun 0OBIUHO MpoxXoanii 1mocCje
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CHIDKEHMsI J103bl KapOamasenuHa. AHaJIOTMYHbIN 3%éﬁjmﬁmt%:%gﬁgﬁgg@nn

MPUMEHCHHS JTAMOTPHUDKMHA M OKCKapOa3emwHa Yy 3J0POBBIX B3POCIBIX JOOPOBOJIBIEB, HO
pe3yabTaT CHUKEHUS 03 HE U3ydaJICs.

B wuccnepmoBaHMM ¢ ydacTheM 3JIOPOBBIX B3POCHBIX JIOOPOBOJNBIEB IMPU NPUMEHEHUU
namotpupkuHa B 03¢ 200 Mr u okckap6azenmna B 03¢ 1200 Mr okckapOa3enuH HE MU3MEHSLT
MeTaboIM3M JIAMOTPU/DKHIHA, a JIAMOTPUKAH HE U3MEHSUT MEeTab0JIM3M OKCKapOa3enuHa.

B uccnenoBanun c ydactueMm 370pOBBIX JTOOPOBOJIBIIEB COBMECTHOE TMpHMeHeHue (emdbamara
(1200 mr 2 pa3a B cytku) u gamorpuaxkuHa (100 mr 2 pasa B cytku B TeueHue 10 nneii) He
MIPUBOJIMIIO K KIIMHUYECKH 3HAYUMBIM H3MEHEHHSIM (DapMaKOKWHETHUKHU JTAMOTPH/KIHA.

Ha ocHoBaHMM peTpOCIEKTUBHOTO aHAIM3a YPOBHS IMperapaTa B IUIa3Me KPOBU y TAIMEHTOB,
MPUHUMABIIIUX JIAMOTPU/DKUH C Ta0alleHTHHOM W 0€3 HEro, BBISBICHO, YTO TabaleHTHH He
MPUBOJUT K U3MEHEHHUIO KOKYIIErocsi KIMPEeHca JaMOTPUDKIHA.

Bo3moxHBIE  JIeKapCTBEHHBIE  B3aUMOJCHCTBHUSL  JIEBETHpalleTaMa W JIAMOTPHDKUHA
HCCIIEAOBAIUCH MTyTEM OIIEHKH TIJIa3MEHHBIX KOHIIEHTPAIM 000MX MperapaToB B X0/1€ Iiaredo-
KOHTPOJINPYEMBIX KITMHUYECKUX UCCIEAOBAaHUN. DTH JaHHBIEC TTOKA3BIBAIOT, YTO JIAMOTPHKHH HE
BIUSAET Ha (apMaKOKMHETHUKY JIeBeTHpalleTama, a JIeBeTHpaleTaM He BIUAET Ha
(hapMaKOKHHETHKY JIAMOTPHUKIHA.

CoBmecTtHOe mpuMeHeHne nperadammaa (200 mMr 3 paza B CyTKHM) HE OKa3bIBAJIO BIUSHUS HA
paBHOBECHBbIE KOHIEHTPALlUM JAMOTPUKMHA B IUIa3Me KpoBH. DapMaKOKHHETHYECKHE
B3aUMO/JICHCTBUS MEX/Ty JaMOTPUIKUHOM U IIperabaiiHOM OTCYTCTBYIOT.

[IpumeneHnue TonupamaTa He IPUBOIMIIO K U3MEHEHHIO KOHIIEHTPAIMU JTaMOTPHIKIHA B IIJ1a3Me
KkpoBH. [Ipuem naMoTpuKMHA TPUBOIII K YBEIMYCHHUIO KOHIIGHTpAIMKU TonupamaTa Ha 15%.

B xoze nccnenoBanus MaueHTOB C AIUICTICHEH coBMecTHOE TpuMeHeHue 3oHncamua (200— 400
Mr/cyT) ¢ namoTpumKuHOM (150-500 Mr/cyT) B TeueHue 35 mHel HE OKa3bIBAJIO 3HAYMTEIIBHOTO
BIIUSIHUS Ha (PapMaKOKUHETUKY JIAMOTPUHKHHA.

OpnoBpemenHoe mnpumeHenue nakocamuaa (200, 400 wim 600 Mr/CyTku) HE BIHSUIO Ha
KOHIIEHTPALIMIO JAMOTPU/DKUHA B IJIa3M€ KPOBHU B IUIALE00-KOHTPOJIUPYEMBIX KIMHUYECKHX
UCCJIEIOBAHMX C yYaCTHEM IMallMEeHTOB C MaplHaIbHBIMU MTPHUIIAIKAMU.

B oObenuHeHHOM aHalW3e JAaHHBIX TpeX IUIale00-KOHTPOIHPYEMBIX — KIMHUYECKHX
WCCIIEIOBaHMM, B KOTOPBIX H3ydYalH IOMOIHUTEIFHOE PUMEHEHHE epaMIlaHesia y TalueHTOB C
NapiuanbHBIMU TPUNAJAKAMH M TEPBUYHBIMU TE€HEPAITM30BAHHBIMU TOHUKO-KIIOHHYECKUMU
MpHMajgkaMu, HauOoJiee BBICOKAsl M3ydeHHas Jo03a mepammnaHena (12 Mr/cyTku) mpuBoauia K
MOBBIIIEHUIO KITUPEHCa TaMOTpUHKIHA MeHee yeM Ha 10%.

Hecmotps Ha To, uTO paHee cooOIanoch 00 U3MEHEHUH KOHIIGHTPAIIUU B TJIa3Me KPOBU JPYTHUX

HQH, KOHTPOJUPYCMBIC HCCICAOBAHUA HC TIIOKazajid, YTO JIAMOTPHUKHWH BJHACT Ha
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KOHIIGHTPALIMIO B TJIa3Me KPOBU COIYTCTBYIOIMX Hﬁﬂ.':geg%%ﬁTﬂ!i‘%gaLﬁg:i'—f\-l vitro

II0Ka3aJIM, YTO JaMOTPUIKUH He BbITecHsET apyrue [1911 u3 yqacTkoB cBsI3pIBaHMs ¢ OEIKAMU.

BzanmojeiicTBrE ¢ APYTUMH IICUXOTPONHBIMHU IIperapaTaMu

dapMakOKMHETHKA JUTHUS TpU MpreMe 0e3BOJHOrO TIIIOKOHATa JIMTHS (0 2 T 2 pa3a B CYTKH B
TeueHue 6 nuei) y 20 310pOBBIX AOOPOBOJBIEB HE MEHSJIACH IMPH COBMECTHOM IPUMEHEHUU
namoTpupkuHa B 103e 100 Mr/cyT.

MHorokpatHbli ipreM OyIpoInOHa BHYTPh HE OKa3bIBaJl CTATUCTUYECKHU 3HAYMMOI0 BIMSIHUS Ha
(apMaKOKMHETUKY OJHOKPATHOH MO3bI JTAMOTPHUDKMHA y 12 y4acTHHKOB M BBI3BIBAJ TOJBKO
He3HauuTenbHoe yBenumueHne AUC (mmomaam  moa  (papMaKOKMHETHYECKOW — KpHUBOM
«KOHLIEHTpALMsI-BpEMs» ) TaMOTPHIKHUHA TITIOKYPOHHU/IA.

B uccnenoBanuu ¢ ydactueMm 3J0POBBIX B3POCIBIX JAOOPOBOJBIIEB OJIAH3aNUH B J103€¢ 15 Mmr
camxkan AUC u Cmax TamoTpupkuHa B cpenaeM Ha 24% u 20% cooTBeTCTBEHHO. JIaMOTpHKUH
B 03¢ 200 Mr He BIusUT Ha (PapMaKOKMHETHKY OJIaH3aIlHHA.

MHoOrokpatHbelii mpueM JaMOoTpukuHa BHYTpb (400 Mr/cyT) He OKas3blBaJl KIMHUYECKH
3HAYUMOTO BJIMSHUA Ha (apMaKOKMHETHUKY PUCIIEPU]IOHA MTOCIIE TpUeMa pa3oBoi 103kl 2 MT'y 14
3JI0POBBIX B3POCIIBIX JOOPOBOJIBLIEB.

HpI/I 9TOM OTMEYa/JIaCh COHJIMBOCTD:

. y 12 u3 14 n1oOpOBOJIBIIEB MPH COBMECTHOM NMPUMEHEHHH PHUCIEPHIOHA B J03€ 2 MT U
JAMOTPHUIKUHA;

. y 1 u3 20 106pOBOJIBIEB MTPU PHEME TOJIBKO PUCTICPUIOHA;

. HU Y OJIHOTO AOOPOBOJIbLIA IPU TPUEME TOJBKO JTAMOTPUHKHHA.

B wuccrnenoBanun ¢ ydactueM 18 B3pOCHBIX MAalMEHTOB ¢ OUNONSIPHBIM ad(EeKTUBHBIM
paccTpoiicTBoM | TuIa, MOaydYaBIIMX MO YCTAHOBJICHHOW cXeme jJamMoTpukuH (He meHee 100
MI/CYT), 03Bl apununpasoia yseauuuBanu ¢ 10 Mr/cyt g0 koneyHoro 3HaueHus 30 Mr/cyt B
Te4YeHHe 7-JHEBHOTO NepHoa 1 Jaliee MPoI0JKali JISYeHHE C IPUEeMOM Iipernapata | pa3 B CyTKH
B TedyeHue emie 7 aHei. HaOmromamock cpenanee cHmwkeHue npuMmepHo Ha 10% Crax 1 AUC
JTaMOTPUIKUHA.

B skcniepumeHTax mo HHruOMpPOBaHUIO iN Vitro ObUTO MOKA3aHO, YTO MPU COBMECTHON HHKYOAIIUH
aMUTPUIITWINH, OyIPONHOH, KIIOHa3enam, GIyOKCEeTHH, TajoNepH 101 UK JIopa3ernaM OKa3bIBaIl
MUHUMAaJbHOE BIIMAHHE Ha 0Opa3oBaHME OCHOBHOTO MeTabonHuTa JaMOTpUHKUH-2-N-
rOKypoHuaa. JlaHHble 10 M3y4YeHHIO MeTrabonmm3ma Oydypanona MHUKPOCOMaIbHBIMH
(bepMeHTaMU TIEUYEHH, BBIJICTICHHBIMH Y U€JI0BEKa, TO3BOJIUIIH CeNaTh BBIBOI, UTO JAMOTPHIKUH
HE CHI)XKAeT KIMPEHC MpenaparoB, META0OIN3UPYIOMIUXCS MPEUMYIIECTBEHHO M30(pepMEeHTaMU

CYP2D6. Pesynbrathl uicciaenoBanuii in Vitro Taxke Mo3BOJSIOT MPEIITOIOKUTh, YTO KIO3AIHH,
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CHE/I3MH, DHCIICPHIOH, CEPTPATMH WIH TPajosoH BPSR T NOTYT  ORASEIHATS EIHANAe Ha
¢ , pucrep , CepTp p Pl

KIIMPCHC JIaMOTpHUPKHUHA.

BzaumojieiicTBHE ¢ TOPMOHAIBLHBIMUA KOHTPAICITHBAMU

Bausnue copmonanvhvlx Konmpayenmueoe Ha hapmakoOKUHEemuKy 1aMompuONCUHA

B wuccrnenoBanun ¢ ydactueM 16  KEHIIMH-AOOpPOBOJIBLIEB OTMEUYEHO, UTO IpPHUEM
KOMOMHHPOBAHHBIX MEPOPATHHBIX KOHTPALCTITUBOB, coaep)ammx 30 MKT STHHHJIACTPAAHOIA U
150 wMxr neBoHOprecTpena B OJHOW TaOJIETKe, BBI3BIBAT MPUOIUZHTEIHHO JBYKPATHOE
MIOBBIIICHUE KIUPEHCA JJAMOTPUHKIHA (ITOCJIE €ro IpUeMa BHYTPb), UTO MPUBOJIUIIO K CHUKEHUIO
AUC u Cnax TaMoTpupKMHA B cpenHeM Ha 52% u 39% cooTrBercTBeHHO. B TeueHue Henenu,
CcBOOOZHOM OT MpueMa aKTHBHOIO Ipenapara (T.e. NMpPH HEAEIbHOM IEpEphIBE B IpUEME
KOHTpALIENITUBA), HAOJIOJAIOCh MOCTENEHHOE IOBBIIIEHNE KOHLEHTPALMU JIAaMOTPUDKUHA B
Iia3Me KpOBH, HPU 3TOM KOHIIEHTpAlMs JaMOTPUDKMHA, M3MEpPEHHas B KOHIE Henxenu 0e3
npreMa KOHTpalenTHBa Mepe]l BBEACHUEM ClIeAyIoLIel 103bl, Oblia B CpeIHEM IPUMEPHO B 2 pasa
BBIIIIE, YEM B ITEPHOJ COBMECTHOTO MpHEMA.

Bausnue namompuorcuna na hapmakxokuHemuxky 20pMOHANIbHBIX KOHMPAYEenmueos

B uccnenoBanuu ¢ yuactueM 16 xeHIIHMH-T0OPOBOJIBIIEB IMOKA3aHO, YTO B MEPUO] PABHOBECHBIX
KOHIICHTpAIUi TaMOTpUKUH B 03¢ 300 Mr He BIMsIT HA (DapMaKOKHMHETHKY STHHUIICTPAINOIIA
- KOMIIOHEHTa KOMOWHHPOBAHHOIO IEPOPAILHOT0 KOHTpauentuBa. OTMeyanoch yMEpEeHHOE
MOBBIIIEHUE KIMPEHCa KOMIIOHEHTA MEepOpalbHOro KOHTpAIENTHBA - JIEBOHOprecTpena (mocie
€ro nmpuema BHYTpb), 4yTo npuBoamiI0 K CHIKEHUI0O AUC u Cax JIEBOHOPrecTpena B CpeHEM Ha
19% u 12% cootBercTBeHHO. 3Mepenne ypoBHsI GoJUTHKYT0CTUMYIHpYtoliero ropmona (OCI),
moTenHusupymomero ropmona (JII) u sctpaguona Bo BpeMsi JaHHOT'O HCCIEAOBAHUS BBISIBUIIO
HEKOTOPOE YMEHBIIICHHE MOAABIICHUS TOPMOHAIBHON aKTUBHOCTH SIMYHUKOB Yy YacTH >KCHIIHUH,
XOTs M3MEpPEHHE YpPOBHS IMPOrecTepoHa B IJIa3Me€ HU Yy OAHON W3 16 >KEHIIMH HE BBISIBUIO
TOPMOHAJILHOTO TOATBEPXKACHUS OBYJSALUUU. BlMsHHEe yMepeHHOro IMOBBIIICHUS KIHUpPEHca
JIEBOHOprecTpena U M3MeHeHus IutasMeHHbIX KoHeHTpauuid OCI' u JII' Ha OBYyIALMOHHYIO
aKTUBHOCTbH SIMYHUKOB HE YCTaHOBJICHO. BiusiHue apyrux 103 namotpumkuHa (kpome 300 Mr/cyT)
HE U3y4aJoch, U UCCIEAOBAHUS C APYTUMU TOPMOHAIIBHBIMH MpenapaTaMu He MPOBOIUIHCH.

BzanmojieiicTBHE ¢ APYTHMM IIperiapaTaMu

B uccnenosanuu c ydacTuem 10 MY)K‘H/IH'I[O6pOBOJ'IBI_IeB BBISIBJICHO, YTO pI/I(baMHI/II_[I/IH IIOBBIIIAI
KIIMPECHC JIAaMOTpUI’)KMHA W CHHWXKaAJI C€ro IICpuoJ IIOJTYBbBIBCACHUA 6.]13.1“0,[[3.]35{ HHAYKOHUU
(I)epMeHTOB MEYCHHU, OTBCTCTBCHHBIX 3a TJIFOKYPOHHU3AIHIO. HaI_II/IeHTaM, OIHOBPECMCECHHO
IIpUHUMAromum pI/I(I)aMHI/II_II/IH, CIeayCT pCKOMEHAOBATh CXEMY HO3UPOBAHUSA JIAMOTPUIKHHA C

CONMYTCTBYIOIIMMH MHAYKTOPAMHU TIFOKYPOHU3AIHUH.
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B HCCHENOBAHMH © YYACTHEM 3HOPOBLIX IOPPOBOTBICE -Hpm-prMEmeHH ~fomitatpa u

pUTOHABHpaA HAOIIOJANIOCH CHIDKEHUE mNpuMepHOo Ha 50% KOHIICHTpAIMKM JTaMOTPHUKHHA B
IJ1a3Me KPOBHU, BO3MOKHO, BCJIEJICTBHE UHIYKIIUHU MIIOKypoHHu3aluu. [larentam, oqHOBPEMEHHO
MPUHUMAIONIUM JIONIMHABUP U PUTOHABHUP, CIEAYET PEKOMEHJOBaTh CXEMY JIO3MPOBAHUS
JAMOTPHUIPKUHA C COMYTCTBYIOMMMH HHAYKTOPaMH TJIIOKYPOHHU3AIIH.

B uccrnenoBanum ¢ ydacTHeM 370pOBBIX B3POCIBIX JOOPOBOJIBIIEB MPHUEM aTa3aHaBUpPa H/WIH
putonaBupa (300 mr/100 mr) npuoaui k cHmwkeHHIO 3Ha4eHUH AUC u Cmax TaMOTPHIKUHA B
ma3Me KpoBH (B pasoBoii 1o3e 100 mr) B cpeanem Ha 32% u 6% COOTBETCTBEHHO.

B uccrnenoBanuu ¢ yyactueM 30pOBBIX B3pOCIBIX JOOPOBOJIBLIEB MMapameraMmos B 03¢ 1 r
(uetsipe pasza B neHb) cHuKal AUC u Cmin TJaMOTpUIKKHA B TIJIa3Me KpOBU B cpeaHeM Ha 20% u
25% COOTBETCTBEHHO.

PesynbraTel ucciaemoBaHuid iN VILr0O 1o OleHKE BIWSHUS JAMOTPUDKHHA HA KATHOHHBIC
MEPEHOCUYUKH OPTaHUYECKUX CYOCTpaTOB MOKa3ajdd, 4YTO WMEHHO JIAMOTPH/DKHUH, a HE €ro
MeTabosuT 2(N)-TIIIOKYPOHU/I, SIBIISIETCS MHTHOUTOPOM KaTHOHHBIX MEPEHOCYMKOB OPraHUUECKUX
cyOcTpaTOB B MOTEHIUATBHO KIIMHUYECKH 3HAYMMBIX KOHIICHTPAIUAX. DTH JaHHBIEC TTOKA3bIBAIOT,
YTO JIAMOTPHUDKHH SBIISCTCS HHTHOUTOPOM KaTHOHHBIX TIEPEHOCUNKOB OPTaHUUYECKUX CYOCTPaTOB
co 3HayeHueM [Cso, paBHbIM 53.8 MKM.

Bnugnue Ha 1a00paTOpHEIE MOKA3ATEIN

JlaMOTpHKWH, KaK cOOOIIAN0Ch, BIUSET HA MPOBEACHUE HEKOTOPBIX IKCITPECC-METO/I0OB aHAIN3a
MOYM C IIeJbI0 BBISBICHUS 3allpelICHHBIX IpernaparoB, YTO MOXET TMPUBECTH K
JIO’)KHOTIOJIOKUTEIFHBIM pe3yJibTaTaM, B YaCTHOCTH TIPU BBISABICHUU (QeHIuKIuauHa. s
MTOATBEPKJICHUS TIOJIOKHUTEIIBHOT'O PE3yJIbTaTa JIOJDKEH HMCIOJB30BaThCs OoJiee CrienupuIHbINA
aJIbTEPHATUBHBIA XUMUYECKUNA METO/I.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTh

Puck, ceszannwiii ¢ 11911 6 yerom

XKenmunuaMm, CHocoOHBIM K JETOPOXKIEHHUIO, HEOOXOAUMO TMPOKOHCYJIBTHPOBATHCSI  CO
CIIENMAJINCTAMHU.

B ciyuae ecnu >KeHIIMHA TUTAHUPYET OEPEMEHHOCTh, HE0OX0auMOCTh B JedeHuu 1311 nomkHa
OBITh MEPeCMOTPEHA. Y >KEHIINH, KOTOPHIM ITPOBOAUTCSA JICYCHHE SMUIICTICHH, CIeTyeT u3beraTh
BHE3AITHOTO MPEKPAIEHUsI MPOTUBOAMWIECITUUECKON Tepaluy, TaK KaK 3TO MOYKET NMPUBECTU K
BO30OHOBIICHUIO TMPUMAAKOB, YTO MOKET HMETh CEpPhE3HbIE TOCIEACTBUS I >KEHIIMHBI U
Oyaymiero pebeHka. Y moromcTtBa marepei, momydaBmux [IDI1, puck BpokKIEHHBIX MOPOKOB
pa3BUTHS YBEIMUUBACTCS B 2—3 pasa IO CPaBHEHUIO ¢ OKHJIaeMOM 3a00J1€Ba€MOCThIO HACENICHUS

B LIEJIOM, cocTaBiistonieii okosno 3%. Haubosiee 4acTo perucTpupyeMbIMU MOPOKAMHU SBIISIOTCS
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paciieHHa BepxHeil ryGhi, MOPOKH cepiua H|cocy 108, bddicrai-pissiri Hepehoi 19y6in.

MHuosxectBenHas Tepanus [I911 cBsi3ana ¢ 6osiee BBICOKUM PUCKOM BO3HUKHOBEHUS BPOXKIEHHBIX
MIOPOKOB Pa3BUTHs, YeM MOHOTEpANus, B 3TOW CBS3U, IO BO3MOXKHOCTH, CIIEAYET NMPHUMEHSTh
MOHOTEpAIHUIO.

Puck, ceazannvlii ¢ npuemom namompuodicuna

JIaMOTpHIKUH OKa3bIBaeT cliaboe MHTHOMpYIOIIee BIMSHUE HA PEOYKTazy IUTHIPOQOIHEBON
KHACJIOTBl U TI0O3TOMY, TEOPETHYECKH, MOXKET IMPHUBECTH K IOBBIIICHHOMY PUCKY HapyHICHUS
pa3BuUTHS SMOpPHOHA M IUIOAA BCJEICTBHE CHWKEHHS YpOBHS (oimeBoi kuciotel. Criemyer
paccMOTpeTh BO3MOKHOCTB TpreMa (OJTMEeBOH KUCIOTHI BO BpeMs INITAHUPOBAHUS OEpEMEHHOCTH
Y Ha PaHHUX CTaIUsAX OEPEMEHHOCTH.

JlaHHBIE TIOCTPErHCTPALMOHHOTO HAONIONEHHS] W3 HECKOJBKHX IPOCHEKTHBHBIX PETHCTPOB
OEpEeMEHHOCTH TMO3BOJIMIIN 33I0KYMEHTUPOBATh UCXOJIbI OepeMeHHocTel 0kono 8700 KeHIuH,
MOJTyYaBIIAX MOHOTEPAITHIO JIAMOTPHIDKHHOM B TIEPBOM TpUMecTpe OepeMeHHOCTH. B 1emom,
MOJTyYeHHbIE JIaHHBIE HE TMOATBEPXKIAOT OOMIETO YBETHMYEHHUS pPUCKAa BO3HUKHOBEHUS
BPOXICHHBIX TOPOKOB Pa3BUTHS. XOTS M3 OTPaHUIECHHOT'O KOJMYECTBA PETHCTPOB OEpEMEHHOCTH
HUMEIOTCS COOOIIEeHNUs 00 YBETMUEHUN PUCKa Pa3BUTHS TIOPOKOB POTOBOM MOJNOCTH. 3aBEpIIEHHOE
WCCIIEIOBAaHHUE TI0 THITY CIy4al-KOHTPOJIbh HE BBIIBHIIO YBEIMYCHHUS PUCKA PAa3BUTHS MOPOKOB
POTOBOH MOJIOCTH 1O CPABHEHUIO C IPYTUMH CEPbE3HBIMU OPOKAMH Pa3BUTHUS, BOSHUKAIOLUIMMHU
1ocje NPUMEHEHHs! JaMOTPUIKUHA.

JIaHHBIX 10 NPUMEHEHHIO JIAMOTPHUDKMHA NpPU KOMOMHMPOBAHHOW Tepanuu HEAOCTaTOYHO,
4TOOBI OLICHUTH, CBSI3aH JIM PUCK BOSHMKHOBEHMSI TIOPOKOB PA3BUTHA C JAPYI'MMHU IpenapaTami,
IPUMEHSAEMBIMU B KOMOMHAIIUY C JIAMOTPHKHHOM.

Tak ke, Kak U Apyrue npenaparsl, JaMOTPHUKUH JIOJDKEH Ha3HA4YaThCs BO BpeMsl OEpeMEHHOCTH
TOJIBKO B TOM CIIy4ae, €CIIM 0XKHJIaeMasi TepalleBTUUECKasl [10J1b3a IPEBbIIIAET OTEHIUAIbHBIN PUCK.
dusnoaoruyeckre N3MeHeHus Ipu OepeMEHHOCTH MOT'YT OKa3bIBaTh BIMSHUE HA KOHLIEHTPALIUIO
JaAMOTPU/PKUHA W/MIM ero TepaneBTHUecKuil sddexr. Mmerorcs cooOuieHUs O CHUKEHUH
KOHIIEHTPALMH JJaMOTPHJDKHHA B I1a3M€ KPOBH BO BpeMsl OEpEMEHHOCTH ¢ BO3MOXKHBIM PUCKOM
[OTEepU KOHTpOJs npunaakoB. Ilocie pomoB KOHLEHTpaALUs JIAMOTPHUUKMHA MOXKET OBICTPO
YBEJIMYHUBATHCS C PUCKOM Pa3BUTHS HEKENATENbHBIX PEAKLUUH, 3aBUCAIIMX OT 103bl. [loaTomy
KOHIIGHTPALMIO JJAMOTPU/DKHHA B IJIa3M€ KPOBH CIIyeT KOHTPOJIMPOBATh MEpeid, BO BpeMs U
nocae OEpeMEHHOCTH, a Takke cpaszy mocie poaoB. Ilpu HEOOXOIUMOCTH cliefyeT MPOBECTH
KOPPEKIIMIO J03bI s MOUIepKaHUsI KOHLIEHTPAIMK JJAMOTPU/PKMHA B MJIa3Me KPOBU Ha TOM XKe
YPOBHE, UTO U 70 O€PEMEHHOCTH, WM MTO100PaTh 103y B 3aBUCUMOCTH OT KIMHUYECKOTO OTBETA.
Kpome Toro, mocie pofoB cieayeT KOHTPOJIMPOBATH HEKENATENbHbIE PEAKIUU, CBSI3aHHBIC C

JI030H.
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JlakTanus

JIaMOTpUIKUH B pa3IMYHON CTENEHU MPOHUKAET B I'PYAHOE MOJIOKO, OOIIas KOHICHTpauus
JAMOTPUKUHA y J€Te, HaxoIAIIMXCSd Ha TIPyJHOM BCKAapMIIMBAHHWH, MOKET JOCTUIaTh
npuMmepHo 50 % OT KOHLEHTpaLMU JIAMOTPU/DKHMHA, KOTOpas Oonpenessercs y MaTepu. Takum
00pazoM, y HEKOTOPBIX JETeH, HAaXOJIIUXCS Ha TPYAHOM BCKapMJIMBAHWH, KOHIICHTPAIIHS
JAMOTPUKMHA B IJJa3M€ KPOBU MOJXKET JOCTUraThb YPOBHS, NPU KOTOPOM MPOSIBIISIFOTCS
bapmakonornueckue 3pQexTo.

Heo0XxomuMoO COOTHOCHTH TOTEHIMAIBHYIO TIOJNB3Y OT TPYOHOTO BCKapMIIMBAHUS |
MOTEHIIMATIBHBIA PUCK Pa3BUTUSI HEXKEJIaTEIbHBIX Peakiuil y peOeHKa.

Ecnu >xeHmmHa, mnpuHuMarouias npemnapaT Jlamurtop, pemaer NOpOAOKUTH TPYJHOE
BCKapMJIMBaHUE, TO Yy peOeHKa HEeoO0XOJAMMO MOHUTOPUPOBATH TOSBIEHUE KaKUX-JINOO
HEXKEJaTEeNIbHBIX PEAKIUH.

depTUiabHOCTE

UccnenoBanusi mo M3YYEHUIO PENPOAYKTHBHOW (DYHKIIMH IKUBOTHBIX TIPH TPUMEHEHUU
JTaMOTPHKUHA HE BBISIBUIIA HAPYIICHUs PEPTUITLHOCTH.

HccnenoBanus 1o BAMSHUIO JJTAaMOTPUKHWHA HA (DEPTHIIBHOCTD YEJIOBEKA HE TTPOBOUIIHCE.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHH3MaMH

JIBa pOBEIEHHBIX UCCIICIOBAHMSI C YIACTHEM 3JI0POBBIX JOOPOBOJIBIIEB TTOKA3AJIN, YTO BIUSHUC
JaMOTPH/DKUHA Ha TOYHYIO 3PUTEIHHO-MOTOPHYIO KOODPJWHAIIUIO, JBWIKEHUS TJa3 |
CyOBEKTHBHBIN CeAaTUBHBIN (PPEKT HE OTIIMYATIOCh OT BIUSHUS 11ane6o. MeroTcst cooOmeHus
O HEeXeJaTeJIbHBIX PEaKIUiX JIAMOTPUIKMHA HEBPOJIOTHYECKOTO XapaKTepa, TaKUX Kak
TOJIOBOKPY)KCHHE U JUIUIONHS, TI03TOMY HEOOXOIMMO COOJIFOaTh OCTOPOXKHOCTh IpH
YIIpaBJICHUU TPAHCIIOPTHBIMU CpPEICTBaMH W paboTe ¢ MexaHusMamu. llepen ympaBieHHeM
TPAHCIIOPTHBIMUA CPEACTBAMU M PabOTON ¢ MEXaHM3MaMH IalMEHTHI JIOJDKHBI OLICHUTH CBOE
COCTOsIHHE Ha ()OHE MPUMEHEHHUSI JIAMOTPHDKUHA.

Tak kak 3(pdexT Bcex MPOTUBOSMUIECTITUYECKHX CPEICTB XapaKTePU3yeTCsl WHAMBHUAYAIbHON
BapuabeIbHOCTHIO, TO MALMEHTHI TOJIKHBI IPOKOHCYIBTUPOBATHCS C JICHALTUM BPAvuOM I10 TOBOTY
BO3MOYKHOCTH BOJIUTH aBTOMOOUJIb.

4.8. HexxennaTesibHbIE peaKkIumn

Pesrome nipoduiist 0e3onacHOCTH

HexenarenbHble peakiyy, BBIABIECHHBIE B XOJA€ KIMHUYECKMX HCCIIEIOBAaHUM Yy MALIMEHTOB C
SMUIIeNcUed Wi OUIONAPHBIM a(hEeKTUBHBIM PACCTPOWCTBOM, OBUIM pa3/eleHbl Ha TI'PYIIbI,

XapPaKTCPHBIC IJId OTHCIBbHBIX MOKa3aHUH K MNPUMCHCHHUIO JIaMOTPU/PKUHA. I[OHOJ'IHI/ITGJ'IBHBIG
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MOKa3aHUAM K IPUMEHEHHUIO, BKJIIOUeHbI B pasen "[loctperucrpannontoe HadmoaeHue" .
[Tpu paccMmoTpennu obuiero npoduiast 6€30MacHOCTH JIAMOTPUDKUHA CIIEAYEeT O3HAKOMHTBCS C
uH(popMaluel, cofepikalieiics Bo BcexX Tpex Hoapasenax.

Pe3roMe HexenaTeabHbBIX peaKIIni

HexenarenpHbIe peakiiuy, MpeACTaBICHHBIC HIDKE, TIEPSUNCIICHBI B COOTBETCTBUH C TIOPAKCHUEM
OpPTraHOB U CUCTEM OPTraHOB U YaCTOTOW BCTPEUAECMOCTH.

YacTtoTa BCTpEYaeMOCTH OIpEAesieTcs CICAYIIMUM o0pa3oM: odeHb dacto (>1/10), gacto
(>1/100, <1/10), megacto (>1/1000, <1/100), penxo (>1/10 000, <1/1000), ouenn peako (<1/10
000), yactoTa Hen3BecTHA (Ha OCHOBAaHMH UMEIOIIUXCS JTAHHBIX OIICHUTH HEBO3MOKHO).
Kareropunm wactoTel ObUIH C(HOPMHUPOBAHBI HAa OCHOBAaHWUM KIMHUYECKHX HCCIICIOBaHUI
rperapara u MoCTPErucTPaliOHHOTO HAOFOICHHS.

Dnunencus

Crnenmyroriye He)XenaTeabHbIe PEaKIMi ObUTH BBISIBJICHBI B XO0JI¢ KIMHUYCCKUX WCCIICIOBAHUH Y
MalMEeHTOB C JIUJIENICUEH, W TPH OIleHKe oOmero mpoduis 0e30MacHOCTH JIAMOTPHKUHA
JOJDKHBI pAcCMaTPUBATHCS COBMECTHO C HEXEJIATeIbHBIMU PEAKIUSIMHU, BBISBICHHBIMHA B XOJIE
KIIMHUYECKUX HWCCIICJIOBAHUIA y TAIUEHTOB ¢ OWMMONSAPHBIM ap(EKTUBHBIM PACCTPONCTBOM U
MOCTPETHCTPAIIMOHHOTO PUMEHEHHS Iperapara.

Hapywenusi co cmopoHbl Kposu u Iumpamuieckoti cCucmembul

OdeHb peaKo: TeMaTOJIOTUUECKHE HapyIIeHHs (BKIIIOYass HEUTPOTICHUIO, JICUKOTICHUIO, aHEMHUIO,
TPOMOOIMTOTICHHIO, MaHIUTOTICHUIO, arIaCTUYECKYIO aHEMHIO, arpaHyJIOIHTO3),
nuMdaaeHonaTus.

['emaTosnoruueckue HapyuieHus u auMdageHonaTuss MOryT OBbITh CBSI3aHBI WJIM HE CBSI3aHBI C
CHHJIPOMOM THIIEPYYBCTBUTCIILHOCTH (CM. HAPYULeHUsL CO CIMOPOHbL UMMYHHOU cucmempl**).
Hapywenus co cmoporvl UMMYHHOU cucmemul

Ouenp penxo: DRESS-cuHApOM WM CHHAPOM THUIIEPUYBCTBUTEIBHOCTH** (BKIIIOYAsl TakKue
CHUMIITOMBI, KaK JIUXOpajka, JuMdajeHonaTus, OTeK JUIa, HAPYIICHHs CO CTOPOHBI KPOBH,
(GYHKIIUY TIEUYEHU U MOYEK).

**Taroke ObUIH MOJTyYeHBI COOOIICHUSI O Pa3BUTHU CHIIIK B PaMKax 3TOr0 CHHAPOMA, KOTOPBIN
MPOTEKAET C PA3IMYHON CTEIIEHBIO KITMHUYECKOHN TSHKECTH U MOXKET B PEAKHX CIIy4asix IPUBOIUTH
K Pa3BUTHIO CHHAPOMA JIWCCEMUHUPOBAHHOTO BHYTpHcocyaucTtoro cmeptbiBanus ([IBC) u
MOJIMOPTAaHHOW ~ HEJOCTAaTOYHOCTH.  BaXHO  OTMETHTh, YTO  paHHHE  MPOSIBICHUS
TUIEPYYBCTBUTEILHOCTU (HAMpUMep, JTUXOopajaka, JuMQaaeHOoNnaTrs) MOTYT HpPUCYTCTBOBATH

AAaXKEC IPU OTCYTCTBUHU SBHBIX IIPU3HAKOB CBbIIIHA. HpI/I Pa3BUTHU TAKUX CHUMIITOMOB IIAIIUCHT
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JOJDKEH OBITh HEMEIJICHHO OCMOTPEH BpadoM, [, €CIu %‘%;Mﬁaﬁ@%@ ';'[gy?a_'ﬂ'jr;&MHHa

Pa3BUTHUS CUMIITOMOB, JIJAMOTPUKUH CIIEAYET OTMEHUTb.
Icuxuueckue napywenus

YacTo: arpecCuBHOCTD, Pa3APaKUTEILHOCTD.

OueHb peiKo: THKH, TAJUTIONUHAIIMK, CITyTAHHOCTh CO3HAHUSI.

Hapywenus co cmoponul HepeHoii cucmemul

OdeHp 4acTo: TOIOBHAs OOJIb.

YacTo: COHITMBOCTD, OECCOHHUIIA, TOJIOBOKPYKEHHE, TPEMODP.

Heuacro: arakcus.

Penxo: Hucrarm.

Hapywenus co cmoponwl opeana 3penus

HeuacTo: nurmionus, HEYETKOCTH 3PEHUSL.

Kenyoouno-kuwieunvie napyuienus

Yacro: TonrHoTa, pBOTA, IUAPES.

Hapywenus co cmoponvl neuenu u sicenuesvigoosauux nymet

OdeHb peaKo: TMOBBIIICHUE AKTUBHOCTH MTEYCHOUYHBIX ()EPMEHTOB, HApYIICHUE (PYHKIIUU TTEUEHH,
MeYEHOYHASI HEIOCTATOYHOCTD.

Hapymenuss ¢ynkuun mneyeHM oOOBIYHO pPAa3BUBAIOTCS B COYETAaHMH C  pEaKUUsIMU
TUIIEPUYYBCTBUTEIBHOCTH, HO B EOUHUYHBIX CIydyasgX OTMEYAJINCh M B OTCYTCTBHE SIBHBIX
MIPU3HAKOB TUIIEPYYBCTBUTEIBHOCTH.

Hapywenus co cmoponul kodtcu 1 n0OKOIHCHbIX MKAHeLl

OuyeHp 4acTo: KOKHAs ChIIIb.

Penxo: myneTudopMHas spurema, cuapoM CtuseHca-J[>KoHCOHa.

OueHb pelIKo: TOKCUYECKUI dMHUACPMAIbHBINA HEKPOJIU3.

B nononHUTENBHBIX JBOMHBIX CIIEMBIX KIMHAYECKUX MCCIIEJOBAHUSIX Y B3POCIBIX KOXKHAS ChIIb
Habmoganach y 10% u MeHee MalMeHTOB, MPUHUMABIIUX JAMOTPUDKUH, U Y 5% MaleHToB,
MPUHUMABIIKX TUTane0o0. Y 2% manueHTOB BOSHUKHOBEHHE KOYKHOMW CHINU MOCITY>KUIO MPUYUHON
OTMEHBI JTaMOTpuKUHA. ChIlb, 0OBIYHO MAKYJIOMAMYJIe3HOTO XapaKTepa, B OCHOBHOM IMOSIBIISIETCS
B T€YEHME § HEJleb C MOMEHTA Havyajla Tepanuu U MIPOXOAUT MOCIIE OTMEHBI JTAMOTPHUIKUHA.
Nmetrotcs cooO1IeHus 0 PeIKUX CIydasx pa3BUTUS TSKENOH, MOTEHIMATbHO OMACHOM IS AKU3HU
KOXKHOHM CbIM, BKIO4ass cuHApoM CrTuBeHca-/[’KOHCOHA W TOKCHYECKUU SNUJEpPMalIbHBIN
Hekponus (cuHapom Jlaitemma). XoTss B OONBIIMHCTBE CIlydaeB IPU OTMEHE IMpemnapara
MPOUCXOJMIO OOpaTHOE pa3BUTHE CHUMIITOMOB, y HEKOTOPBIX IMAallMEHTOB OCTAaBaJKCh
HeoOpatumble pyOIlbl, U B PEOKUX CiIydasX ObUIM 3aperMCTPUPOBAHBI JIETAlbHBIE HCXOJPbI,

CBS3aHHLBIC C IPUEMOM JIAMOTPUJIPKUHA.
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OOmmii prCcK pa3BUTHS CHINK TECHO CBSA3AH C:

- BBICOKOM HAYaJIbHOM JO030M JIAMOTPUKMHA U IIPEBBILIICHUEM PEKOMEHIAYEMOM CXEMBI
MIOBBILIEHUS J03bI BO BPEMS JIEUEHUS JIAMOTPUKUHOM;

- COIlYTCTBYIOIIUM IIPUMEHEHUEM BaJIbIIPOATA.

Taxoke ObUTM TONY4YEeHBI COOOMICHUS O Pa3BUTHH CBHIMA B PaMKax JIGKAPCTBEHHOW PEaKIUU C
so3uHOUIME u cucteMHbiMu nposiBieHusiMu (DRESS cunapom), Takke H3BECTHOH Kak
CHUH/IPOM THUIIEPUYBCTBUTEIBHOCTU. IJTO COCTOSHUE CBS3aHHO C PA3JIUYHBIMH CHCTEMHBIMU
HPOSIBICHUAMHE (CM. HAPYUIEHUsL CO CIOPOHbL UMMYHHOU cucmemul **).

Hapywenus co cmoponvl mvluteuHotl, ckeiemHot u cOeOUHUMeNbHOU MKAHU

OueHb penKo: BOTYaHOUYHO-TIOTIOOHBINA CUHJIPOM.

Obwue Hapywenus U peakyuu 8 Mmecme 86e0eHUs.

Yacro: yToMIsieMOCTb.

Bunonapnoe agpgpexmusnoe paccmpoiicmeo

Crnenytomiye HexenaTeabHble PeakiMy ObLIN BBISBICHBI B X0/€ KIMHUYECKUX HCCIIEOBAHUN Y
MAUEHTOB ¢ OUMONSIpHBIM aPEKTUBHBIM PAcCCTPOWCTBOM M IPH OLIEHKE 00IIero mpoguis
0€30MMacHOCTH JIaMOTPU/DKMHA JIOJDKHBI pAacCMaTpUBATBCA COBMECTHO C HEXelaTeIbHbIMU
peaKkiusMH, BBISIBJICHHBIMU B X0J1€ KIIMHUYECKUX UCCIIEeI0OBaHUH y MAllMEHTOB € SIWIENICUe U B
X0/JI€ MOCTPETUCTPALIMOHHOTO HAOIIOICHUSI.

Hapywenus co cmoponvl nepénoii cucmemvl

OueHb 4acTo: rooBHast 00Ib.

YacTo: axxuranus, COHIUBOCTb, TOJIOBOKPYKEHUE.

Hapywenus co cmopoHul kodtcu u nOOKOINCHbIX MKAHell

OuyeHp 4acTo: KOKHAs ChIIIb.

Penko: myneTudopMHas spurema, cuaipoM CtuseHca-J[>KoHCOHa.

[Ipu ouenke Bcex HcCCieNOBaHUM (KOHTPOIUPYEMBIX U HEKOHTPOJIUPYEMBIX) MO MPUMEHEHUIO
JAMOTPU/KMHA Y TAIUEHTOB C OUIONApHBIM apPEKTUBHBIM PACCTPONCTBOM KOXKHAs CHIIb
BO3HUKaNA y 12% Bcex MalKMeHTOB, MOJYYaBIIUX JAMOTPUJIKUH, TOT/IA KAK B KOHTPOJIUPYEMBIX
KIIMHUYECKUX HCCIIEJIOBAHUSIX Yy MAIMEHTOB C OUMOJSAPHBIM apQPEeKTUBHBIM PaCCTPONCTBOM
KOYKHas Chlllb BO3HUKaJIAa y 8% MAalMEHTOB, MOJyYaBIIMX JaMOTPUKUH, U y 6% NalUEHTOB,
MOJTy4aBIIKX I1a1e60.

Hapywenus co cmopoHuvl mbiueyHotl, ckenemHotl U coeOUHUMenbHolu mKaHu

Yacro: apTpairus.

Obwue HapyweHus U peakyuu 8 Mmecme 66e0eHUs

Yacro: 60b, 00JIb B CIIUHE.
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JlaHHBIN pa3/iesn BKIIOYAET HEKeIaTelIbHbIC PEaKIK, BBISIBJICHHBIC B X0/1€ ITOCTPErUCTPAIMOHHOTO
HaOJTIOICHUS TI0 000MM IMOKa3aHUsIM K IpuMeHeHnto. [1pu ornerke oomero npoduiis 6e30nacHOCTH
JAMOTPU/KUHA JaHHbIE HEXKeJIaTeNbHbIE PEaKIUu JIOJDKHBI PacCMaTpuBaThCS COBMECTHO C
HEXeJaTeIbHBIMU PEAKIUSIMU, BBISIBJICHHBIMU B X0 KIIMHUYECKUX MCCIICIOBAHUN Y TIAIMEHTOB C
snuIericuel U OUIOISPHBIM ap(PEKTUBHBIM PACCTPOHCTBOM.

Hapywenus co cmoponvl kKposu u tumgamuueckou cucmempl

Ouensp peaxo: reMoarouTapHbIi TUM(POTUCTHOIUTOS.

Hapywenus co cmopoHvl uMMyHHOU cucmembl

OdeHb pelKo: TUIOraMMarjiooyIuHEMHUSL.

Tcuxuueckue napyuienus

OueHb peKo: HOYHBIE KOIIMAapHhI.

Hapywenus co cmoponwvl nepenoti cucmemol

OdeHb 4acTo: COHJIMBOCTH, ATAKCHS, TOJIOBHAS 00JIb, TOJIOBOKPYKEHHUE.

YacTo: HEUCTarM, TpemMop, OECCOHHHMIIA.

Penxo: acenTuyeckuii MEHUHTUT.

OueHb penKo: aKUTaIKs, HEYCTOMUYNBOCTh TTOXOJIKH, ABUTATEIbHBIE PACCTPOMCTRA, YXYIIIIEHNE
cuMnTOMOB 60s1e3HU [lapkuHCOHa, SKCTpanupaMUIHbIe pacCTPOICTBa, XOPEOATETO3.

Nmerotcs cooOIIeHNs 0 TOM, YTO JIAMOTPUDKUH MOKET yXyAUIaTh CUMIITOMBI TAPKUHCOHU3MA Y
MAlMEHTOB C U3HAYAJILHO MIPUCYTCTBOBABIIEH O60s1e3HbI0 [lapkiHCOHA, U eJMHUYHBIE COOOIIEHNUS
O pPAa3BUTHH HKCTPANHUPAMUAHBIX CHMIOTOMOB M XOpeoaTeTo3a y MalMeHTOB 0e3 JaHHOTO
3a0071eBaHUs.

Hapywenus co cmoponvl opeana spenus

OdeHb YacTo: JUILIONUS, HEYETKOE 3pEHUE.

Penxo: KOHbIOHKTHBHUT.

Kenyoouno-kuuieutvie Hapyulenus

OdeHb YacTo: TOIIHOTA, PBOTA.

Yacro: nuapes.

Hapywenus co cmopoHul Kodtcu u NOOKOINCHBIX MKAHeL

Penxo: anonenus.

Hapywenus co cmoponuvl nouex u Mmouegvig00suux nymei

OueHb peKo: TYyOyTOMHTEPCTUIIMATBHBINA HePUT (MOKET BOHHUKHYTH B COUCTAHUH C YBEHTOM).
Tonvko npu Inunencuu

Hapywenus co cmoponul HepsHoli cucmemul

Ouenb PEAKO: MOBBIIICHUE YaCTOThI CYJIOPOKHBIX ITPUIIAJIKOB.
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COOGH.[CHI/IC 0 TOA03PpEBACMBIX HCXKCIIATCIbHBIX PC

BaxHo coo0mare O MOA03pEBAEMBIX HEXKENATeIbHBIX PEAKIUAX I[OCIe PEerUCTpaluu
JIEKapCTBEHHOT'O TperapaTa ¢ Ielbl0 00ecreueHrs HeMPEPhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«IONMb3a — PHUCK» JIEKAPCTBEHHOrO mpernapara. MeAuIMHCKUM paObOTHUKAM pPEKOMEHIYETCs
coo0mmare 0 JIOOBIX MOJ03PEBACMBIX HEKENIATENBHBIX PEAKIHAX JICKApCTBEHHOTO Ipernapara
4yepe3 HAMOHAIBHBIC CHCTEMbI COOOMICHHUS O HEXKEIATeIbHBIX PEAKIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro s5KOHOMHUYECKOTO COI03a:

Poccuiickas ®@eoepayus

®denepanpHas cinyx0a 1mo Haa3opy B cdepe 3apaBooxpaneHus (Poczapasuaazop)

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOMIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CUMIOTOMBI

[Ipn mpueme 103, npesbimaronux B 10-20 pa3 MakcuManbHble TepaneBTHYECKHE, ObLIN
3aperucTpUpPOBAHBI CIIy4au C JIETalbHBIM HCX0J0M. [lepeno3upoBka nposiBiisiach CHMITOMAMU,
BKJIIOUABIIMMU HHUCTarM, aTakCHUio, HAPYLUICHUS] CO3HAHUS, AMUJICNTHUYECKUN MPUITAJIOK U KOMY.
[Ipu nmepeno3upoBKe y MaMeHTOB TakyKe HaOIoqaeTcs pacimuperue narepsaina QRS (yannnenue
BpEMEHH BHYTPHKETYI0YKOBOI MPOBOJIUMOCTH).

Jleuenue

PexomenaoBana rocnuranu3anys U MPOBEACHUE MOJACPKUBAIOIIEH TEpaui B COOTBETCTBUH C

KIIMHUYECKOU KapTUHOM.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. apmakoguHAMHUYECKHE CBOHCTBA

dapMakoTepaneBTUYeCKasi  rpyIma: NPOTUBOSIUIIENTHUECKUE  TIperaparbl;  JIpyrHe
MIPOTUBOAMIIIICTITHYECKHE MTPErapaThl.

Kox ATX: NO3AX09

MexaHu3M JeHCTBUS

PeBynLTaTBI (bapMaKOJ'IOFI/I‘-IeCKI/IX HCCIIeI0BaHUM CBUACTCIILCTBYIOT O TOM, YTO JIAMOTPHUIKUH
ABIIACTCA 6J'IOKaT0p0M MNOTCHIUAI-3aBUCUMbBIX HATPUCBLIX KaHAJIOB, IIPHU 3TOM JIENCTBHE CaMOI0
npemnapara 3aBUCUT OT BCIUYHUHBI SJIICKTPUYCCKOI'O 3apsda W XapaKTCpU3YCTCA 3(b(beKTOM
CaMOIIOTCHIIUUPOBAHUH. B KYJbTYpC HeﬁPOHOB JITAMOTPHUIZKHUH BbI3bIBACT TOTCHIUAJI-3aBUCUM YO

6110Ka;[y HCIIPEPBIBHO HOBTOpHIOIJ_IeI\/'IC}I UMIIyJIbCallUd W MOMAABJISICT TATOJIOTMYCECKOC
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BBICBOOOXK/IEHHUE TIYTAMUHOBOW KHCIOTHI (H( ﬁpOMeHLB%};J%EJW%IﬁQ:&GﬂB B

Pa3BUTHH SMHUJICNTUYECKUX TMPHUIAIKOB), a TaKXKe MHTHOMPYET NEHOJSPU3ALHI0, BBI3BAHHYIO
[JIyTaMaTOM.

dapmakoanHamuueckue 3hheEKTh

Pesynbratel  uWccienoBanuid  IN VItr0  mokasanu,  4YTO  JIAMOTPWDKMH — oOJyagaert
MIPOTHUBOAPUTMHUUECKON aKTUBHOCTHIO Kiacca |B mpu nmprumMeHeHnu B TepaneBTUUECKH 3HAYUMBIX
KOHIIEHTpanusx. J[aHHBIA Tpernapar WHTHOUPYeT OBICTpPhIC MOTEHIUAI-3aBHCHMBIC HATPHCBBIC
KaHaJbl B MUOKap/€e 4YelOBeKa, YTO COTJIaCyeTcsl ¢ JIEUCTBUEM JIPYTHMX IMPOTUBOAPUTMUYECKUX
cpencts kinacca IB.

[Mpu mmurensHOM wu3ydeHnn wuHTepBama QT y 310pOBBIX JTOOPOBOJNIBILIEB JAMOTPHUIKUH,
MIPUMEHSIEMbIi B TEpaNeBTUYECKUX J103aX, HE 3aMeUIJl JKeNly/JI0YKOBYIO MPOBOJMMOCTH (HE
pactmmpsin  komiuiekc QRS). Tem He MeHee, y NAIlMEHTOB C KIMHHUYECKH 3HAYMMBIMHU
CTPYKTYPHBIMHU WM (DYHKIIMOHATHHBIMHU 3a00JICBAaHUSIMU CEPIla JTAMOTPUHKIH TOTCHIIHAIBHO
MOJKET 3aMEIUTHTh KENyJOYKOBYIO IMPOBOAUMOCTE (pacmmputh kKomruiekc QRS) u BbI3BaTh
MIPOAPUTMHUIO.

B uccnenoBanusix, pa3paOoTaHHBIX JJIs OLIEHKH BIUSHUS MPENapaToB Ha LIEHTPAIbHYI0 HEPBHYIO
CUCTEMY, pe3yJbTaThl, OJy4YEeHHbIE IPH IPUMEHEHUH JTaMOTPHKIHA B 103€ 240 MT' y 3I0pOBBIX
JNO0OPOBOJIBLIEB, HE OTJIMYAIKNCh Y TAKOBBIX, MOJYUYEHHBIX MPU MIPUMEHEHUH I1a11e00, B TO BpeMs
Kak mociie npuema ¢gerutonHa B moze 1000 mr m nmazenmama B jo3e 10 Mr mo OTAEIBHOCTH
HaOI0JAIOCh HapyLIEHHE TOYHOM 3pUTEIbHO-MOTOPHOM KOOpPAMHALIMM M JIBWXKEHHUS TJias3,
HapylIeHHe paBHOBECHS TeJa U MPOSBIIEHUE CYObEKTUBHOTO CEAaTUBHOIO JCHCTBHUSL.

B npyrom uccnemnoBannu kapOaMaszenuH, TPUHUMAEMBIH OJHOKPATHO BHYTPh B jo03e 600 mr,
3HAYUTENIBHO Hapyllajl TOYHYI 3pPUTEbHO-MOTOPHYIO KOOPAMHAIMIO U JIBIKEHHUS TJa3 ¢
OJTHOBPEMEHHBIM HapyLICHHEM paBHOBECHsI Tejla U IOBBIIIEHUEM YacTOThl CEPACYHBIX
COKpAIIeHHH, B TO BpeMs KaK pe3yJIbTaThl, IOTyYeHHbIE TPU MPUMEHEHHUH JIAMOTPU/KHUHA B 103X
150 mr 1 300 MT, HE OTJIMYATIUCH OT TAKOBBIX MPH MPUMEHEHHH TUIaIe0o0.

Kinanueckas >3dhdexTuBHOCTL M Oe30macHoCcTh (ounoispuble adGeKTUBHBIE pACCTPONCTBA)

O¢ddexTuBHOCTP B MPEIOTBPALICHUN PACCTPOMCTB HACTPOCHUS Y MAIMEHTOB C OUIMONIPSHBIMU
pacctpoiicTBamu Oblja MIPOJEMOHCTPUPOBAHA B IBYX 0a30BBIX KIIMHUYECKHUX HCCIEAOBaHUAX. B
pe3ynbTare KOMOMHHPOBAHHOTO aHalW3a MOJYYEHHBIX PE3yJbTaTOB OBLIO yCTAaHOBJIEHO, YTO
MPOJIOJKUTENIBHOCTh PEMHCCHH, OINPENENSIBIIAsACS Kak BpeMs J0 BO3HUKHOBEHHS IEPBOTO
AMU30/1a JIEMPECCUU U JI0 TIEPBOTO AMU30/1a MaHWUU/TUTIOMAaHUU/CMEIIAHHOTO AMH30/1a MaHUU U
TUTMIOMaHUU TIOCTIe CTa0MIIN3alliY, A0bIIe B TPYIIE JaMOTPHIKUHA 110 CPAaBHEHUIO ¢ Tu1aieoo.

HpOI[OJ'I)I(I/ITCJ'ILHOCTI) peMUucCCuu ObLI1a Ooltee BBIPpAXKXCHA JJI1 ACTIPCCCHUH.
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5.2. dapmakoknHeTHYECKHE CBOHCTBA

AOcopbuus

HaMOTpI/II[)KI/IH 6bICTpO H MOJIHOCTBIO BCACBIBACTCA U3 KUIICYHUKA, ITPAKTUYCCKU HEC IIOABCPIrasiChb
MIPECUCTEMHOMY METa00IM3My MEPBOTO MPOXOXKACHUSA. MakcuMallbHasi KOHLIEHTPAIHS B IIa3Me
KpPOBHU JIOCTUTAETCS MIPUOJIM3UTENIBHO uepes 2,5 4 Mocje NepopaibHOro mpuemMa rnpemnapara. Bpemst
JOCTHXKCHUA MaKCHUMaJILHOM KOHULOCHTPAUKW HE3HAYUTCIIbHO YBCIWMYMUBACTCA IIOCJIC IIpUCMa
MU, HO CTENEeHb a0COPOIIMHN OCTAETCSI HEU3MEHHOM.

Pacnopenenenne

JlaMOTpUJIKWH CBSI3BIBAETCA C OCJIKAMU IJIa3Mbl KPOBH MPUOIM3UTENHHO Ha 55%. ManoBeposTHO,
YTO BBICBOOOJKJIEHHE TIperapara M3 CBs3M C OEJIKaMU IUIa3Mbl MOXKET MPUBOIUTH K Pa3BUTHIO
TOKCHYECKoro 3pdekra.

O6bem pacnpenenenus cocrasiser ot 0,92 — 1,22 n/kr.

Buorpancdopmariis

B MeTabom3mMe JIaMTPUIKUHA MIPUHAMAET y4acTtue dbepmeHT
ypuauaaudocharrmokyporuntpanchepasa (Y AD-rmroxyponuntpancdepasa). JlamoTpu ki B
HE3HAYUTEIIbHOW CTENEHU TOBBINIAET CBOM COOCTBEHHBIH METAaOOIM3M B 3aBUCHMOCTH OT JO3BI.
OnHako HET HUKAKUX JIAHHBIX, MOATBEPXKIAIONIUX, YTO JIAMOTPUDKWUH BIUSET Ha
(hbapMaKOKMHETHUKY APYTUX MPOTUBOAMIICITUYECKUX TPENapaToB U YTO MEKIY JIAMOTPUKMHOM
W APYTHMH TIpenapaTamMmu, KOTOpbIe METa0OIN3UPYIOTCS cucTeMoi muToxpoma P450, Bo3MOkHO
B3aMOJECHCTBHE.

DJIMMUHAIUA

VY 310pOBBIX B3pPOCIHBIX JIMI CPEIHHI pPaBHOBECHBIM KIHUPEHC JIaMOTPUPKHHA COCTABISET B
cpennem 39 + 14 ma/muH. JIaMOTpUDKMH METabOIM3UPYETCS C 00pa30BaHUEM TIFOKYPOHHJIOB,
KOTOpBIE BHIBOASTCS ITOYKAMH.

Menee 10% npenapata BBIBOOUTCS 4Y€pe3 MOYKM B HEU3MEHEHHOM BHUJE, OKoJIo 2% - uyepes
KHILEYHHUK.

Knupenc u nepuoj moinyBbIBEACHHS HE 3aBUCAT OT A03bl. [lepro/ monyBbIBEACHUS Y 3I0POBBIX
B3POCJIBIX COCTaBIsieT B cpeaHeM OoT 24 10 35 yacoB. Y mamueHToB ¢ cuHapoMoM Kuiabbepa
HaOII0JAJIOCh CHIDKEHHE KIIMpeHca mpenapaTa Ha 32 % 1o CpaBHEHHIO ¢ KOHTPOJIbHON TPYMIIOH,
YTO HE BBIXOJIMJIO 32 TPAHUIBI HOPMAJIbHBIX 3HAUEHUH A1 OOIIEeH MOMYJISIIH.

Ha mepuon momyBbIBeeHHsS TaMOTPHIKUHA OOJBIIOE BIMSHHE OKAa3bIBAIOT OJHOBPEMEHHO
MIPUHUMAaeMBbIE JIEKAPCTBEHHBIE MTPETapaThl.

Cpennuii mepuoj TOJNYBBIBEICHUS CHIDKAeTCS MpUONM3UTENsHO 10 14 dacoB mpu

OOTHOBPEMCHHOM IMMPUMCHCHHHU C NpClapaTaMUu-UHAYKTOpaMU TIFOKYPOHUPOBAHUSA, TAKUMU KaK
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kapOamazenuH ¥ (EHUTOWH, W TIOBBIIIACTCS B cpenﬂw:'io-lﬁél'%@gbgz%'S%E%L'HOM

IIPUMEHEHHUHU C BaJIbIIPOATAMHU.

JInHEeMHOCTD

dapMaKOKMHETUKA UMEET JMHEMHBIN XapakTep INpU INpueMe OAHOKpPAaTHOW 103bl 10 450 mr
(mamboupInasi McceOBaHHas J103a). HaOmomaroTess 3HaYnTeIbHbIC HHIUBUTyaTbHBIC KOJICOAHHUS
MaKCUMAaJIbHOW KOHIIGHTPALMH B PABHOBECHOM COCTOSIHHH, OJHAKO C PEIKUMH KOJICOAHHSIMHU Y
Ka)KJIOr0 OT/AEIbHOTO MallMeHTa.

JInlia mMoYKMJIOro Bo3pacra

Knuanueckn 3HauMMBble pa3nuus B KIMPEHCE JAMOTPH/DKUHA Y TIAIIMEHTOB MOYKUIIOTO BO3pacTa
B CPaBHEHUH C MOJIOBIMH MMAIlIEHTaMU He 00OHAPYKECHBI.

Pe3ynbraThl MOMyNsSIMOHHOTO (PapMaKOKMHETHUECKOTO aHAIN3a, BKJIFOYAIOIIEr0 KaK MOJIOJIBIX, TaK
Y TIOXKHJIBIX TTAIMEHTOB C AIUJICTICHEH, YIaCTBOBABIIINX B OIHUX U TEX )K€ MCCIIEIOBAHMSX, TOKA3AIIH,
YTO KJIMPEHC JIAMOTPUPKUHA HE U3MEHWJICS B KIIMHIUYECKH 3HaUYMMOii crenenu. [locne oqHokpaTHoro
MIPUMEHEHUS JTaMOTPUKIUHA KaKYyIUics KiupeHe cHu3wics Ha 12% ¢ 35 mu/muH B Bo3pacte 20 jert
10 31 mi/muH B Bozpacte 70 sier. CHIKEHHE BeIMUKHBI KJIMPEHca JIJaMOTPHIKUHA Tociie 48 Henenb
neuyeHus coctaBuiio 10%, ¢ 41 no 37 Mu/MuH, MeXIy IpylaMyd MOJIOJBIX M TMOXKUJIBIX MAI[UEHTOB.
Kpome Toro, papMakOKMHETHKY JTaMOTPHDKUHA U3ydalH Y 12 37J0pOBBIX TIOKUIIBIX JOOPOBOJIBIICB
MOCJIe OJTHOKPATHOTO TpreMa JIaMOTPHKUHA B (hOpMe HEMEIJICHHOTO BBICBOOOKIeHHSI B 103¢ 150
mr. Cpenauii KiTupeHe Y moKTbIX Ju (0,39 MII/MUH/KT) HAXOAUIICS B TMANa30HE CPETHUX 3HAUCHHIA
kiupenca (ot 0,31 no 0,65 Mi1/MHUH/KT), TIOJTYYEHHBIX B 9 MCCIIEIOBAHUSX C YIaCTHEM B3POCIIBIX JIHIT
HE TIOKUJIOr0 BO3pACTa MOCJIE OJTHOKPATHOTO MPUMEHEHUs npernapara B 1o3ax ot 30 1o 450 mr.

IloyeyHas HEJIOCTATOYHOCTh

Kaxnprit 3 12 moOpoBOIBIEB C XPOHMYECKOW IOYEYHOM HEIOCTATOYHOCTBIO W JPYyrux 6
MAlMEHTOB, HAaXOIAIIMXCA HAa TreMojAuaIn3e, MPUHUMAaN OJHOKPAaTHYIO /103y JIaMOTPHUIKHUHA,
paBayro 100 mr. CpenmHee 3HaueHHE KaxKyllerocs KiupeHca coctaBisuio 0,42 Mil/MHH/KT
(XpoHHYECKas moveyHasi HeOCTaTOYHOCTh), 0,33 MiI/MUH/KT (MEXAy ceaHCaMH IreMOuaIn3a) U
1,57 ma/mun/kr (Bo Bpemsl remojauanus3a) mo cpaBHeHuto ¢ 0,58 MII/MUH/KT y 370pOBBIX
no6poBouiblieB. CpeHHl Mepuoj MOMYBBIBEACHUS W3 IUIa3Mbl KPOBH cOCTaBistl 42,9 dacoB
(xpoHunueckast moyeyHass HEIOCTATOYHOCTD), 57,4 yaca (Mexay ceaHcamu remoauanusa) u 13,0
4yacoB (BO BpeMs reMojJuanu3a) Mo CpPaBHEHUIO ¢ 26,2 yacamu y 3/I0pOBBIX 10OpOBOJbIEB. B
cpennem okomo 20% (auamaszon = ot 5,6 mo 35,1) KonuyecTBa JIaMOTPUHKIHA, HAXOSAIIETOCS B
opranu3Me, ObUIO BBIBEEHO Ha MPOTSHKEHHH 4-4acoBOTO ceaHca remojauanusa. Jias naHHon
TPYIIBI TAIIUEHTOB HavajabHas /1032 IaMOTPUKMHA PACCUMTHIBAETCS B COOTBETCTBHH CO CXEMOU
Ha3HAYEHUS MPOTHUBOAMIIICITHYECKOTO Mpernapara; CHIKEHHbIE TIOACPKUBAIOIINE J03bI MOTYT

ObITH 3((PEKTUBHBIMU Y AIIMEHTOB CO 3HAUUTENIbHBIM HapyIIeHUEM (DyHKIIMH MOYEK.
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IleueHouyHas HEJOCTATOYHOCTh

bbulo mpoBeneHO (papMaKOKMHETHYECKOE MCCIEOBAaHUE C OJHOKPATHBIM HNPUMEHEHHEM
JAMOTPU/PKHUHA B (popMe HEMEJICHHOTO BEICBOOOXKICHUS C ydacTHeM 24 MAIlMeHTOB C Pa3ITUYHON
CTETIEHbIO HApYIICHUsI (PYHKIUH MeYeHU U 12 310pOBBIX JJOOPOBOJIBIIEB B KAUECTBE KOHTPOJIHHOM
rpynmbel. MenmaHa KaKylierocs KiupeHca JamoTpumkuHa coctaBmsuia 0,31, 0,24 u 0,10
MJI/MHH/KT y TIAIIUEHTOB CO CTENEHbI0 HapymeHus Gynkmun nedenn A, B u C (knaccudukanus
no mkane Yaitna-I1s10) cooTBEeTCTBEHHO, 1O cpaBHEeHHUIO ¢ 0,34 MII/MUH/KT y 30pOBBIX JIHI U3
rpynmsl KOHTposs. HavanbpHple, Ha dSTame MOBBIIICHUS W IMOMICPKUBAIOIIUE JI03bI OOBIYHO
He00X0JMMO CHU3UTh TpuOIu3uTenbHo Ha 50 % y maliieHToB ¢ yMEpEeHHBIM (cTerneHb B no mkane
Yaitna-I1st0) 1 Ha 75 % y narueHToB ¢ TsxenbiM (crenens C no mikane Yaina-I1st0) Hapyenuem
¢byHkuun medeHw. Jlo3pl Ha OJTame TOBBINEHHWS W TOJJICPKUBAIOMIME JIO3BI  CJIEIyeT
KOPPEKTHPOBATH B COOTBETCTBHH C KIIMHUYECKUM OTBETOM.
eTH

V nereit KIIMpeHC TaMOTPUHKHUHA MPHU pacdyeTe Ha Maccy Teja BhIIIE, YeM Y B3POCIIbIX; OH Hanbosee
BBICOK Yy JieTeit /10 5 neT. Y jereii nepro/1 NoTyBbIBEACHUS JIAMOTPUIKUHA OOBIYHO MEHBIIIE, YEM Y
B3pocibix. CpeHee 3HaueHHe Mepro/ia MOTyBbIBEACHUS IPUOIM3UTEILHO COCTaBIISIET 7 YacoB MpU
OJTHOBPEMEHHOM TPUMEHEHHH C TIperapaTaMy, HHAYIUPYIOIIMH TITIOKYPOHHPOBAHUE, TAKUMH KaK
KapOamasenuH W (EHUTOWH, W TIOBBIIIAECTCS B cpeaHeM a0 45-50 4yacoB mpu OIHOBPEMEHHOM

IMPUMCEHCHUH C BaJIbIIpOaTaMH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcioMorare/ibHbIX BellleCTB
JlakT03B1 MOHOTH/IPAT;

[emrono3a MUKpOKPUCTAIITMYECKAS
Kpacutenp xene3a OKCHUJT )KEIThIN;

IToBunon K-30;

KapOokcumerunkpaxman HaTpust (T A);
Kpemuust auokcu 1 KOJIJTOUHBIN;

Marnus creapar;

Tanbk;

Kpemuus auokcua KoJsIOUIHbIH.

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rognocTy (CpOK XpaHeHUs )

3 roxa.
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6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH MPH X

XpanuTth npu TemnepaTtype He Bbiie 25 °C.

6.5. XapakTep M coepkaHue NePBUYHON YIAaKOBKH

ITo 10 Tabnerox B 6mucrep u3 amomuHueBoil ¢onbru u [IBX muenku. Ilo 3 wnum 5 6muctepos
BMECTE C HHCTPYKLHUEH 110 MPHUMEHEHHUIO B KAPTOHHYIO MAUKY.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHUYTOKEHUM  MCIOJb30BAHHOTO
JIEKAPCTBEHHOr0 TMpenapara WM OTX0A0B, TMOJYYEHHBIX TMoOcjde TNPHUMEHEeHUs
JIEKAapCTBEHHOI0 NMpenapaTa u Apyrue MaHUNYJISIIUHU € MPenapaTomM

Oco0sble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Nunus

Toppent ®apmacsrotukaic Jlta.

Toppenr Xayc, Odpd Ampam Poyn, Axmemadan 380 009, Uuaus / Torrent House, Off Ashram
Road, Ahmedabad 380 009, India

7.1. [IpeacraBuTeib AepKaTeJsl PeriCTPAIMOHHOIO YA0CTOBEPEHUS

IIperen3un morpedUTEIed HAPABISITE IO aAPECY:

Poccniickas ®@enepanus

[IpencraButensctBo «Toppent @apmacbrotukainc JITma.»
r. Mocksa, 117418, yin. HoBouepemyikuHackas, 1. 61
Ten: (495) 258 59 90, daxkc: (495) 258 59 89

e-mail: torrent@torrentpharma.ru

8. HOMEP PEIT'UCTPAIITMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOW PETMCTPAIIMM (IIOATBEPXKIEHWUS PETMCTPAILIMM,
HHEPEPET'MCTPALIUN)

Jlata nepBoii perucTpaimu:

10. JATA TIEPECMOTPA TEKCTA

O6mas[ XapaKTCPUCTUKA JICKAPCTBECHHOI'O IpCriapara .HaMI/ITOp AOCTYIIHA Ha I/IH(I)OpMaI_II/IOHHOM
nopraje EBpaSHﬁCKOFO 9KOHOMHUYECCKOIro COro3a B I/IH(I)OpMaI_II/IOHHO-KOMMYHI/IKaLIHOHHOﬁ CETHU

«Wutepuer» https://eec.eaeunion.org/.
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