HO PB
OBIIIAH XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA
1. HAMMEHOBAHME JJEKAPCTBEHHOI'O ITPEITIAPATA
JAMUKTAJI/LAMICTAL
Ta6netku 25 mr, 50 Mr wu 100 mr ‘‘‘‘ 0 L 132023 /4275
Tabnerku xepaTenbHBIE / TUCIIEPTHPYEMBIE 5 MT
2. KAYECTBEHHBINA U KOJIJMYECTBEHHBII COCTAB
Kaxxnas tabneTka conep Ut 1aMoTpuKuH — 25 Mr, 50 Mr wu 100 Mt
Kasxnast sxeBarenbHas / IUCTIeprupyeMast TabIeTKa COAEPIKHUT JIAMOTPU/IKHH — 5 M.
ITonHBIHA CIHCOK BCIIOMOTaTENbHEIX BEIIECTB CM. B ITyHKTE 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tabremku: CBETJIBIC KEJITOBATO-KOPHYHEBOIO oBECTa Ta6J'IeTKI/I, MHOTOI'paHHBIC,
CYIIEPOJITTHIITUHYCCKHUE.

Hosuposka 25 mr: ¢ Haamuckio «GSEC7» Ha oxHOM cTOpoHE U «25%» Ha APYTOM.

Jlosuposka 50 mr: ¢ Haamuceio «GSEE1» Ha oaHO# cTopoHE U «50» Ha IpyToi.
Hoszuposka 100 mr: ¢ Hagmucsio «GSEES» Ha onnoit ctopose u «100» Ha IpyToit.

Tabnemxu ciceeamenvhvle / Oucnepeupyemvie: Gelble WIH IOYTH Gelble TaONETKH C 3aMaxoM
YEPHOH CMOPOAMHEL.

Tabnerkn 5 Mr: BBITSHYTHIE, ABOSKOBBIIYKJIbIE, Ha OJHOH CTOPOHE KOTOPBIX METOIOM

BHIIaBIIMBaHUs HaHeceHa Haanuchk “GS CL2 “, Ha mpyroii cropoHe - mudpa “5“. Moryt
OTMEYaThCs HeOOIBIINE BKPAIJIEHHS.

4. K/IMHUYECKHE JAHHBIE
4.1. Iloxa3zaHus K IPHUMEHEHHIO
Jnujencus

B3pocnwvie u noopocmku ¢ 13 nem

e JlapuuanbHBle M TeHEPAIH30BAHHBIE IIPHCTYNBI, BKJIOYas TOHHKO-KIOHUYECKHE
CYZIOpPOTH, B COCTaBe KOMOMHHPOBAHHOM MM MOHOTEPAIIHH.

® MNPUCTYIBl IpH CcHHApoMme JleHHOkca-I'acto. JlaMuKTanm mOpHMEHSETCS B COCTaBe

KOMOMHHDOBAaHHOM  TepalMH, OJHAKO MOXKET HCIOJb30BAaThCs KaKk  IIEPBHYHOE

IPOTHBOSIUIIENITHYECKOE CPEACTBO IIPH Havale JIEUSHUS TaHHOTO CHHIPOMA.
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L4 HapI_II’Ia.TII)HLIe H TCHCEPAIM30BAHHBIC IIPUCTYIIBI, BKIIXO4Yad TOHHKO-KIIOHHYCCKHEC

CYIOpOTH, a TaKKe NPUCTYTHI IpH cuHApoMme JIeHHOKca-I'acTo B cocTaBe KOMOMHUPOBAHHOM
TEpaIHH.

° MOHOTepaHI/IX TUMTMYHBIX aOCAaHCOB

bunossipHbie paccTpoiicTBa

B3spocnvie (c 18 nem)

[Ipenymnpexnenue AENPECCUBHOIO 3IU30/1a Y TAIIUEHTOB C OUIOIAPHBIM PaCCTPOMCTBOM IIEPBOTO
THIIa, Y KOTOPBIX MPe00IafaroT IeNPECCUBHBIE 3MTU30bI (CM. paszaen 5.1).

JlamMuKTan He NOKa3aH Ul HEOTIOXKHOTO JIUeHHsI MAaHHAKAIBHOTO HIIH IEMPECCUBHOTO 3MH30/1a.
4.2. Pexum 103MpPOBAHHUSA H CIIOCOO MPUMEHEHHUS
Tabnemxu ciemyeT MpOIIaThBaTh LIETUKOM, HE pa3)KeBhIBas U HE pa3IaMbIBasl.

JKesamenvhvie / oucnepaupyemvle mabremxu MOXKHO JKeBaTh, paCTBOPSATH B HEOOJIBIIOM 00beMe
BOIBI (IO KpaifHel Mepe, B TaKOoM, YTOOBI TabyieTKa ObLTa MOKPHITA LETUKOM) WU IPOTJIOTUTH
LETUKOM C HEOOIBIITNM KOJTHYECTBOM BOIBI.

Ecnu paccuntanHas 103a JaMOTpUIKHHA (HAaIpUMeEp, IIPH JIEYEHHH OETEH C JIHIIENCHEH WM
MalueHTaM C HapyleHHeM GYHKIWM Ie4YeHH) He MOXXeT OBITh IIOJydeHa IPHEMOM LebIX
Ta0JeTOK, TO MalMeHTy JOO/DKHA OBITh Ha3HAa4yeHa Takas 033, KOTOpas COOTBETCTBYET
OmpKalIeMy MEHBIIEMY KOTHYECTBY IebIX TaOIEeTOK.

Bo3obnosenenue mepanuu

B cimydae BO30OHOBIICHHS IIpHEMa JIAMOTPHKHHA Bpadd [IOJDKHBI OLEHUTh HEOOXOIUMOCTH
TIOBBIIICHUS 03Bl [0 TOLAePXKHUBAIOLIEH Y NAlHeHTOB, KOTOPBIE MIPEKPATHIN IIPUEM IIpernapara
M0 KakuUM-TUOO IPUYMHAM, TIIOCKOJBbKY BBICOKHE HAuyalbHbIE JO3bI U IIPEBBIIICHHE
PEKOMEHTyeMBIX 103 aCCOLMUPYIOTCS C PHCKOM Pa3BUTHS TSDKENOHN ChIMH (cM. paszen 4.4). Uem
Oonpllle MPOILIO BpPEMEHM IIOCTAe IOCIHSIHEro IpHeMa [pernapara, TeM C OoiblueH
OCTOPOXKHOCTBIO CJI€AyeT MOBBILATh J03y OO0 MNojaepkuBaromied. Ecmu BpeMsa 1mocie
IpeKpalleHus MpueMa NPEBHINAeT 5 NEepUOJOB MOTYyBBIBeIEHUsA (CM. paszen 5.2), To H03a
JTaMOTPHUDKAHA JODKHA ITOBHINIATECS 10 MTOIACPKUBAOIIEH COrTTaCHO COOTBETCTBYIOIIEH CXeMe.

Tepanmo JJaMOTPHPKHHOM HE CICOYCT BO300HOBIIATH y HNanucHTOB, IIPEKpAICHUE JICUCHUA
KOTOPBIX JaMOTPHIDKHHOM OBLIO CBSA3aHHO C IIOSBJICHHEM CBIITH, KpOME€ CJIy4acB, KoOrjaa
MOTEHIHAJIbHAS I10J1b3a OT TaKOM TE€paluy, O4CBUIHO, IIPEBINIACT BO3MOXXHBIC PUCKH.

Dnunencus

PexoMeHayeMbIii peXUM IOBBILEHHUS 03Bl W TOJACPKUBAIOIIME O3Bl OIS B3POCIBIX H
IIOPOCTKOB B Bo3pacTe ¢ 13 ner (Ttabnuua 1) u aeredt B Bo3pacte ¢ 2-X 10 12 net (tabmuna 2)

2
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N3z-3a PHCKa pa3BUTHS CBHIIIKA HE CJIEOYET IIPEBEIIIATH Ha4aJIbHYIO 103y U PEKOMEHIOBaHHBIH

PEXHM MOBBIICHHS 103 (CM. pazzen 4.4).

[Ipu oT™eHE COmyTCTBYIOMEX MPOTHBOIIMIEITHYCCKIX IPENapaToB WM HA3HAYCHUH Ha BoHe
TIpHEMa JIAMOTPH/UKMHA APYTHX JICKAPCTBEHHBIX CPEICTB, BKJIIOYAS IIPOTHBOSIHIIEI THYECKHE,
HEOOXOMMO yHTHIBATD, YTO 3TO MOXET OKA3aTh BIHSHHE Ha (hapMaKOKMHETHKY TaMOTPHKHHA

(cM. pasnen 4.5).

Tabnuya 1: PexOMeHIyeMBIH pexHM AO3HPOBAHUSA TIPH JICYCHUH OSIHIIETICHH y B3POCIBIX H

IIOJIPOCTKOB ¢ 13 neT

MonoTepanus

PexxuMm HazHaueHus Henens 1-2 | Henenst 3-4 | O6prdmas
MIOIIEP>KUBAIOINAs [103a
25 mr/cyt 50 mr/cyT 100-200 mr/cyt (B 1 wmu 2
[IpUeMa).
(1 pa3 B|(1 paz B
CYTKH) CYTKH) Jns  mocTwkeHus srama

IO JICPIKUBAOIIIEH
TEpaHH 1032 MOXET OBbITh
YBEIHYEHa, HO He Oojee
geM Ha 50-100 Mr xaxmeie
1-2 Heenu 10 moCTHKeHUS
ONTHMAJIBHOTO OTBETAa Ha
JIeYeHHE.

HexkoTopsM  maruentam
MOJXET IoTpeboBaThC 1032
500 mr/cyT JUTS
NOCTHXXEHUS  HKEJIaeMOTo
addexra.

— CM. pazzgen 4.5).

Kom0unuposannas repanus C Bagbnpoarom (MHrHOUTOPOM TTIOKYPOHHM3ALMH TAMOTPH/IKHHA

JlaHHBIH
JIOJDKEeH HCII0JIB30BaThCS ¢
BaJIBIIPOATOM BHE 3aBHCHMOCTH OT
JIPYro#i COILYyTCTBYIOIIEH Tepanuu

PEXUM AO3UPOBaHHU

12,5 mr/cyr

(B Bume 25
MI yepes
JIEHBb)

25 mr/cyt

(1 paz B
CYTKH)

100-200 mr/cyt
(8 1 unu B 2 prema).

s moctmxenus
nozmepxmsakomeﬁ TCpalnuu
o3a MOXET OBITH
yBEIIHYEHa, HO He 6oliee yem
Ha 25-50 Mr xaxnpie 1-2

JTara
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Heneau A0 JOCTHXKCHHA
OIITUMAJIBHOI'O OTBE€TA HA

JICYCHHC.

Kom6unuposannasi Tepanus bBE3
JaMOTpuIKHHA (CM. paszen 4.5)

paabnpoara W C HHAYKTOPaMH IIIOKYPOHH3AIHH

DTOT PeXUM ODKEH HCIIOJIb30BATHCSA
6e3 BayIbIIpoaTa, HO C:

(EHUTOUHOM, KapOaMa3enuHoM,
denobGapOuTaIom, IIPUMHUTOHOM,
pubaMIHIHHOM, JIOTIUHABUPOM/
PHUTOHABHPOM.

50 mr/cyT

(1
CYTKH)

pas3

B

(B

nprema)

100 mr/cyT

p:

200-400 mr/cyT (B 2
npuemMa).
JIns  JOCTHOKEHHS — JTana

no;mepmnsafomeﬁ TCpamnuu

Jo3a MOJXET OBITH
yBEJIWYEHA, HO He 0oJiee 4eM
Ha 100 Mr xaxaele 1-2
HEOEIH JO0 JOCTHXKEHHT
OITHMAJILHOTO OTBETAa h.

JICUCHHUC.

Hexotopsm malueHTam
MOXeET MoTpeboBaThCs 103a
700 Mr/cyT Omst JOCTHKEHUS

xenaeMoro apdexra

Kom6unuposannasi Tepanusa BE3
naaMoTpHIKHHA (cM. paznen 4.5)

pasbnpoata u BE3 HHIYKTOpOB TIIIOKYpPOHH3ALHH

DTOT PeXKUM JIOJDKEH HCIIOTB30BAThCA
Ipu NPUMEHEHHH JIaMOTPUUKMHA B

KOMOHUHAIUH e JIpyTUMH
JIEKapCTBEHHBIMHU CpECTBAMH,

KOTOpbIC HE SBIMIOTCH MHIYKTOpPaMH
HJTH HHTMOMTOPaMH IIFOKYPOHH3ALNH
JTaMOTPH/KHHA

25 mr/cyT

(I pas

CYTKH)

B

50 mr/cyT

(1 pas

CyTKH)

B

100-200 mr/cyT

(8 1 wu B 2 mpuema)

HJUI JTOCTHXXCHHUA 3Tai.
TIOIEP KUBAOIEH TEPAIHU
Jo3a MOXET OBITH
yBeJIMUeHa, HO He foJiee ueM
Ha 50-100 Mr xaxnmeie 1-2
HENEeOHn [0 JOCTYIKCHUA
ONTHMAJILHOTO OTBETa Ha
JICYEHHUC.

V MaIHeHTOB, IPUHAMAFOIIUX JTEKapCTBEHHBIE CPEICTBA, PapMaKOKHHETHIECKHE B3aUMOJEHCTBUSA
KOTOpHIX C JaMOTPHIUKHHOM B HACTOAINEE BPEMS HEH3BECTHEI (cM. pazgen 4.5), HOIKEH
HCTIONB30BaThCS PEXKUM, PEKOMEHIOBAHHBIN Ul Ha3HAYEHHS JAMOTPHIDKUHA B KOMOHMHAIMHU C

BaAIBIIPOATOM.




Tabauna 2. Pexomenyempiii PEXHM JICYCHHS HETEH C AMUIIENICUEH B BO3pacre ¢ 2-x 10 12 jer
(o6mas cyTouHas 103a B MI/KT MacChl Tena).

Pexxum HazHavenus Henens 1-2 | Henens 3-4 [Monnepxusaromas xo3a
0,3 0,6 1-15 mr/kr/cyr (B 1 wmm 2
MI/KT/CyT | Mr/kr/cyt IIpueMa)
MonoTepanuss npum  THDHYHBIX
adcaHcax B1wum2|(B 1 wm 2 Hns  moctwkeHus  srama
nmpuema) npuema) NOJIEP)KUBAIOIIEH  Tepamuu

71032 MOXET OBITh MOBBIIEHA,
HO He Oonee yeM Ha 0,6
MI/KT/CyT Kaxnele 1-2 Henenu
b (e} JOCTHIKEHUS
ONITHMAJILHOTO OTBETa Ha
JICUCHHE, Makcumasnpras
IOIIEPIKUBAKOIIAS Ji03a
coctasisteT 200 mr/cyT.

— CM. paszzen 4.5).

Kom0unupoBannas tepanus C Ba/IbIIPOATOM (HHTHOUTO

POM TJIFOKYPOHU3AIMHY TaMOTPHIKHHA

JlaHHBIH ~ pEeXHM  J03MpOBaHMS
JIOJDKEH HCIIOJIB30BaThLCS c
BalbIIpOATOM BHE 3aBHCHMOCTH OT
APYTOH COIYTCTBYIOIIEH TepanHu

0,15
MI/Kr/CyT*

(1 pas B
CYTKH)

0,3
MI/KT/CyT

(I pas B
CYTKH)

1-5mr/kr/cyr B8 1 wm 2
IpuemMa)

Jns  mocTkeHHS — 3Tama
IIOLICPXKUBAIOIIEH  Tepamuu
71032 MOKET OBITH IOBBIIEHA,
HO He Oomee 4eM Ha 0,3
MI/KT/CyT Kaxnsle 1-2 Hemenn
110 JOCTHXKEHUS
ONITHMAJIbHOTO  OTBE€Ta Ha
JIEYEHHE. Makcumansnas
IO IIePXKUBAOLITAS n03a
coctasisgeT 200 Mr/cyT.

JAMOTPHIKHHA (CM. paszen 4.5)

KomOunnpoBannasi Tepanuss BE3 Baaenpoata m C HHOYKTOPAMH TJIOKYpPOHH3ALMH

0,6 1,2 5-15 wmr/kr/eyr (B8 1 wmm 2
Mr/Kr/cyt MI/KI/CyT IIpHEMa)
OTO0T €KUM JOJDKEH
P (B 2| (B 2| lnd  OOCTHXEHHS  sTama
HCII0JIB30BaThCs 0€3 BAIBIPOATa, HO .
TNOICPKUBAKOIIEH  Tepanuu
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c: npuema) TnpuemMa) 71032 MOXKET OBITh TIOBBILICH,
HO He Oonee uem Ha 1,2

(eHUTOHHOM, KapOaMa3ernuHOM, MI/KT/CYT Kaxple 1-2 Henenn

denobapOuTanoM,  TPUMHIOHOM, 110 JOCTHIKEHHS

pudaMIUIHHOM, JIOTIHHABHPOM/ OINTHMATLHOTO OTBETA HA

pATOHABHPOM. JICYCHHE. MakcumabHas
TIOJIEPKUBAOLIAs] no3a

coctasysteT 400 Mr/cyT.

Komounuposanunast Tepanus BE3 Banenpoara u BE3 uMHAYKTOPOB TIJIHKYPOHH3AIHH
AaMoOTpHILKAHA (CM. pasien 4.5)

9T1oT PEeXKHUM nomkeH | 0,3 0,6 1-10 mr/kr/cyr (B 1 umm 2

MCIIOB30BATLCS [IPH TIPUMEHEHHH | MI/KI/CYT MI/KT/CYyT rpuema)

NaMOTPU/DKHHA B KOMOHMHAIMH C

PyTHMHE JTeKApCTBEHHBIMH (81 wm?2|@® 1 wm 2| [ng  JOCTXEHAS  3Tana

CPE/CTBAMHU, KOTOpBIE HE SBILLOTCS mpreMa) pueMa) MOJIEP)KUBAIOIIEH  TEpanuu

HHIYKTOpAMH MM HMHTHOHTOpAMH 71032 MOXeT OBITh HOBBIIICHA,

FIOKYPOHH3AIUH JTIAMOTPHDKHHA Ho He Oomee wem Ha 0,6
MI/KI/CyT Kaxnple 1-2 Henenu
bi (o) JOCTHKEHUS
ONTUMAIBHOTO OTBETA Ha
JIeYeHHUE. MaxkcumanbHas
IO IIe KU BAOLIAs no3a

cocraniseT 200 MI/cyT.

[IpuMeuanue: Y TANEEHTOB, TPUHUMAIONIMX JEKAPCTBEHHEBIC CPENICTEA, bapMaKOKUHETHUYECKHE
B3aMMOJIEHCTBHS KOTOPBIX C JTaMOTPHIDKHHOM B HACTOAIIEC BPEMA HEH3BECTHEL (cM. paspen 4.2,
JIOJDKEH HCIIONB30BATBCA  PEKHM, PEKOMEHIOBAHHBIH JUIi HA3HAYCHUsS JIAMOTPHUKHHA B
KOMOMHAIIHH C BAIBIIPOATOM.
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* (B cimy4ae, korga HauMeHBIIEH AOCTYITHOH JO3UPOBKOH SIBIIAIOTCS TaGneTKu JlaMHKTal 2 MT):
Ecimn paccuntannas cyrodsas 103a y IanueHToB, IIPHHUMAIOLIUX BAJIBIIPOAT, COCTABISAET | M WITH
Gornee, HO MeHee 2 M, TO MAIIMEHTAM MOYKHO NpUHUMATh Tabetku JlaMukTa o 2 Mr 4yepes JIeHb
B TEYEHHE NEPBBIX 2-X Henenb. Eciu paccuntannas CyTO4Has [103a y MalMEHTOB, IIPUHUMAIOIIHX
BaJIBIIPOAT, MeHee 1 wmr, JlaMukTan Ha3sHAuaTh He cnenyet. He HasHavalite npo6HOE KOMHYECTBO
KeBaTENILHBIX/IUCTIEPIUPYEMBIX TaOICTOK.

* (B ciy4ae, Korja HauMeHbIIEH JOCTYITHOW JO3HPOBKOH SIBIAIOTCS TaGieTku JlaMuxTan S MT):
Ecmn paccunranHas cyTodHas n03a 1aMOTPHIDKHHA Y TalHEHTOB, NMPHHUMAIOIMUX BaIBIPOAT,
COCTaBJIAET OT 2,5 10 5 MT, TO MAlIHEHTaM MOKHO IPHHUMATD 110 5 M 9€pe3 ICHb B TEYEHHUE NIEPBBIX
ABYX HeZenb. Ecmu paccunrtannas cyTodHas 103a IaMOTpPHIKHHA y TalMEHTOB, PUHUMAIOIIHUX
BaJIbIIPOAT, COCTABJIAET MEHbIIE 2,5 MT, JIaMUKTal HA3HAYATH He cinenyet. He HasHavaiite npo6Hoe
KOJIHYECTBO JKEBATEIbHBIX/ AUCIIEPrHPYEMBIX TabIETOK.

YT00EI GBITH YBEPEHHBIM B TOM, YTO MOIAEPKUBACTCS TepaneBTUYeCKast 1033, HEOOXOIUMO
KOHTpOJIMPOBAT MAacCy Tenla peOeHKa U KOPPEKTHPOBATh 03y Mpenapara IpH ee H3MEHEeHHH.
BeposiTHee Bcero, uto mersiM B Bo3pacTe OT 2 10 6 JieT NOTPeOYIOTCS HauGOIIbIIHE
IOIEPKUBAOIIHE JO3BL.

[ocre nocTkeHus KOHTPOIIS SMHUNeNcHE Ha GOHe KOMOMHHPOBAHHO# TEPAIIUH, COMYTCTBYIOLIHE
POTHBOSMH/ICITHYCCKUE TPENapaThl MOTYT OBITh OTMEHEHEl H IpHEM JTaMOTPHIKHHA
IPOJIOJDKEH B MOHOTEPAIIHH.

Hemu mnaowe 2-x 1em

[oy4ens! orpanuyeHHbIe NaHHbIE 06 3¢ GEKTHBHOCTH U 6€30MaCHOCTH TaMOTPHUIKHAHA B COCTABE
KOMOHHUDPOBAHHOH TEpAIHH IIpH JIeYeHHH TapLHaTbHbIX IPHCTYIIOB y AeTel B Bo3pacTe ¢ 1-ro
mecsina 10 2-X J1eT (cM. paszen 4.4). JlaHHBIX 0 IIPUMEHEHHUH Y IETEH MITaJIIIe OJHOTO MecsIa He
nomyyero. [Tostomy JlaMuKTan He peKOMeHIyeTcs /s MpuMeHeHHs y neTeif B BO3pacTe 110 2-X
net. Eciiu B COOTBETCTBHH ¢ KIMHHYECKOH HEOGXOIMMOCTHIO TPUHATO pEeIIeHHEe O Ha3HAYCHUH
mpemnapara, cM. pasaensl 4.4, 5.1 u 5.2.

Bunonapusie napyuwienus:

PexomeHIyeMblii peskKHM MOBBILICHHS O35 U OIIEPKUBAIONIHE TO3BI LS B3pPOCIIBIX B BO3pAaCTe
¢ 18 niet mpencraBieHsl HUXKE.

Heobxomumo crenoBaTe mepexomHOMy pexuMy ZO3UpOBaHMs, KOTOPHIM BKIIOYaeT B cebs
TOBBIIEHHE B TEYCHHE 6 HEZENb 03B! JTAMOTPH/KHHA [0 MOUIEPIKUBAIOMIEE CTaOMIM3HPYIOIIEH
n03e! (Tabu. 3), rocie Yero, Apyrue [ICHXOTPONHEIE H/UIIH IIPOTHBOSIHICI THYCCKHE IIpernaparsl
MOTYT OBITh OTMeHEHHI (Tabm. 4). Pexum Koppekuuu CYTOYHBIX 03 JIAMOTPHDKHHA IIOCIIe
N00aBNeHHs] APYTUX TICHXOTPOIHBIX JEKAPCTBEHHBIX CPENCTB H/MITH IIPOTHBOSMHICTITHYECKUX
TIpernapaToB [IpeACTaBIeH HIke (Tabnuna 5).

W3-3a pucka pasBUTHA CBIIM He CIETYeT IPeBBILIATH Ha4yadbHYI0 [03y Hpemapara H
NOCTENYOIINH Pe)KUM MOBBIIEHHS 103 (CM. paszen 4.4).
7
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Tabnuya 3. PexoMeHmyeMas cXeMa yBEIMYEHMS JO03 JUIT JOCTIDKCHHS II0IEPXKHBAIOIIEH
CYTOYHOM CTAaOUIU3HPYIOIIEH 03Bl IS B3POCIBIX (cTape 18 eT) mpu OUIONSIPHBIX HapyIIEHHUAX

Pexxum n03upOBaHUs

Henmenu 1-2

Henenu 3-4

Henens 5

[leneBas
cTabHIU3UpyIOIIas
no3a (aenens 6)*

MownoTtepanus JamoTpuaxuHom MJIN xomOunupoBannas tepanust BE3 Baasnpoara u BE3
HHIYKTOPOB IIIOKYPOHH3AIHH JAMOTPH/UKHHA (CM. paszen 4.5)

DTOT  peXuM  JOJDKEH
HCIIOJIB30BATHCS IpH
[IPUMEHEHUHU
JTaMOTPHKIHA B
KOMOWHAIMA C JpyTHMH
JIEKapCTBEHHBIMH
CpeACTBaMH, KOTOpHIE HE
ABIAIOTCS ~ HHAYKTOpamMH
UIIH UHTHOUTOpaMHU
[ITFOKYPOHH3AINH
JTAaMOTPHDKHHA

25 mr/cyt

(1 pa3 B
CYTKH)

50 mr/cyT

B 1 um B 2
npuemMa B
CYTKH)

100 mr/cyT

(B 1 wmm B2
mpuemMa B
CyTKH)

200 wmr/cyr -
oOBIYHAsA ILieJieBast
Jo3a

JIOCTHIKEHUS
ONTHMAJIEHOTO
TEpaneBTHYECKOTO

addexra

B I wm B 2
IIpHeMa B CYTKH)

JJIsL

B KIIMHUYECKUX
UCCIIEIOBAHUAX
UCTIONIB30BATTHCH
JI03Bl B JMAana3oHe
or 100 mr/cyt no
400 mr/cyT.

KomounupoBanHas Tepanus C BaabnpoaToM (MHTHOMTOPOM IIIOKYPOHH3ALUH JTaMOTPHIKHHA

— cM. pazzen 4.5)

JanHBIN peXuM
JI03UpPOBaHHUS JOJDKEH
HCIIOJIB30BATHCS c
BAJILIIPOATOM BHE

3aBHCHMOCTH OT Jpyrou
COIYTCTBYIOWIEH Tepanuu

12,5 mr/cyt

(B Buze 25 mr
4epe3 JeHb)

25 mr/cyt

(1 pa3 B cyTKH)

50 Mr/cyT

(B1umus?2
nmpuemMa B
CYTKH)

100  wmr/cyt 7
oOBIYHAs 1IesIeBast
I103a JUTSE
JIOCTHXKEHUS
ONTUMAJIBHOTO
TEpaneBTHYECKOrO

addekra

B 1 wm B 2
IIpHeMa). B
3aBHCUMOCTH  OT
KIIMHHYECKOI 0O
OTBETA MOKET
IIPUMEHSATHCS
MaKCHMalIbHas

cyTouyHas mosa 200




HO PB

b

MI/CYT.

KomOunnpoBannas rtepanusi BE3 Bajibnpoata m C MHAYKTOPAMH IJIIOKYpPOHM3ALHH
JAMOTPHIKMHA (CM. paszen 4.5)

OT0T  pexHM  JomkeH | SO mr/cyT 100 mr/cyt 200 mr/cyt | 300 Mr/cyT Ha 6-if
HCITIOJIB30BaThCS 6e3 HEJelle  Tepanuy,
BaJILIIPOATa, HO C: (I pas B (82 npuema) (s 2 pu

CYTKH) nprema) HE0O0XO0AMMOCTH
(beHuTOUHOM,

YBCIHYIHATE 103y A0

KkapbaMa3enmHOM, OOBIYHON  1EneBOH

(enobapburarnom, no3s1 400 mr/cyT Ha

[IPHMHJIOHOM, 7-oi Hezene

pUhaMIHITHOM, TEpanuu s

JIOTIMHABUPOM/ JIOCTHIKEHUS

PHTOHABHPOM. ONTHMAJIBHOTO
TEPaNeBTHIECKOTO
addexra.

(B 2 mpuema)

IIpumeyanue: ¥V manueHToB, MpHHUMAOIMX JICKapCTBEHHBIE CPENICTBA, (hapMaKOKHHETHUYECKHE
B3aUMOJZIEHCTBHS KOTOPBIX C TAMOTPHIKHHOM B HACTOAIICe BpEeMs HEU3BECTHBI (CM. paszen 4.5),
AOJDKEH  HCIOIBb30BAThCA DPEXHM, PEKOMEHIOBAHHBIH IJI HA3HAYECHHS JTaMOTPHIDKMHA B
KOMOHHAIIMHU C BaJIbIIPOATOM.

*LleneBas cTaOMIH3MPYIOIAS 1032 H3MEHSETCS B 3aBHCHMOCTH OT KIIMHHYECKOTO ¢ deKTa.

Tabmuna 4. TloamepxuBaromast CTaGHIH3MpPYOMAs 06MmAs CYyTOYHas [03a Ui JIeYeHHS
OUIOJIAPHBIX PACCTPOMCTB y B3POCIBIX ¢ 18 JIET MOCIIe OTMEHE COIYTCTBYIOIIUX JIEKAPCTBEHHBIX
CpEICTB.

Iloce noCTHXCHHSA LeieBOM MO IepIKHBAIOLIEE CTaOUITH3UPYIOINEH CYTOYHOM 03Bl BO3MOKHA
OTMEHA COITYTCTBYIOIIHX JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH CO CXEMOM HUKe.

Pexum mo3uposanus Crabumsupyro | Henens 1 (co | Hemens 2 Henena 3 u
mas 71032 | JHS OTMEHEI) Janee*
JTaMOTPHKHHA
JI0 OTMEHEI

Ortmena Baawbnpoara (unruGuTOpa TIIOKYPOHH3AUMH JIaMOTPUIUKHHA — CM. paszen 4.5), B
3aBHCHMOCTH OT HCXOJHOH J03bI IAMOTPHIKHHA

Ilocne ot™eHs! | 100 mr/cyT 200 mr/cyT Coxpanuts 103y 200 Mr/cyTKH B
Baiblpoara HEO0OXO0IHUMO 2 mpuema.
YZBOHUTH

CTa0UIM3HPYIOLIYIO 103y,
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IIPUTOM IIOBBIIIEHHE O3B
JIOJDKHO COCTaBJISITH  HE
6oaee 100 Mr/Henens

200 mr/cyT

300 mr/cyT

400 mr/cyT

Coxpanute 1103y
400 mr/cyT

HCXOOHOH O3Bl

OTMeHa HHAYKTOPOB IJIIOKYPOHH3AUMH JaMOTPHIKHHA (CM. pasieln 4.5) B 3aBUCHMOCTH OT

DTOT peXUM JOJDKEH OBITh
MCTIONB30BAH TIPH OTMEHE
beHuTONHA,
KapOaMasenuHa,
benobapbuTaa,
[IPUMHJIOHA,
pudaMIHUIKHA,
JIONMHABUPa/pUTOHABHPA

400 mr/cyT

400 mr/cyT

300 mr/cyt

200 mr/cyT

300 mr/cyT

300 mr/cyT

225 mr/cyt

150 Mr/cyT

200 mr/cyT

200 mr/cyT

150 mr/cyT

100 mr/cyT

OrMeHa

APYTHX JIeKapCTBEHHBIX
MHTHGHTOPAMH IIIOKYPOHH3AIMH JAMOTPHIKMHA (CM. paszen 4.5)

cpencrs, HE

ABJIAIOIITHXCSH

HHIYKTOpaMH

HJIH

DTOT peXUM IOKEH OBITh
UCIOJIB30BaH IIPU OTMEHE

IpPYTUX  JIEKApCTBEHHBIX
CpEICTB, HE SABISAIOIIMXCA
HHIyKTOPaMH WITH
HHTHOUTOpPaMH
[JIFOKYPOHHU3AIUH
JTaMOTPHKHHA

IMoxnepXuBaiiTe LETEBYIO 103y, TOCTUTHYTYIO B IPOLECCEe PeXUMa
nospuuenns (200 Mr/cyTku B 2 mpueMa; auanason 103 ot 100 Mr 1o
400 Mmr/cyT).

HpI/IMC‘—IaHI/IGZ Y manueHTOB, IPHHUMAIOMHNX JICKAapCTBCHHBIC CpeacTna, (PapMaKOKI/IHGTId‘-IeCKIer
B3aUMOJEHCTBHS KOTOPEIX C IAMOTPUIIXHUHOM B HaCTOsIIEeEC BPDEMS HEU3BECTHEL (CM. pasnen 45),
PEKOMEHAYETCA IIepBOHAYAIBHO NOOJACPKUBATh TEKYIIYIO OO3Y H KOPPEKTUPOBATH JICYCHHC
HCXO0Od U3 KJIMHHYECKOH KapTUHEI.

*[Tpu HEOOXOUMOCTH /1032 MOXET OBIT YBEJIHIEHA JI0 400 Mr/cyTKH.

Ta6auna 5. Koppekuus CyTOYHBIX 103 TaMOTPHIKMHA y B3pocibixX ¢ 18 meT ¢ OUONISIPHBEIM
pacCcTPOHCTBOM II0CTIe IPUCOETUHEHHS K TePAllHH IPYTHX [PEeTiapaTos.

OTC}’TCTByeT KJIMHUYECKHUH OIBIT B KOPPEKIIUHM CYTOUYHBIX 103 TIaMOTPHDKHHA rocJie 100aBIeHUs
JOpyTHX IIpe€napaToB. OmHako Ha OCHOBAHUH HCCJIEIOBAHUMN T10 B3aHMMOJICHCTBUIO npernapaToB

MOJKHO JaTh CIEeAYIOIHEe pEKOMEH Al .

Pesxum 103HPOBAHUS

Tekymas Henens 1 | Heneng 2
crabumusupyo | (co  IHA
mas no3a | nobasieH

~

Henens 3
nanee

u
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JIaMOTPHDKUHA | HS)
(mo mobGaBnenus
JIpYTOoro
Ipernapara)

IlpucoennHenue BaabNpoaTa (MHIHOMTOPA TIIOKYPOHH3ALHE JTaMOTPHIUKMHA — CM. pa3Jiel
4.5), B 3aBUCHMOCTH OT HCXO/HOM 03Bl TAMOTPHKHHA

JlaHHBII pexuM JOJDKEH
UCIIOJIB30BATHCS pu
MIPUCOEIUHEHU U BaJIBIIPOATa,

HE€3aBHCHMO OT COIIYTCTBYIOIIETO
IIpueMa JICKapCTBEHHBIX CPEACTB.

200 mr/cyT 100 CoxpanuTs 103y
Mr/CyT
100 Mr/cyTku
300 Mr/cyT 150 CoxpaHuTs 103y
MI/CyT
150 mr/cyTku
400 mr/cyT 200 CoxpaHuTh 103y
MI/CyT
200 mr/cyTku

Ilpucoenuuenne HHIYKTOPOB TIJIIOKYPOHH3AaLHH JAMOTPHIUKHHA y mnandentos, HE
N0Ty4al0IIUX BaJILIPOAT (CM. pa3zien 4.5) B 3aBUCHMOCTH OT HCXOIHOM 0351

JlaHHBIH PEXKHM TOJDKEH
HCIIOJIB30BATHCS opu
IIPUCOEAUHEHUH CIIEYIOIINX
JIeKapCTBEHHBIX cpeacts  Ge3
BaJbIIpoAaTa: benuToNHa,
KapOamaszenuHa, ¢eHobapOuTana,
IPUMHUJIOHA, pudaMIUIHHA,
JIOIMHABHPa/PUTOHABHPA.

200 mr/cyT 200 300 400 mr/cyT
MI/CyT MI/CYT

150 mr/cyT 150 225 300 mr/cyt
MI/CyT MI/CyT

100 mr/cyT 100 150 200 mr/cyT
MI/CyT MI/CyT

IIpucoennHenne Npyrux JiekapcTBeHHBIX cpeacTB, HE sisasromuxes HHIYKTOPaMH HJIH
HHrHOMTOPAMH IVIIOKYPOHH3ALHH JJAMOTPHIKAHA (CM. pasner 4.5)

OTOT  peXuM  HOJDKEH  OBITh
HCIIOJIB30BaH IIPU IPHCOEIHMHEHUH
IpYTUX JIEKAPCTBEHHBIX CPENICTB, HE
ABISIOINMXCS  HMHIYKTOpaMH  HIIH
HHTHOMTOpaMH  [UIFOKYPOHH3AIUH
JTaMOTpUIDKUHA

[TonnepxuBaiite

OEJIEBYXO  O03y,

JOCTUTHYTYIO

B

mponecce pexxuma noseimeHus (200 Mr/cyTky; quana3os

103 ot 100 mMr o 400 Mr/cyT).

IIpumeuanne: Y nanueHToB, IPUHHMAIOLINX JIEKAPCTBEHHBIE CPE/ICTBA, (bapMaKOKHHETHYECKHE
B3aMMO/ICHCTBUSI KOTOPBIX C JIAMOTPH/DKMHOM B HACTOsIIEE BpeMsl HEM3BECTHEI (CM. paszen 4.5),
AOJDKCH HCIIONB30BATBCA DPEXKHM, DPEKOMEHIOBAHHBIM U1 HA3HA4YeHHs JAMOTPUIKMAHA B

KOMOHMHAIIMH C BAJIBIIPOATOM.
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Ipexpawyenue mepanuu 1amMOmMpPUONCUHOM Y NAYUEHMOE C DUNONAPHBIM PACCMPOUCMEOM

Bo BpeMs KIMHHYECKHX HCIBITAHMA pe3Kas OTMEHA JIaMOTPHDKHHA HE BHI3BIBAJIA YBEIHYEHHS
YaCTOTBI, TSXKECTH WM WU3MEHEHWs XapakTepa HEeXENaTeNbHBIX SBICHUH II0 CPABHEHHUIO C
wiane6o. Takum 00pa3oM, MaHeHTaM MOKHO OTMEHATh JAMOTPUIKHH cpa3y 0€3 IOCTENEHHOTO
CHIDKEHHS €T0 JI03BI.

Jlemu u noopocmku mnaoue 18 nem

JIaMOTpU/UKMH He TOKa3aH JeTAM M IOJAPOCTKaM Mjagme 18  JIeT, MOCKONBbKY
PaHIOMH3UPOBAHHOE HCCIIEIOBAaHHE C OTMEHOM Ipenapara MpOAEMOHCTPHPOBAIO OTCYTCTBHE
3HaYUMOM 3 (HEKTUBHOCTH M BBIABHIO YBEIHYEHHE 4aCTOTHI CYHMIIMAAIBHOTO IOBENCHHA (CM.
pazmens 4.4 u 5.1).

O61He peKOMEHIAIUHY 110 JO3UPOBAHMIO JIAMOTPUDKUHA Y OCOOBIX KATErOpUH MallMeHTOB

JKenwjumvl, npunumarowjue 20pMOHANbHbIE KOHMPAYENMUBDL

KoMOuHUpOBaHHBIN npenapar STHHHUJIICTPAIUOJI/IEBOHOPTECTPEN (30 mxr/150 mxr)
TNIpUOJM3UTENBHO B 2 pa3a MOBBIIAET KIMPEHC JAMOTPUDKUHA, YTO NPHBOIUT K CHIXKCHUIO
YpOBHS JaMOTPH/UKMHA B ImasMe. Ilocme THTpOBaHHSA IS IJOCTHIKEHHS MaKCHMalTbHOTO
TepaneBTHYeCKOro d3ddexTa MOXKET MOTPeOOBAThCS MOBBIIEHHE IOANCPXKUBAOIIUX 03
NaMOTpPH/KAHA B 2 paza. Y 'KEeHIIUH, CXeMa JIEYEHH KOTOPBIX BKIIFOYAET HEIEIbHbII [IepephIB B
IpHeMe KOHTpAleNnTHBa, B STOT IEPHOA BpeMEHH HaOMrofaeTcs ABYKPaTHOE YBEIMYCHHE
KOHLEHTPALMH JIaMOTPH/DKMHA, 9TO HE I03BOJSET HCKIIOYMTH MOSBIEHHE J0303aBUCHMBIX
He)KeJlaTeIbHBIX peakiuil. [109ToMy B KadecTBe TEpaNuM IEPBOM JUHUM CIIENYET PacCMOTPETh
BO3MOKHOCTh IIpHEMa KOHTPAICNTHBOB, HE TPEOYIOMIHX HEIENbHBIX IEPEPHIBOB B TIpHEME
(HarmpuMep, OCTOSHHBIN IPHEM FOPMOHATIBHBIX KOHTPAIEIITHBOB M HETOPMOHAJIBHBIE METOIBI
KOHTpALEMIHK; CM. pasaensl 4.4 u 4.5).

HasHnauewntie  2OPMOHQIbHBIX — KOHMPAYEnmueo8  NAyueHmos,  yoce  HPUHUMGIOUjUM
noddepacusarowue 003vl 1amompuodicuna u HE npunumarowum unOyKmopos enoKypoHusayuu
NAMOMPUONCUHA

B GOJBIIMHCTBE CIydaeB TpeOyeTcs MOBBILIEHHE IOIIEPXKUBAIOMIEH 1035l TaMOTPHIKHHA B 2
paza (cm. paszenst 4.4 u 4.5). IIpy Ha3HAYeHUHM FOPMOHATBHBIX KOHTPALICIITHBOB PEKOMEHTYETCA
noBblreHre 10361 namoTpumkuHa Ha S50 — 100 MI/cyT Kakayro HENENO B 3aBHCHMOCTH OT
KJIMHUYECKOH KapThHBL. He pexoMeHIyeTcs MpeBhIIaTh 9TH HU(PBI, 32 HCKITIOYCHUEM CUTYaluH,
Korja KIMHUYEeCKHH oTBeT TpebyeT 6ojiee HHTEHCHBHOTO MOBBIMeHHs 103kl [lepen nauanom u
TIPH TPOIOJKEHHH TIpHeMa TOPMOHATBHBIX KOHTPALEIITHBOB MOJKHO PacCMOTPETh BO3MOXKHOCTB
U3MEPEHHS CHIBOPOTOYHOW KOHIIEHTPALMK JIAMOTPUIDKMHA [UIs TOATBEPXKACHHUSA TOrO, UTO
KOHIIEHTPAIMS TaMOTPUDKHHA IO IepXKHBaeTca Ha 6azoBom yposHe. [Ipu HeoOxomumocTH n03a
[OJDKHA ObITh CKOPPEKTHpOBaHa. ¥ KEHIIMH, IPUHUMAIOMIMX FOPMOHAIBPHBIC KOHTPAUCITHBEI,
cxeMa IpHeMa KOTOPHIX BKJIFOYAET HEENbHBIA MepEphIB, HEOOXOAMMO MPOBOANUTH MOHUTOPHHT
CHIBOPOTOYHON KOHIIEHTPALIUH JIAMOTPH/DKHHA B T€YECHHE 3-i HEZle/Id aKTUBHOTIO JICYEHHS, T.€. B
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mau 15 m 21 uwkna npuema. Takum o6pasoM, B KadecTBe TCPalluy TEPBOU JIMHUH CIIEIyeT
paccMOTPETb BO3MOXKHOCTE TIPHEMa KOHTPAHENTHBOB, He TPEOYIOIIUX HEeTbHbIX IIEPEPHIBOB B
npueme (HarpuMep, OCTOSHHEL IPHeM FOPMOHATBHBIX KOHTPALEITHBOB HJIM HETOPMOHAJIbHEBIE
METO/IbI KOHTPALENIMK; CM. paszensl 4.4 u 4.5).

Ipexpawenue npuema zopmonansuerx kKonmpayenmusos nayuenmamu, yoice NPUHUMAIOUMU
noddepaicusarouyue 003vl ramompudicuna u HE NPUHUMAIOWUMU UHOYKMOPO8 2NIOKYPOHUSAYUY
1amMompuoACUHa

B GonbmuHCTBE ClTydaeB TpeGyeTcs CHUKEHHE TIOZICPXKUBAIOIIEH 03I TAMOTPHKAHA B 2 pasa
(cM. paszensi 4.4 1 4.5). PexoMeHIyeTCs MOCTENEHHOE CHIKEHUE CYTOYHOM J103BI TaMOTPHUKHHA
Ha 50 — 100 Mr xaxnyio Henemo (CHEXeHHe He 6oiee 25 % oT CYTOYHOH 03Bl B HENEII0) B
TEYCHHE 3 HeJeNb, €CIIM KIMHAYECKass KapTHHA He TpeOyeT uHoro. Ilepe HavamoM u mocie
MPEKpallCHUA TIPHEMa TOPMOHATBHBIX KOHTPALENTHBOB MOXHO PacCMOTPETh BO3MOMKHOCTD
H3MEPEHHS  CRIBOPOTOYHOH KOHIEHTPAUMH JaMOTPHDKHHA U TOATBEPXKAEHHS TOTO, YTO
KOHICHTPAUA JAMOTPHIKUHA TMOJICPKUBAETCS Ha GasoBoM ypoBHe. Y JKEHIIMH, KOTOpEIE
[UTAHAPYIOT MPEKpaIeHHe [PHEMa TOPMOHAIBHBIX KOHTPALENTHBOB, CXeMa IIpHeMa KOTOPBIX
BKIIOYACT HEJCIIO HEAKTUBHOTO JICYCHHS (HENENBHBIA IIEpPEPEIB B IPHEME KOHTDAIEIITHBOB)
HEOOXOIMMO NPOBOUTE MOHUTOPHHT CHIBOPOTOYHO KOHILICHTPAIHH JIAMOTPHI)KHHA B TEUCHHE
3-# HeZleNM aKTUBHOTO JIeYeH s, T.¢. B IHA 15 u 21 muKia npreMa KOHTpanenTuBoB. He crenyer
[POBOIHUTE COOP AHAIU30B UTA OTIPEENIeH s yPOBHEH TAMOTPHIUKHHA B TEUCHHE IIEpBOH Heemnu
TIOCJIe MTOJIHOTO IPEKPAIeH s IIpHeMa KOHTPaleNTHBA.

Hasnauenue namompuodscuna nayuenmram, NPUHUMAIOWUM 2ODMOHANbHBLE KOHMPAYenmugsl
PeskiM TOBBILIEHHUS 03B COOTBETCTBYET OOBIIHOMY PEKOMEHTyEMOMY PEXHMY.

Hasnauenue u  npexpawenue npuema COPMOHANBHBIX  KOHMPAYENmMu6o8 NayueHmxkam,
NPUHUMAIOWUM NOOOepICUBaIOuUe D03bl 1aMOmpudXicura B KOMBUHAIIHH ¢ undyxmopamu
2NIIOKYPOHUBAY UL NAMOMPUONCUHA

KoppeKTHpoBKH peKOMeHIyeMoro pexuma IIOANCPKUBAIOIINX 103 JAMOTPHIKHHA MOXET He
oTpeboBaThC.

IIpumenenue ¢ amazanagupom/pumonasupom

Ilpu noGaBnenwy JaMOTPHIKMHA K Tepamuu aTa3aHaBUPOM/PUTOHABUPOM KOPPEKIIHHU
PEKOMEHIYEMOI'0 PEKUMa MOBBIIIECHHS 103bI JAMOTPUIKHHA HE TPEOYETCS.

Y NanueHTOB, yKe IPHHUMAIOLIUX T10IePKHBAIOLIHE 1035] JTaMOTPHUDKHHA U HE IPHHHAMAFOIIHX
HHIYKTOPOB IIOKYPOHH3ALHH JIAMOTPHIDKHHA, [IPH Ha3HAYEHHHU aTa3aHaBAPa/PUTOHABHPA 103y
TaMOTPUIUKMHA ~ BO3MOXKHO ~ OymeT  HeOOXOZMMO  IIOBBICHTB, a Opd  OTMEHe
aTa3aHaBUPa/PUTOHABHpA 103y JAMOTPUIKHHA BO3MOXKHO HEOOXOIHMO CHHU3HTD. MonuTtopusr
KOHICHTPAlMH JaAMOTPUDKHHA B IUIa3ME JOJDKEH MPOBOIUTHCS TEped HAYAIOM M B TEUCHHE 2
HEZICNIb TIOC/IE Hayarla Ui IIPEKpaeH s IpHeMa aTa3aHaBHpa/PHTOHABUPA C LEBI0 OIPeeIeHUS
HEOOXOIMMOCTH KOPPEKTHPOBKH J0351 TAMOTPHKHHA (CM. paszen 4.5).
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IIpumenenue ¢ 10NUHABUPOM/DUMOHABUPOM

Ilpu moGaBleHHH JAMOTPHDKHHA K TEpaluu JONMHABUPOM/PHTOHABHPOM  KOPPEKIIHH
PEeKOMEHIYEMOT'0 PEeXMMa TIOBBIIEHUS [I03bl TAMOTPHDKHHA He TpeOyeTcs..

V manueHToB, yKe MPHHUMAIONIMX [0JIEPKUBAIOIINE O3B IAMOTPH/DKHHA U HE IPHHAMAIOIIHX
MHIYKTOPH TIOKYPOHM3ALHH NAaMOTPHIDKMHA, NPH HA3HAYCHWH JIONMHABHDA/PUTOHABHpA
BO3MOXXHO  IOTpeOyeTcs  IOBBINEHHE 103l  JaMOTPUKHHA, a IpH  OTMEHe
JOTIMHABMpPa/pUTOHABHpA — €€ CHI)KEHHE. MOHUTOPUHT KOHI[EHTPALMH JIAMOTPUJUKHHA B I1a3Me
JIOJDKEH TPOBOMMTECA IIEpEe]l Ha4yaloM M B TeYEHHE 2 HeZlelb MOocie Hadalla WM HPEeKpaIleHHs
pHeMa JIOMHABUPA/PUTOHABUPA C IETIBIO ONpPE/ENeHNs HEOOXOIUMOCTH KOPPEKTHPOBKH /1031
naMoTpukuHa (CM. paszen 4.5).

IanueHTHI MOKHIOT0 Bo3pacTa (ctapme 65 jer)

dapMaKOKMHETHKA TAMOTPU/KMHA B 9TOH BO3PACTHO! IPYINE MPAKTHIECKH HE OTIMYAETCS OT
TAaKOBOH y JPYTMX B3pOCIBIX (CM. pasien 5.2), MO3TOMY W3MCHEHHS CXEMBI nogdopa 103
npemnapara He TpedyeTcs.

Hapymenune GpyHKIHH NeYeHH

HauasHy0, BO3PACTAOIILYIO H MOICPKUBAIONTYIO 03B CEAYET yMEHBIINTh IPHOTH3UTENTBHO
Ha 50% u 75% y HalueHToB ¢ yMepeHHOi (cTamus B no xnaccudukanun Yainn-11st0) i TsoKeT0H
(cramust C) CTeNeHBIO IEYEHOYHOH HENOCTATOYHOCTH, COOTBETCTBEHHO. Bo3spacraromas u
0 [TepIKUBAIONIAs JO3BI JOJDKHE KOPPEKTHPOBATECS B 3aBUCHMOCTH OT KIHHUYECKOTO saddexra
(cM. paszmen 5.2).

Hapymenne GpyHKIHH 0YEK

HaI_IYICHTaM C MOYCIHOH HEOOCTAaTOYHOCTBIO JIaMOTPpH/DKHH CJICAYCT HasHa4daTb C
OCTOPOXKHOCTBIO. [IpH KOHEYHOH CTajuM TMOYEYHOW HENOCTATOYHOCTH HAdalbHAast [103a
JNIAMOTPHUKMHA JIOJDKHA OTPENIeNATHCS HA OCHOBAHHH IIPHEMa COITYTCTBYIOIIMX JIEKAPCTBEHHBIX
CpeJICTB; y TIAIMEHTOB CO 3HAYMTEBHBIM CHIDKEHHEM QYHKIIH 109K MOXKET OBITh s dexTHBHA
CHIDKEHHAs IO IepKUBaroIIas 103a (CM. pa3aensl 4.4 u 5.2).

Crioco0 nmpuMeHeHHs

Jiis mprueMa BHYTPb.

4.3. TIpoTHBONOKA3aHHSA

[ToBbIIEHHAS YyBCTBUTENBHOCTD K TaMOTPHUKUHY WK JIEOOOMY KOMIIOHEHTY IIpenapara.
4.4. Ocobble yKazaHHUS H Mephl NPEI0CTOPOKHOCTH NPH NPHUMEHEHHH

Koocnas celnb
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HNmerores coobIenns o HexenaTebHbIX PCAKIHAX CO CTOPOHBI KOXKH, KOTOPEIE MOTYT BO3HHKATH
B T€UEHHUE MIEPBEIX 8 HEJIENb IOCIIE HAYala Teparuu JTAMOTPUUKUHOM. BONBIMHHCTBO BHICHIIAHMIL
HOCHT JIETKUH XapaKTep U MPOXOJHUT CaMOCTOATENbHO, OHAKO €CTh COOOLIEHHUS O BEICHIAHHSAX,
NOTPeOOBABIINX TOCIUTAIN3AUNN TAHEHTa K IIPEKPAIICHUs. IIpHeMa JIaMOTpUKAHA. OHpu
BKJIFOYAJIH TAKUE MTOTCHIMAIBHO XKU3HEYTPOXKAIOIIHE KOKHbIE peaKnuu, Kak cuHapoM CTHBEHCa-
JIKOHCOHA U ToKCHuecKwmit SMHIACPMAIBHBIH  HEKPOIU3 (CHHIpPOM Jlaltenna), a Takxke
JICKapCTBECHHAs! PEAKIHUA C J03MHODHINEN H CHCTEMHBIMH CUMIITOMAaMH, TAK)X€ U3BECTHAS Kak
CHHIIPOM THII€PYYBCTBUTEIBHOCTH (CM. paszen 4.8).

Y B3pOCHBIX MAIMEHTOB, BKIIOYEHHBIX B HCCIIEIOBaHHs, B XOAE KOTOPBIX JIAMOTPHIKUH
IIPUMEHSIICA B COOTBETCTBHHU C PEKOMEHJALIHSMH 110 AO3MPOBAHHUIO, TSDKEJIBIE KOXKHBIE PEaKIHK
HaOJIFONIATKCE € YacTOTOoM mpumepHo 1 Ha 500 [IalIUEHTOB snuiienicue. [IpumepHo B monosune
STHX CITy4acB 3apeTHCTpUpOBaH CUHApoM CtuBeHca-I[KOHCOHA (1 ra 1000). ¥V namuenTos ¢
OMNONIPHBIMH ~ PacCTPOMCTBAMH  9acTOTA  TSDKENEIX KOXHBIX BBICBIIAHHM 10 JaHHBIM
KIIMHMYCCKHUX UCCIIENOBAaHHUN COCTaBIIAET NpubIu3uTensuo 1 Ha 1000 ITal[UeHTOB.

VY ZeTell PHCK pasBUTHS TSKEIBIX KOXKHBIX BBICBITIAHUH BBIIIE, YeM y B3pocabiX. [To manHBM
HCCIIEOBAaHUN, YacTOTa KOMKHBIX BBICBIIIAHHH, MOTPeOOBaBIIMX TOCITUTANIM3ANH, Y JeTei
coctaBisia ot 1 Ha 300 mo 1 ma 100.

Y neteil HaYaTbHBIE IPOSBIIEHHS CHITH MOTYT OBITH OIIHGOYHO IPUHATEI 38 HHPEKIHIO, II0ITOMY
Bpadl JO/DKHBEI TNIPHHUMATh BO BHUMAHHE BO3MOXHOCTh PEaKUHH neTeil Ha JaMOTPHIKHUH,
NPOSBIISIOMIEHCS PA3BUTHEM CHIITH H JTUXOPAJIKH B IIEPBEIE 8 HEells TEpaIuu.

KpOMe TOrO, CYMMapHBIﬁ PHCK Pa3BUTHS CBIIIHA B 3HAYUTEIHbHON MEpPE CBsA3aH C:

- BBICOKOH HA4YalbHOM 1030H JIAMOTPHIDKHHA W [IPEBBIIICHUEM DPEKOMEHIYEMOH CKOPOCTH
TIOBBIICHHUS 103 TAMOTPH/UKUHA (CM. paszen 4.2);

- COYCTaHHBIM IPUMEHEHHEM C BAIBIPOATOM (CM. pasnen 4.2).

OCTOPOXKHOCTE HEOOXOMMA NP HA3HAYEHHH JTAMOTPUIKHHA NAIlMeHTaM, HMEIOIIHM B aHaAMHe3e
AIVICPIHECKAE DEAKIMH HMIH CBIb B OTBET HA NPHEM OPYTHX [POTHBOSIHIEITHIECKHX
TIpenapaToB, MOCKOIBKY 4acToTa Pa3BHTHA CHIMH (He KIacCHOUIMPOBABIIEHCS KAk cepbe3Has)
Tp¥ HasHAYCHHH JTAMOTPH/DKHHA MTAIMEHTAaM C TAKMM aHAMHE30M GbUIa B TpH pasa BpIIIE, YeM y
MAlIHEHTOB C HEOTATOIICHHBIM aHAMHE30M.

[Ipu o6GHapyeHHH CHINM BCE MAIHEHTHI (B3pOCIIBIE M NETH) JOIDKHBI OBITH cpa3y OCMOTpPEHBI
BpadoM. [Ipuem mamoTpumkuHa NOMWKEH GBITH HEMEITEHHO NPEKpaIleH 3a HCKIIOYECHHEM TeX
CIIydacs, KOTla OYCBMIHO, YTO DA3BHTHE CHIIM HE CBS3aHO C IIPHEMOM npenapara. He
PEKOMEHYETCsS BO30OHOBIISTE PHEM JIAMOTPHIKMHA B CIIy4YasX, KOTIa ero IPEIIECTBYIOIIEE
Ha3Ha4YeHHEe OBUIO OTMEHEHO B CBSA3M C Pa3BHUTHEM KOXKHOI PEaKIHH, €CIIH TOJIBKO 0KHIAEMBbIi
TCPANCBTHYECKHE d(Q(EKT OT MpUMEHEHHs MNpemapata He IPEBBIIAET PHCK HEXeIaTelbHBIX
sddextos. Ecur nprem namorpumknna TIpUBEN K pasBUTHIO cHHApoMa CTHBeHCa-/[’KOHCOHa,
TOKCAYECKOro SMUACPMAIEHOTO HEKPOJIU3a MIIH JIEKapCTBEHHOM PeaKUuu C 303MHO(HINEH U
CHCTEMHBIMH CHMIITOMAaMH, BO30OHOBIIATE IIPHEM JIAMOTPHIKHHA HEJTb3S.
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Co0BIAIOCH, YTO ChIIb MOKET GBITh YaCTHIO CHHIPOMA THIIEPYyBCTBUTEILHOCTH. DTO COCTOSIHHE
CBS3aHO C pa3IMYHBIM HAOOpOM  CHCTEMHBIX — CHMIITOMOB, —BKJIIOYas — JIMXOPAAKY,
nuMdaneHONaTHIO, OTEYHOCTD JIHIA, HapyIICHUs GYHKIMH TEYeHH, MOYEK M aCENTHYECKHH
menuHTET (cM. pasnen 4.8). TsokecTh MPOSBIECHUS CHHAPOMA BAPBUPYET B IMPOKUX TPEACIIax 1
B pENKMX CIy4asX MOXET NPHBOAMTE K Pa3BUTHIO CHHAPOMA JHCCEMHHHPOBAHHOTO
BHYTPHCOCYAMCTOTO CBEPTHIBAHHS (IBC) u monuopraHHo# HepocTaroyHocTH. Heobxommmo
OTMETHUTH, YTO PAHHHE MPOSBICHHS CHHIPOMA THIEPIYBCTBUTEIBHOCTH (HampuMep, TUXOpaJIKa,
miMaIeHONaTHS) MOTYT HaOMIONATCS, K €CIIH HET ABHBIX POABICHHH CBIIH. [1pu pa3BuTHH
[1OIOBGHBIX CUMIITOMOB TAIMEHT JI0/DKeH OBITh HEMEIEHHO OCMOTPEH BPaioM U, eCii He OyzeT
YCTaHOBIIEHA APYTras IPHIMHA CUMIITOMOB, JTAMOTPHIKHH JI0JDKeH OBITH OTMEHEH.

B GOJBIIMHCTBE CIIydaeB aceNTHYECKHiT MEHUHTUT 6511 06paTuMbiM. CHMITOMEI IIPEKpaIiainch
mpy OTMEHe IIperapara, OJHAaKO, B HECKOJNBKHX  CIydasx OBICTPO BO3BpALIAIUCH IIPH
BO30GHOBJICHHH IIPHEMA, 4acTo B Gonee Tsikeno# Gopme. Ilanuentam He CleayeT BO300HOBIISATH
TepanuIo JTAMOTPHUKMHOM TIOCTe €€ HPEeKPAIleHHs B CBA3H C Pa3sBUTHEM aCeNTHICCKOro
MEHUHTHUTA.

Taxke coOOIIATOCH O PEaKIUsIX CBETOUYBCTBUTENLHOCTH, BEI3BAHHBIX IPHEMOM JIAMOTPUIDKHHA
(paszen 4.8). B HEKOTOPBIX CiTydasX peaKIus BOSHUKaNA [IPH IPHEME BBICOKO#M 11035 (400 Mr 1in
Gonee), NMpHM MOBBIIEHAN O3Bl HIH OBICTPOM TIOBBILEHHA JO3BL Crnemyer pacCMOTDPETH
BO3MOYKHOCTB NIPEKPAIIEHHUS JICUCHHS, €CIIH Y MAMeHTa C MPU3HAKAMH CBETOYYBCTBUTEIBHOCTH
(HarpuMep, CHIbHBIM ~COJHEYHBIM 0XKOTOM) TIOZI03PEBAETCA CBA3b MEXKAY pa3BHTHEM
CBETOYYBCTBUTEIBHOCTH M  TPUEMOM  JIAMOTPH/DKHHA. Ecnmu npomomkeHHe — I€YEHHA
TAMOTPHKAHOM CYMTaeTCs KIMHUYECKH ONPABIAHHBIM, MAlMCHTY CICAYeT PEKOMEHIOBATh
H36eraTh BO3IEHCTBUS COTHETHOTO CBETA M HCKYCCTBEHHOTro Y O-U3IIy4eH s, a TakKe IPUHAMATh
3aIIUTHBIE Mephl (HarmpuMep, HOCHTh 3AlMTHYIO OIEXKIY H HCHOIb30BaTh COJHIC3ANIUTHBIC
KPEMBEI).

Temogazoyumaprviii numgpozucmuoyumos (I71I)

Y [AIEeHTOB, IPUHAMAIOIINX TaAMOTPU/DKHH, ObUTH 3apErHCTPUPOBAHBI Ciydau pasurus [JII
(cm. pasen « Heowcenamenvrsie peakyuuy). IJII" XapakTepu3yeTCs KIMHHICCKUMH MPUIHAKAMH 1
CHAMIITOMAMH,  TaKUMH  KaKk  JIAXOpajKa,  Chbillb,  HEBPOJOTHYECKHE  CHMIITOMBI,
remaToclUleHOMeramus,  JuMbaIeHONaTus,  LWTONCHHH, IOBBINEHHE  CHIBOPOTOYHOH
KOHIIEHTPAIIME (epPUTHHA, TUIEPTPUIANEPHIEMAS U HAPYUICHUS (GYHKIMH [EYCHH X
CBepTHIBAHMS KPOBH. Kak NpaBuio, CHMITOMBI OSBIIOTCS B TEUEHHE 4 HEMENb M0Ce Havana
neuenus. [JII' MOXeT OpeACTaBIATh yrpO3y A KU3HH.

[1arMeHTOB ClIeayeT MpOUH(GOPMHPOBATH O CHMITOMAX, aCCOUMHMPYEMBIX C [T, a Takxe o
HEOOXOIUMOCTH CPOYHO OOpaTHTBCSA K Bpady, €ClHM y HUX MOABMIIMCH CXOXHE CUMITOMEI BO
BpeMsi IpUeMa JIaMOTPHIDKHHA.

HeoOxonumo CpOYHO oOciegoBaTh NMALlHEHTOB, Y KOTOPBIX pa3BHBaIOTCA YKa3aHHbIC IPU3HAKH H
CHMIITOMEL, B paccMoTpeTs auarno3 ['JII. CrienyeT mpekpaTUTh TEPANMIO JAMOTPHDKHHOM, €CIlH
aTbTepHATHBHAS 3THOJIOTHS HE MOXET OBITh YCTaHOBIICHA.
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I'opmonanvuvie konmpayenmugwi
Brusinue 2opmonanshbLx konmpayenmueos na sghgpexmusnocme amMompuoNcura

BbuT0 MOKa3aHO, YTO KOMOHHMpPOBAaHHBIH Tpenapar 3THHHIICTPAaUOI/IeBoHOprecTpen (30
MKT/150 MKT) IpHOIH3UTENBHO B 2 pa3a HOBBIIIACT KIIMPEHC JIAMOTPHU/)KUHA, YTO MPHUBOIUT K
CHIDKCHHIO YPOBHA JIaMOTPH/UKHHA B TuIasMme (cM. paszmen 4.5). CHuxeHue KOHIEHTpaIlHH
TaMOTPUDKMHA CBA3aHO C MOTepedl KOHTPONA HaA NpHCTynamu. llocnme THTpoBaHus s
AOCTHXCHHST MaKCHMAIBHOTO TEPAIEBTHYECKOro 3 deKTa MOKeT MoTpeGoBaThCs MOBBIIICHUE
NONACPKUBAIOIHUX 103 JIAMOTPUKHHA B 2 pasa. Ilpu mpexpaineHuy npueMa TOpMOHAIBHBIX
KOHTPALICNITHBOB ~ KJIHPEHC JIAMOTPHIDKMHA MOXXET YMEHBIIUTHCS BIBOE. VY BeIHYeHue
KOHLICHTPAllMd ~ JIaMOTPHJDKUHA  MOXET IPHUBOJNUTE K  MOSBICHHIO  J0303aBHCHMEIX
HEKENATebHBIX PEAKIHH, B CBS3H C 4eM TPeGyeTcs MpOBOAMTH MOHHTOPHHT MAIHEHTOB B
OTHOIUCHHH MOSIBIICHUS HEXeEIaTeIbHBIX PEAKIIHIi.

Y OKeHIIMH, YX€ HE NPHHAMAIOUNX MHIYKTOPH! TNIFOKYPOHH3AIHH JTaMOTPHIDKHHA H
NPHHUMAIOIIMX rOPMOHAIBHBIE KOHTPALENTUBEI II0 CXEME, BKIIIOYAIOIIEH HeIeF0 HeaKTHBHOIO
JIeYeHHs (MM HEeZeNbHbIA NepephlB B PHEMe KOHTPAIENTHBA), B yKa3aHHbIH [IEPUO]] BPEMEHHU
Oyner HalIOOAaThCs NOCTENEHHOE TPAH3UTOPHOE MOBBILIEHUE KOHIIEHTpAlMK JIAMOTPHIKHHA
(cM. pasnen 4.2). VIsMeHeHHe KOHICHTPALUH JTaMOTPHUKHHA MOJKET IIPHBOJUTE K MOSBIECHHIO
HEKENaTeNbHBIX peaKiuit. [103ToMy B KadecTBe Tepaliy [epBoi THHHH CIeLyeT PaccMOTpETh
BO3MOXHOCTE IIpHeMa KOHTPAUENTHBOB, HE TPeOYIOIMMX HENENbHBIX IIEPEPHIBOB B IpHEME
(HampuMep, MOCTOSHHBIH TPHEM FOPMOHATBHBIX KOHTPALECITHBOB HITH HETOPMOHAJIbHBIE METOIEI
KOHTpALEMLIHH ).

Bsaumonefictere MeXIy JTaMOTPHIDKMHOM H IPYTHMH NEPOPAIbHBIMH KOHTPALICITHBAMH HJIU
TOPMOH&IBHOW 3aMECTHUTENBHON Tepamueil He U3ydanock, XOTS OHH MOT'YT IIOJ0OHBIM 00pa3zom
BIIUATH Ha (papMaKOKHHETHIECKHE TapaMeTPhI JIaMOTPHUIKUHA.

Brusnue namompudoicuna na sggpexmusHocme 20pMOHaNLHBIX KOHMPAYENMUE0E

Vccnenoanne B3anMONEHCTBHA y 16 310pOBBIX JOOGPOBONBIEB [IOKA3aT0, YTO COBMECTHOE
Ha3HAYCHHC  JIAMOTPHIKMHA ¥  KOMOMHHPOBAHHOTO TOPMOHAIBHOTO  KOHTPAIENTHBA
(STHHHJI3CTPAJMOIV/IEBOHOPreCTPe) IPHUBOIAT K yMEPEHHOMY IOBBIIIEHHUIO KIIMpeHca
JICBOHOPreCTpeNia M HM3MEHEHHSAM  KOHUEHTpaluH  (GOJIHKYIOCTHMYIHDPYIOIIErO0  H
EOTEHHU3UPYIOIIEr0 FOPMOHOB (CM. paszien 4.5). BiusgHHe 5THX H3MEHEHHH Ha OBYIATOPHYIO
aKTHBHOCTB SHYHUKOB HEM3BECTHO. ONHAKO HEJIB3S HCKITFOUATH BO3MOKHOCTE, UTO Y HEKOTOPBIX
TallICHTOB, NPUHAMAIOMIKX JAMOTPUIKHH U TOPMOHAIBHBIE KOHTPALENTHBEI, STH W3MEHEHHS
MOTYT BBI3BaTh CHIDKCHHE 3(Q()EKTHBHOCTH KOHTpPALENTHBOB. TaKue MamueHTHl TODKHBI OBITh
IPOHHCTPYKTHPOBAHB! O HEOOXOAMMOCTH HEMEIICHHO COOOIaTh Bpayy 00 H3MEHEHHSX B
XapaKTepe MEHCTPYAIbHOTO LMKJIA, T.€. O BHE3AMHBIX KPOBOTEUEHHUSAX.

Hezuopogonam pedyxmasa

JIaMOTPHIDKHH ABJIAETCA C1a0BIM HHTHOMTOPOM IeTHAPOMONAT peIyKTaskl, IIO3TOMY CYIIECTBYET
BEPOSTHOCTb BMEINATENBCTBA Iperapara B MeTaboau3M (oNaTtoB IpH €ro UIHTEeIbHOM
HasHa4YeHHWH (cM. pasnen 4.6). Ommako GbUIO MOKA3aHO, YTO IPH JUTHTEIBHOM [IPUMEHEHHH
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JTaMOTPHUKHUH HE BBI3BIBAJI CYIIECTBEHHBIX H3MEHEHHH KOHIEHTPAIMM I'eMOTJIO0MHA, CPEIHETO
06BbeMa 3PUTPOLIUTOB, KOHHEHTpAMU (OJIaTOB B 3PUTPOLHUTAX HMIM CHIBOPOTKE KPOBH IIPH
JUTATEIBHOCTH ITpHeMa Ipernapara 10 1 rofa ¥ He CHHKaJl KOHIIEHTpaluH (OIaTOB B 3PUTPOLUTAX

HpI/I Ha3HA4YCHUHU HaMOTpHI[)KHHa JIIUTCIBHOCTBKO IO 5 JICT.
Ioueunas nedocmamourHocms

B xiIMHHYECKHX WUCCIEHOBAHUSIX OJHOKpAaTHOE HA3HAYECHHE JAaMOTPH/KHHA IallHeHTaM C
KOHEYHOM cTamued IIOYEeYHOH HEIOCTAaTOYHOCTH HE BBISIBUIIO 3HAYUTEIIBHBIX H3MEHEHHH
KOHIICHTpaluHu IIp€lapara. OnmHako HaKOIUIEHHUE TIIFOKYPOHHJHOT'O MeTa0oJIuTa BECbMa
BE€POSTHO, IIO3TOMY HE00X0IUMO TIPOABJIATE OCTOPOXHOCTD IIPH JICUCHUH ITAITUEHTOB C IIOYE€YHOH
HEOOCTAaTOYHOCTBIO.

Iayuenmul, npuHuMailowue opyaue npenapamal, COO0epxHcaujue 1amMompuOHCUH

Henp3ss Ha3zHayarh JaMOTPHUDKHUH IMadU€HTaM, YXKE IIOJIydarollluM Kakue-1oo Apyrue
Ipenaparsl, COACpIKamue JITaMOTPHIXKHUH, Oe3 KOHCYJIbTAallUH Bpaya.

Dnunencus

Pe3kast oTMEHa IpHeMa JIaMOTPUIKUHA, KaK U IPYTHX IMPOTHBOSMHIIENTHYECKHX IPENaparoB,
MOXET CIPOBOIMPOBATH Pa3BUTHE CyAOpor. Eciu pe3koe IpeKpallleHHe Tepanvu He ABISIETCS
Tpe6oBaHHeM OE30TaCHOCTH (HANPHMED, NPU TOABJIEHAH ChIHU), 103y JIAMOTPH/DKHHA CIIEyeT
CHHYKATh IIOCTENIEHHO B TEUCHHUE 2-X HEMEIb.

B nuTepaTrype MMEIOTCA COOOINEHHS O TOM, YTO TSDKEINbIE CYNOPOXKHBIE IPUCTYIBI, BKIIOYAs
SMANENTHYECKH CTaTyC, MOLYT IPHBECTH K pa3BHUTHIO DPaOJOMHOIM3a, MYJbTHOPTaHHBIX
HApyLIEHUuH U JUCCHMUHUPOBAHHOTO BHYTPHUCOCYIMCTOTO CBEPTHIBAHMUS, MHOTAA ¢ (aTanbHbM
ucxonoM. [Tono6HbIe ciiy4an HaOIOOATUCE U TIPH JICYCHUH NAIlMeHTOB JaMOTPHIKHHOM.

Moxer HaOMIOOATHCS KIMHHYECKH 3HAUMMOE YBETHUEHHE 4YacTOTHI IIPUCTYIIOB BMECTO
yiIydIneHus. Y MAlMeHTOB ¢ IPUCTYIaMu Gojiee OHOTO THIA CIIEAyeT OLEHUTH Haboxaemoe
yiIydleHne KOHTPOJIS Hajl MPUCTYTIAMH OJHOIO Twiia 10 CPABHEHHIO C YXYALICHHEM KOHTPOJL
HaJl IPUCTYIIAMH JPYTOro THIIA.

[IpueM JTaMOTPHKHHA MOXET NPUBECTH K YXYIUICHHIO KOHTPOJIS HaX MHOKIOHHYECKHMH
CyZIOpOTaMH.

[ToTydeHHbIE TaHHBIE MO3BOJAIOT BBLIBHHYTH IHPEIMONOKEHHE O TOM, YTO TepamneBTHYECKas
>GdeKTHBHOCTS IpHEMa JaMOTPHKHHA B KOMOMHAUMH C [POTHBOSIHIICHITHYCCKHMH
cpencTBamMu — (EpPMEHTHBIMH HHIYKTOpDaMH HWXKE, 9eM IPA COYETAHHOM IPHMCHECHHH
TIPenapaToB 3TOM IPYIIEL, He SBISIOMMMUICS UHIyKTOpamu depmenTos. [Ipuunna sToro seneHus
HesCHA.

[Ipy NpUMeHEHUH JAMOTPUUKUHA y NeTel Ui JIeUeHHs THIHYHBIX abCcaHCoB dQQEeKT MOKeT
Ha0JIIOAaThCs HE y BCEX MALMEHTOB.
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Knunuyeckoe yxyoutenue u cyuyudanvHulil puck

CyHuuzaibHble MBICIIH M CyHIMIATBHOE IOBEJEHHE OTMEYATHCh y IAlHEHTOB, [IPUHUAMABIIHX
[POTHBOSMUIICNITAYECKHE  CPEICTBA IO  HECKOJBKHM  IOKa3aHHSM.  MeTa-aHalu3
PaHIOMU3HPOBAHHBIX I1IANE00-KOHTPOIUPYEMBIX HCCIIEAOBAHHMN JAHHBIX TIpenapaToB MoKa3aj
HEOOJIBIIOE YBEIMYEHUE PUCKA CYHIMIANLHEIX MBICIEH M moBeneHus. MexaHU3M 3Toro pHCKa
HCH3BECTCH, H IOCTYIIHBIC IAHHBIE HE HCKIIOYAIOT BO3MOYKHOCTB IIOBHILICHHS PUCKA CYHIH/IA IIPH
NPUMEHEHUH JIaMOTpH/DKHHA. [l0oTOMYy manmeHThl MOJKHBI HaXOJUTHCS TOM TINATEIBHBIM
HaOIMOJCHHEM HAa TNpPEAMET BO3HHKHOBCHHSA CyHIUIAIBHBIX MBICIEH ¥ TOBEICHHS C
PaccMOTPEHHEM B HEOOXOIMMBIX CIydYasX COOTBETCTBYIOLIErO JieyeHHs. IlalMeHTs! (M iwua,
OCYIIECTB/IAIOMHUE YXOX 33 HHMH) JOJDKHBI OBITh [POMH()OPMHPOBAHEI O HEOGXOMHMOCTH
MEIMIUHCKOH KOHCYJIbTAIlMH IPH BOSHUKHOBEHHH CYHLUAATBHBIX CUMIITOMOB HITH TTOBE/ICHHS.

Y nauueHToB ¢ OHIIOAPHBIM PacCTPOMCTBOM yXYIIICHHE JNENPECCUBHBIX CHUMIITOMOB H/HIIH
TOSBICHHE CYHIUAATEHOCTH MOKET IOSBIATECS HE3ABUCUMO OT TOTO, IPUHUMAIOT JTH OHU KaKHe-
0O TIpenaparsl 171 IedeHUs OUITOIAIPHOTO paccTPOHCTBa, BKIIoUas JIaMHKTaT. B CBS3H C 3THM
Yy HAaLKHEHTOB C OUIOJISAPHBIM PacCTPOHCTBOM, MOTyYaOmuX JIaMHKTaI, HEOGXOIUMO TINATEIHHO
MOHHTOPHPOBaTh CHMITOMBI KIHHHYECKOTO YXYAIIEHHS (BKJIIOYAs TIIOSIBIEHHE HOBBIX
CHMIITOMOB) M CYHIHMIATBHOCTH, OCOOEHHO B Hayale Kypca JTeYeHHS U B MOMEHT M3MCHEHHS
10361 [TanneHTsl, y KOTOPBIX B aHAMHE3€ OTMEYATHCh CYHIIUAATBHBIE MBICIIH HITH CYHIAATBHOE
MIOBEICHAEC, MOJIOABIC IALIUEHTHI U MALKEHTEl, Y KOTOPBIX OBLIO BBIABIEHO BO3HHKHOBEHHE B
3HAYUTENBHON CTCNCHH CYMUMNATBHBIX MBICIEH 10 Hayala Tepaldd, HAXOLSITCS B rpymnme
BBICOKOTO PHCKa BOSHUKHOBEHHUSA CYHIHIATBHBIX MBICIECH HIIH CYHITUIAIBHOTO [IOBEICHHUS; TAKHE
TAlHEHTBI IOJDKHBI HAXOAUTHCS MO CTPOTMM HaAOIIIOICHHEM BO BpeMsl JIe4eHHUS.

IIpu oTOM CCAYET OLCHUTH CHUTYallMIO M BHECTH COOTBETCTBYIONIME H3MEHEHHS B PEXXHM
TCpaliy, BKIIOYas BO3MOXHOCTE OTMEHBI IIpenapaTa y MalHeHTOB, Y KOTOPEIX HMEeTcs
KIHHUYECKOE YXYIUICHHE (BKIIOYasd MOSBICHHE HOBBIX CHMIITOMOB) H/HITH TOSBICHHE
CYMIHIAIBHBIX MBICIICH/TIOBEICHHS, OCOOCHHO €CIIM 3TH CHMIITOMBI TSDKENBIE, ¢ BHE3AITHBIM
HA4aJIOM WJIM paHee He OTMEYaBIIHECS.

Hsmenenua na IKI', udenmuunvie cunopomy Bpyeada, u Opyaue napyuwerus cepdeyrozo pumma
U nPOBOOUMOCIU

[Ipu mpreme 1aMOTPH/KMHA 3apPErHCTPHPOBAHEI CITyday apUTMOTE€HHO#M IaTOIOTHH cerMenTa ST
u 3ybua T u Tunuunbli Bpyrana-narreps Ha OKI'. Mcxons U3 pe3yabTaToB in vitro HCCIIEIOBaHHH,
JIAMOTPHDKHH ~ MOTEHIHAIBHO MOXET 3aMeIATh BHYTPHIKEIYAOYKOBYIO IIPOBOIHMOCTD
(pacmupsaTe QRS-KOMITEKC) H BBI3BIBATH IIPOAPUTMHUIO TP MPUMEHEHHH B TEpaNeBTUYECKUX
KOHICHTPAllMAX y MANMEHTOB C CEPIACYHO-COCYAMCTBHIMH 3a00JIeBaHHAMH. JIaMOTPHIKUH
NEHCTBYET Kak cladoe aHTHAPUTMHYECKOE CPENCTBO Kiacca IB ¢  CONMyTCTBYROIMME
NIOTEHIIMATBHBIMA PUCKAMH Pa3BUTHUS CEPBE3HBIX WM JIETAIBHBIX HEXKEIATEIbHBIX SBIIEHHH CO
CTOPOHBI CEPACIHO-COCYANCTOH CHCTeMBI. [IpH COYETaHHOM NPUMEHEHHH APYTHX GIOKATOPOB
HaTPUEBBIX KaHATOB pHCKH MOTYT emle Ooiblle yBenwumBaThes (cM. pazmen 5.3). Tlpu
NPUMCHCHHH B TE€PANICBTHYCCKUX 103aX 10 400 MI/CYT JIAMOTPHIKHH HE BHI3BIBAT 3aMeIeHHS
KEIy 10YKOBOH IPOBOAMMOCTH (pacukperus kommiekca QRS) umu yumnsenns unteppata QT y
3MOPOBBIX JIMIl B HCCICJOBaHHH C aKIEeHTOM Ha oueHKy uHTepBana QT. IlpumeHeHue
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NaMOTPUKUHA TpeOyeT TIIATENbHOH OLEHKM y MAllMeHTOB C KIMHHYECKMMH 3HAYUMBIMU
CTPYKTYPHBIMH HIH (YHKIHOHAIBHBIMM 3a00JI€BaHUAMM CEPIEYHO-COCYIUCTOH CHCTEMBI,
TAKAMH Kak cuHHIpoM bpyraga W Jpyrue KaHajlONaTHH, CepAeYHas HeJOCTaTOYHOCTb,
pimeMudeckas 60e3Hb cepna, 670Kkaia cepa Uitk XKelTyJouKoBast apuTMus. Eciu npuMeHeHune
JIEKApCTBEHHOTO IIpenapara JIAMOTPUUKMH Y STHX MAlMEHTOB KJIMHMYECKH OOOCHOBAHO, 10
HayaJia IpHeEMa pEeKOMEH/TyeTCst IPOKOHCYIBTHPOBATHCS C KapIHOJIOTOM.

BcnomozamenvHule seujecmea

Tabnetku Jlamukran 25 mr, 50 mr u 100 Mr comepkar nakTo3y MoHoruapar. IlanueHTs! ¢
pEIKHMHU HAC/IEICTBEHHBIMHU 3200 /1EBaHMAMH HEIEPEHOCUMOCTH TAJIAKTO3bI, NE€(QHUIUTOM JIAKTa3bl
WM MaabaOCOpOIMH TIIFOKO3bI M TajJaKTO3bl HE JO/DKHBI IIPHHUMATE JAHHOE JIEKAPCTBEHHOE
CPEZACTBO.

[pemapar Jlamukran, Tabmetkn u JlamukTan, >KkeBaTelbHbIE/JUCIIEPIUPYyEMblE TabIEeTKHU
colep KUT MeHee 1 MMOJIb HaTpus (23 Mr) B OZHOH TabJieTKe, TO €CTh IPAKTHIECKH HE ConepxKaTt
HATPHH. “

Pazeumue oemeti

Her nmaHHBIX O BJIHUAHUH JIAaMOTPHJKHHA Ha pPOCT, IIOJIOBOE CO3PEBAaHUE, KOTHUTUBHOE,
SMOIIMOHAJILHOE U ITOBEACHYECKOC PA3BUTHUE Y OETeH.

BunonspHoe agpgexmusnoe paccmpoucmso

JleTH ¥ TIOJIPOCTKHU Muiame 18 jet

JleyeHue aHTUENPECCAHTAMH CBS3aHHO C YBEJIHYEHHEM DHCKOB CYHMIHIANbHBIX MBICIEH H
MOBEeHHA y JETel W TMOAPOCTKOB C OOJIBINOH HempeccHed M APYTHMH IICHXHYECKHMH
HapyLIEeHUSIMH.

4.5. B3aumopaelicTrBHEe ¢ APYrHMH JIEKADCTBEHHBIMH IIpenapaTamMH H [pyrde BH/bI
B3aUMOJEHCTBURA

UccnenoBaHus JIEKapCTBEHHOTO B3aUMOICUCTBUS TIPOBOOUIIHUCH TOJIBKO Y B3POCIIbIX.

Beuto  oOHapyXkeHO, 49ro ypumuH 5’-mudocdo (VID-)-rmoxyporuntpancoepaser  (YI'T)
ABISIOTCS  (PEpMEHTaMM, OTBEYAIOIIMMHM 3a MeTabonu3M  J1aMOTpumkuHA. [losTomy,
JeKapCTBEHHbIE ~ [IPENapaThl, KOTOPBIE SABIAIOTCA HMHAYKTOpaMH MM  HHIHOWTOpamy
[IFOKypPOHHPOBAHHUSI, MOTYT BIIMSTh HAa KaXYIIUHCS KIMPEHC NaMOTpuKuHA. CHIbHBIC HIHA
yMepeHHBIE HHAYKTOpPEI H30depmenTa nuroxpoma P450 3A4 (CYP3A4), xoTopsle Takxe, Kak
H3BECTHO, ABJIIOTCA HHAyKTOpamu YT T, MOTyT Takke yCHIMBaTh META0O0JIH3M JTaMOTPHKHHA.

OTCYTCTBYIOT [OKa3aTelbCTBA TOrO, YTO JIAMOTPHIDKMH BBI3BIBACT KIMHUYECKH 3HAYUMYIO
MHAYKLMIO WM HHrEOMpoBaHHe u30QepMeHTOB uutToxpoMa P450. JIaMOTpHIKHH MOXKET
HH/yIIMPOBaTh COOCTBEHHBIN MeTabommu3M, HO 3TOT 3Q@EKT BBHIpOKEH yMEPEHHO M HE HMCECT
KJIMHHYECKHA 3HAYUMBIX IIOCIIEICTBUH.
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HeKapCTBCHHBIC IIperapartel, KOTOPEIE, I: IZIGBIJ'IO nponei&oncrpnpOBaHo, OKa3bIBaAIOT KIIMHUYECKHU
SHAYUMOC BIIMSIHHC Ha KOHICHTPALUH JIAMOTPHIKHHA, [IEPEYUCIICHEI B Ta0IuIE 6. KOHerTHBIe
PEKOMCHAIMK I10 AO3HMPOBAHHUIO IS 3THX IIpENaparoB NpeACTaBJIeHBl B pasznene «Crnocod
NPHUMEHCHHUA U TO3BD». KpOMe TOrO, B 3TO¥ TabuIe NEPEIHCIICHBI T€ Ipenaparsl, KOTOPEBIC, KaK
OBLIO IIOKa3aHO, OKa3bIBalOT HE3HAYUTEJILHOE BIIUSHHE HIHA BOOOIIE HE BIMAIOT Ha
KOHICHTPANHIO JIaMOTPHUIKHHA. OT coBMECTHOTO ITPHUMCHEHHUSA TaKHX IIpernapaToB, KaK IIpaBHIIO,
HE OXXHUAACTCA, YTO 3TO IIPHUBECHET K Kaxomy-nn6o KIIMHAYECKOMY BO3AeUCTBUIO. O1HAKO CIICOyET
YYHATBIBATh IIAIUCHTOB, OITHJICIICHS KOTOPBIX OCOOEHHO 9YBCTBHTEIbHA K KOJeOaHHIM
KOHIIEHTpaIui JJaMOTpHUIXKHAHA.

Tabnuya 6. Brusnue Opyaux npenapamos Ha KOHYeHMpayuio 1amompudiICuHa

JlexapcTBEHHBIE JlexapcTBeHHBIE TIpenapaThl, KOTopbie|JleKapcTBEHHBIE  Ipemaparsl,
Ipemnaparsl, KOTOPBbIE | IOHIKAIOT KOHIEHTPAIHIO [KOTOPEIE OKa3bIBAIOT
MOBBIIIAIOT JTaMOTPHIKUHA HECYIIECTBEHHOE BIUSAHHE WU
KOHIIEHTPALHIO HE OKa3bIBAIOT BIIMSHUE HA
JTaMOTPHDKHHA KOHIICHTPAIHIO
JTaMOTPHUKHUHA
BaJIBIIPOAT aTazaHaBUpP/pUTOHABHP [IpenapaTsl JIUTHS
Kapbama3zenuH Oympomnuox
benuToun OJIaH3aIHH
NIPUMHUIOH OKCKapOazernun
(beHobapoOuTan bendamar
pubaMITUIIHH rabaneHTHH
JTIOTIHHABHD / pUTOHABHP JICBETHpALCTaM
aTasaHaBHp / PUTOHABHD nperadaanH
KOMOUHHPOBaHHBIH Ipernapar|TOmupamar
3THHHJIICTPAIHO] / IEBOHOpPrecTper*
30HHU3aMHUL
apUITUIPA30JT
JIaKOCaMHU I
nepamIiaHet

*I74 PYKOBOICTBA MO JO3UpOBKe (CM. pasmen 4.2) mwmoc [id JKEHIIHH, NPHHHMAIOLIUX
TOPMOHAITbHbIE KOHTPALETITHBEL, Takke cM. [ 'OpMOHaIbHBIE KOHTpALENTUBEI B paszene 4.4
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Banenpoar, KOTOPBIH NOAABISAET INIIOKYPOHM3ALMIO JaMOTPUUKMHA, CHIDKAET CKOPOCTH €ro
MeTabo/IM3Ma U YIUTHHSET €r0 CPeHHUM epUoJ MONYBBIBEACHUS IIOYTH B 2 pasa. Y IallMeHTOB,

IOJyYalOIIMX  CONYTCTBYIOIIYIO — TEPAalHIO  BAIbIPOAToM,  HOJDKEH  HCIOJIB30BATHCA
COOTBETCTBYIOLIHIA PEXUM J03UpoBaHus (cM. paszen 4.2).

Hekoropble NPOTHBOINUIENTHYECKHE IIpenaparel (Takue Kak (QEHUTOMH, KapOaMasemuH,
denobapbuTal W TPUMHIOH), HHAYHHpPYIOIIHE H30QepMeHTH mmTOXpoma P450, Taxoke
uaaynupyioT YI'T u, TakuM 06pa3oM, yCHIMBAIOT METa0O0IM3M JIAMOTPUDKHHA. Y HAllUeHTOB,
TI0JIyYArOIIHX COIyTCTBYIOLIYIO Tepanuio GEeHUTONHOM, KapbamasenmHoM, GeHobapOuTanoM Wik
IPUMHUIOHOM, HOJDKEH MCIIONB30BAThCA COOTBETCTBYIOIMA pEXUM NO3MPOBAHHUSA (CM. pasien
«Cnoco® IpUMEHEHHUS U JO3BI»).

Coo6manocs O pa3BUTHH HEXeNaTenpHbIX sABIeHMH co cTopoHsl [[HC, BxmrowaBmmx
FOJOBOKPYKEHHE, ATAKCHIO, TUILIOHIO, HEYETKOCTh 3pPEHHS U TOLIHOTY Y MAlMEHTOB, HaYaBIINX
TpHHMMAaTh KapOaMasenuH Ha (OHE Tepanuyu JAMOTPUUKMHOM. OTH CHMITOMBI OOBIYHO
TIPOXOMIIM TIOCIIE CHIXKEHHMS I03BI KapOamaszenuHa. AHATOTHYHBIN 3QdekT Habmonancs mpu
npreMe JIaMOTPU/UKHHA U OKCKapOasemnuHa 3[0POBBIMH J0OPOBOJIBIAMH; PE3YIbTAT CHHKEHHS
JI03 HE U3y4dalICs.

B nuTepaType €CTh COOOLICHHUS O CHIDKEHHH KOHIIEHTPAlluK JaMOTPH/KUHA TIPH €ro IpHUeMe B
KOMOHHAIMU ¢ oOKckapbasermuHoM. OTHAKO B IPOCIEKTHBHOM HCCIIEOBAHHM y 3IOPOBBIX
B3POCIBIX J0OpOBONBIEB OBUIO IPONEMOHCTPHPOBAHO, YTO MHPH COYETAHHOM NPUMEHEHHH
namorpumkuHa B noze 200 Mr u oxckapbasenuHa B go3e 1200 Mr, HE OKCKapOasenuH, HH
NTAMOTPUUKHH He HapyIIald MeTaboau3M JApyr apyra. ITo3ToMy y ManHeHTOB, MOTYYarOIIuX
COMYTCTBYIOUIYIO TEPAIUIO OKCKapOa3emuHOM, JOJDKEH HCIIOIB30BATHCS PEXHUM T03HPOBAHKA KaK
IpH NpHeMEe JTaMOTPHIKHHA B paMKaX KOMOMHHUPOBaHHOW Tepamuu Oe3 Bamblpoara W 0e3
MHIYKTOPOB [IFOKYPOHH3AIMH IAMOTPH/DKUHA (CM. pasnen 4.2).

B uccieoBaHHHU y 3JI0POBBIX 10GPOBOJIBIIEB COYeTaHHOE TpuMeHeHue denbamara (B 1o3ze 1200
Mr 2 pasa B CyTKH) ¥ JaMoTpukuHa (100 mMr 2 pasa B cyTku B Teuenue 10 qHel) He IPUBOAUIO
K KJIMHWYECKH 3HAYUMBIM H3MEHEeHUSIM (hapMaKOKUHETHKH JTaMOTPHIKHUHA.

Ha ocHoge PETPOCIEKTUBHOI'O aHa/IN3a KOHICHTPAUH JIaMOTPHIKAHA B I1a3sM€ y MaUCHTOB,
OJIy4JaroIUX JIaMOTPHUJDKHH B KOMOHMHAITHH C rabarneHTHHOM HIH 0e3 HECT0, MOXXHO IT0JIaratb, 4TO
radameHTHH HE IPUBOIUT K U3MEHEHHUIO KIIHPCHCA JITAMOTPH/DKHUHA.

BO3MOXKHBIE ~ J€KapCTBEHHBIE  B3aUMOIEHCTBHMSA  JIeBeTHpaleTaMa M  JIAMOTPH/DKHHA
HCCIIEJOBAIMCH IIPH OIIEHKE CHIBOPOTOYHBIX KOHIEHTpAlUi 000MX IIPENapaToB B X0Jie miane6o-
KOHTPOJIHPY€EMBIX KIIMHHYECKHX HccnenoBanuit. [lomydeHHble TaHHBIE YKA3bIBAIOT HA OTCYTCTBHE
BITHSIHUS JTaMOTPUKUHA | JIeBeTHpaleTaMa Ha GapMaKOKHHETUKY APYT ApyTa.

He nabmomanoce BiusgHuS nperabamuHa B go3e 200 mMr 3 pasa B CYTKH Ha pPaBHOBECHEIE
KOHIIEHTpAllMd  JaMOTPHIKUHA, TaKUM 00pa3oM TperabaliiH ¥  JAMOTPHUDKHH — HE
B3aUMOAEHCTBYIOT (papMaKOKHHETHYECKH APYT C IPYTOM.
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IIpumenenue Tonupamara He IPHBOAMIIO K H3MEHEHHIO KOHIEHTPAINH JTaMOTPH/KHHA B ILIa3Me.
OnHako mpueM TaMOTPHDKHHA IPHBOIUI K YBEJIMYCHHUIO KOHIICHTPALMK ToupaMara Ha 15%.

B uccnenoBanuyu y nanmeHToB ¢ snmencueii IpueM 3oHu3amua (B 1o3e 200 — 400 mr B CYTKH)
COBMECTHO C JTaMOTPHDKHHOM (B 103€e 150 — 500 mr B CYTKH) B Te4eHue 35 mHell He TIPUBOIHUIT K
H3MEHEHHIO (h)apMaKOKHHETHYECKUX TIAPAMETPOB TaMOTpPHIKHHA.

OnHOBpEMEHHOE IpUMEHEHHE JIAKOCAMHIA (200, 400 mmm 600 Mr/cyTku) He BIHATO Ha
KOHIICHTPAllMH JIAMOTPH/DKHHA B IUIa3M€ KPOBH B I1a1e60-KOHTPOIUPYEMBIX  KITMHHYECKUX
HCCIIEIOBAHMAX C y4aCTHEM MALMEHTOB C MapIHaIbHBIMHA IPHCTYIIAMH.

B oObenvHeHHOM aHanMM3e HAHHBIX TpeX IUIane00-KOHTPOIMPYEMBIX  KIHHHYECKHX
HCCIIeZIOBAaHUH, B KOTOPBIX M3YYaIH JOIMOTHUTEILHOE IPUMEHEHHUE TIepaMIIaHeNia Y MalueHTOB ¢
apIHanbHEIMKU  TIPHCTYNIAMH M TIEPBUYHBIMU T€HEPAIH30BAHHBIMH TOHHKO-KIOHHIECKUMMU
IPUCTYIIaMH, HauOojiee BBICOKAs HM3ydYeHHasl 103a nepammnanena (12 Mr/cyTku) npuBommna k
ITOBBIIICHHIO KJIMPEHCA JIJAMOTPUKHHA MeHee yeM Ha 10 %.

HecmoTps Ha TO, 4ro coobmanocs 06 u3MeHeHHH KOHIIEHTpallMii B IUIa3Me JPYyTHX
[IPOTHBOSMHICHTHYECKHX —IIPENapartoB, KOHTPOJUPYEMBIE HCCIIENOBAHHIS IOKa3aJld, dYTo
TAMOTPH/DKHH HE BIHUSCT HA KOHUICHTPALMH B TLTa3Me KPOBH IPYTHX IPOTHBOSIHICITHIECKHX
CpencTB. Pesynsrarte! uccnenosanuit in vitro mokasamm, 4to JIAMOTPHJDKHH HE BBITECHSET JPYTHE
NPOTHBOSTHIICIITIIECKHUE NPeTapaThl U3 CBA3H ¢ GeNKaMH IIa3MBI KDOBH.

Bzaumonetictere ¢ APYTHUMU NICUXOTPOITHBIMU CPEJICTBAMH

Jlamotpumkun B moze 100 MI/CyT He BBI3BIBAN H3MEHEHMS dapmMakokuHeTHKY MHTHS mOCITE
IIPUMEHEHHs 6€3BOJIHOTO [TIFOKOHATA JTHTHS (10 2 T 2 pasa B I€Hb B T€YeHHUE 6 IHEI) COBMECTHO
C JIAMOTPHIIKHHOM y 20 3M0pOBBIX 10GPOBOIIBIIER.

MHOFOKpaTHbIP'I IIpuEM 6ynp0nH0Ha BHYTPb HE OKa3bIBaJI CTATUCTHYECKHU 3HAYHUMOI'O BIIMSTHHUS HA

(hapMaKOKMHETHKY OJHOKPATHOH 03Bl JaMOTPU/DKMHA y 12 mManueHTOB W BBI3BIBAN
HCSHATUTC/IbHOC YBEIMYCHAE IUIOMANH NOJ KpuBOH KoHueHTpamuu (AUC) JaMOTPHUIKUHA
TJIOKYPOHHIA.

B uccnenoBanuu y 310poBBIX B3POCITBIX N00POBOIBIIEB ONAH3AMKH B 103¢ 15 Mr camxanr AUC u
Cmax TaMOTPUIKHHA B cpeHeM Ha 24 % i 20 % COOTBETCTBEHHO., JlamoTpumkuH B 103e 200 Mr
HE BIUSUT Ha hapMaKOKHHETHKY OJIaH3allHHA.

MHOroKpaTHBIN HpHeM namMoTpHmkHHA B mo3ze 400 MT B CYTKH HE€ OKa3bIBAT KIHHHYECKH
3HAYMMOTO 3 dekTa Ha hapMaKOKHHETHKY PHCIIEPHAOHA MOCTe [IpieMa pa3oBOM HO3BI 2 MT
UCTBIPHAZUATBIO 3M0POBBIMH A106pOBOIBIAMHE. [IpH 3TOM OTMeYasach COHIHBOCTE: y 12 u3 14
TIAIHCHTOB [IPH COYCTAHHOM MPHEME JIaMOTPUIDKMHA H PUCIEpHAOHa; ¥ | u3 20 manueHTOB Ipu
IPHEME TOJIBKO PUCIIEPH/IOHA; HH Y OHOTO MAIlHEeHTa — [IPH HPHEME OJIHOTO JTaMOTPU/DKHHA.

B uccienoBaHum y 18 B3pOCHIBIX IANMEHTOB ¢ OHIIONSPHBIM PacCTPOACTBOM IEPBOrO THIIA,

TPHHAMAFOIIHX TAMOTPHIKHH B COOTBETCTBHHU C yCTAHOBJICHHBIM PEXXHUMOM J03UPOBAHUS (100-

400 mr/cyT), no3a apununpanosa 6bina yenudena ¢ 10 Mr/cyTku 10 30 MI/CyTKH B TeueHHe 7

JiHEH ¢ TaTbHeHIIMM IPHEMOM apHIIHIIPa30Ia ONHH pa3 B CYTKH B TEYEHHE MOCTIEAYIOIHX 7 THEI.
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B pesyibrare 6610 oTMedeHO cHkeHne AUC i Cmax TAMOTPHDKHHA B CPEAHEM HA 10%.

DKCIEPUMEHTHl in Vitro MoKa3anu, 4YTO HHKyOamus C aMHTPUITHIMHOM, OYIpONIHOHOM,
KIIOHA3€TIAMOM, TAJONIEPHIONOM HIIH JIOpa3enaMoM OKa3hIBAET MUHMMAJIbHOE MHIHOMpYoIiee
BIMsSIHEE HAa 0Opa3oBaHHME TEPBHYHOTO MeTaGONMTa JaMOTpHKHHA 2-N-IFOKypoHuza. OTH
HCCJIEAOBaHUA TaKXe II0O3BOJIAIOT Hpe)lHOHO)KI/ITL, YTO KIJIO3aIlHuH, (bJI}’OKCCTI/IH, (beHeJI3I/IH,
PUCIIEPHIOH, CEPTPATHH HJTH TPA3OAOH TAK)Ke BPSJI M MOTYT OKa3bIBATh BIIMSHHUC HA MeTaboIHM3M
' JJaMOTPHKUHA.

Kpome Toro, usydenue merabommsma Oydypanona MHKPOCOMATBHBIMH dbepMeHTaMH IE€YEHH,
BbIIE/IEHHBIMH Y YeIOBEKa, II03BOJIAET CIENATh BBIBOJ, YTO JIAMOTPH/DKHH HE CHHKACT KIMPEHC
TIpenaparoB, MeTab0IM3UPYIOIIUXCS IIPEUMYIIIECTBEHHO nsopepmentamu CYP2D6.

B3auMoneiicTBHE C TOPMOHAIIBHBIMU KOHTPAEIITHBAMH

Brusnue 20pMOHANbHBIX KOHMPAYENMUE08 HA PAPMAKOKUHEMUKY JLAMOMPUOHNCUHA.

B HccnenoBaHHH Y 16 KEHIIMH-ZOOPOBOTBIEB NpPUEM KOMOMHUPOBAHHEIX MNEPOPATBHBIX
KOHTpAIENTHBOB, cofiepamuX 30 MKI' STHHUIICTPAIMOoNa 1 150 MKr JIeBOHOprecTpena, BEI3Ball
pUGTU3ATENBHO IBYKPATHOE MOBBIIICHUE KIMPEHCa TAMOTPUIKHHA (mocte ero mpuema BHYTPb),
yro mpuseno k cHmwikeHHIO AUC ¥ Cmax 7aMOTPHDKMHA B CpEJHEM Ha 52% u 39%,
COOTBETCTBEHHO. B TeueHue HeleH, cCBOOOIHOM OT IIpreMa akTHBHOTO Ipenapara, Hab/Iro1a1och
[HOBBIIEHHE IIa3MEHHOH KOHIIEHTPAUMM JIAMOTPH/UKHHA, TMPH 3TOM  KOHIEHTPAIHs
NIAMOTPHUUKUHA, U3MEPEHHAs B KOHIIE 9TOH HEJICIH IEPE BBEACHUEM clemyromei 103el, OblIa B
cpemHeM B 2 pasa BBILIC, YeM B IIEPHON akTHUBHOM Tepamuu (cM. paszen 4.4). Ilpumenenue
FOPMOHATBHBIX KOHTDALCNTHBOB HE TPeOyeT KOPPEKTHPOBKA PEKOMECHIYCMOTO  pEKHMA
TOBBILIEHHS 103 TAMOTPH/DKHHA, OJJHAKO B OOJIBIIHHCTBE CITy4aeB IIPH HaYa/Ie /X MPEKpalleHHH
mpiemMa TOPMOHAJBHBIX — KOHTPALETITHBOB noTpeOyeTcs IOBBINEHHME WM  CHIDKEHHE
[OIepKUBAOMIEN 10351 TAMOTPHDKUHA (CM. pasien 4.2).

Brusinue 1aMOMPUONCUHA HA PAPMAKOKUHEMUKY 20PMOHANbHBIX KOHMPAYenmueos

B HccleOBaHMHM y 16 IKeHIMHH-JOGPOBONBIEB B TIEPHON PaBHOBECHBIX KOHIIEHTpPALU
NaMOTpHIKHHE B fo3e 300 Mr He BIHAT Ha papMaKkOKHHETHKY STHHHJIICTPagHoIa — KOMIIOHEHTA
KOMOMHHPOBAHHOTO IIEPOPAIBHOTO KOHTPAICTITHBA. OtMeyamoch HEOONBIIOE MOBBIIICHUE
KIMpeHca BTOPOTrO KOMIIOHEHTa [EpPOPATBHOTO KOHTPALCNTHBA — JICBOHOPIECTpe/a, HTO
npuBonmio K cHIKeHHIO AUC u Cmax JIEBOHOPrecTpesna Ha 19 % u 12 %, COOTBETCTBEHHO.
V3mepenne ceBopotounbx OCI, JII' u acTpanuona BO BPEMs STOr0 HCCICIOBAHHA BBLIBUJIO
HeGOJIBIIOE YMEHBIIEHHE IOJABIEHHs TOPMOHAIBHOW AKTHBHOCTH SHYHHKOB Y HEKOTOPBHIX
JKEHIIMH, XOTs H3MEepEeHHUe TLIa3MEHHOM KOHIIEHTPAIMU IPOreCTepOHa HU Y OJIHOH H3 16 xeHImH
He BBISBWIO TOPMOHATBHBIX IOATBEPXKICHUH OBYJSALMH. BIHAHHE YMEPEHHOTO IOBBIMCHHA
KJIMpEHCa JICBOHOPrecTpena W H3MEHEHHs IIa3MEHHBIX konnenrparuit OCI' u JII' Ha
OBYJISIMOHHYIO AKTHBHOCTH SMYHHUKOB HE yCTAaHOBJICHO (cm. pasmen 4.4). Bausnue 103
naMoTpHKiHa Bbime 300 MI/CYT He H3y4anoCh, H HCCICIOBaHMS C BKIIOHYCHHEM IPYIrHX
rOpPMOHAJIBHBIX IIPENIapaToB HE IIPOBOIUIIHCE.
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B uccrenosanuu y 10 MyKunH-106poBOIBIER pH(AMITHINE TOBBIIAT KITHPEHC JTaMOTPHKHHA
H CHIJKAIl €ro NEpHOJ NOMyBbIBENCHHS Olaronaps WHIYKIMH MHKPOCOMATBHEIX bepmenTon
HCHCHH, OTBETCTBEHHBIX 33 IIOKYPOHH3AIMIO. Y MAIMEHTOB, NONYYAIOUHX PHDAMIMIHEH B

KQ4YeCTBE COIYTCTBYIOLIEH TEPalmuM, IOKEH HCIIOIb30BATHCS COOTBETCTBYIOIIUK PEXUM
JO3UPOBaHUs JIAMOTPHXKUHA (CM. pasaen 4.2).

B wuccnenosanuy y 340pOBBIX 06pPOBOIBLER IIpH NPUMEHEHHH JIONMHWHABHPA/PUTOHABHPA
HAOMONIAOCh CHWXKEHHWE KOHIEHTPALMH JaMOTPUIKHHA B IUIa3Me npuMepHo Ha 50 %,
BOSMOZHO, ~ BCICACTBHE HHAYKIMM IMIOKYPOHW3AMH. VY  [AlMEeHTOB, MPHHHMAIOIIHX
CONMYTCTBYIOIIEEe  JICYCHHE  JIONWHABUPOM/DHTOHABHPOM,  JOIDKEH  HCIIONB30BATECS
COOTBETCTBYIOUIMH PEXKHUM N03UPOBAHHSA TAMOTPUIKHHA, (CM. paszier 4.2).

B mccienoBanuy y 310pOBEIX J0GPOBOIIBIEB IPHEM arazaHaBHpa/putoHaBupa (300 mr/100 mr) B
TeueHue 9 qHel npuBou K CHIKeHHIO 3Ha9eHHH AUC 1 Crax TaMOTPHIKKHA (B pa3oBOM 103¢
100 mr) npumepro Ha 32 % u 6 %, COOTBETCTBEHHO. Y TIAMEHTOB, MOJTYYarOIINX COMYTCTBYIOMIEE
JI€UYCHHE aTa3aHaBUPOM/PHUTOHABUPOM, IODKEH HCIIOIb30BATHCS COOTBETCTBYIOUIHN PEKUM
A03MPOBAHUS IaMOTPUDKHHA (CM. pasaen 4.2).

B mccnenoBaHud Ha 3I0POBBIX B3POCITBIX JOOGPOBOMBIAX napaneramosn 1 r (IpUHHMaeMsbIlit
4eThIpe pasa B 1eHb) cHkan AUC mmasmer 1 Cmin TaMOTpHIKHEA B cpenueM Ha 20% u 25%
COOTBETCTBEHHO.

JlaHHBIE OLEHKHM in Vitro yKashIBalOT HA TO, YTO JIaMOTPH/KHH, HO He ero merabonut 2-N-
ITIFOKYPOHHI, SIBJISIETCS MHTHOUTOPOM TPaHCIIOPTHOMH CHCTEMBI opranr4eckux KatuoHoB OCT2 B
KIHHHYECKH 3HAYMMBIX KOHUCHTPALMsAX. DTH JaHHBIE yKa3bIBAIOT HA TO, YTO JTaMOTPHUDKUH
aprsercss uHruouropom OCT2 ¢ Bemuummoit ICsp 53,8 mxM. CoueTaHHOE [IPUMEHECHUE
JIAMOTPU/UKHHA C JICKapCTBEHHBIMH CPEICTBAMH C IIOYEYHOM OKCKpEIHell, SBISIOMIMMHICS
cyoerpatamu OCT2 (manpumep, MeTGOpPMHUH, rabaneHTHH U BapEHUKIIMH) MOXXET MPUBOIHUTH K
YBEJIHYCHHIO KOHIIEHTPAIIUH JaHHBIX JIEKAPCTBEHHEIX CPEACTB B ILIa3Me.

Knuauyeckas 3HAYUMOCTH JAHHOTO SBJIEHUS HE ObLIa TOYHO OIIpeNe/ICHa, OOHAKO CJIEAYET
CO6JIIOJIaTB OCTOPOXHOCTh ITPH COBMECTHOM IPHMEHCHHH JaMOTPHUIKUHA C BBIINICYKa3aHHbIMHU
JICKapCTBEHHBIMH CPEICTBaAMHU.

4.6. DepTHIBHOCTH, 6€PEMEHHOCTD H JAKTALHS

O0muii puCK, CBA3aHHBIN ¢ NPHEMOM MPOTHBOI MHIENTHYECKHX npenaparos

JKeHIMHAaM IETOPOIHOrO Bo3pacTa TpebyeTcst KOHCYIbTAHS CIeIHAIHCTA. Heo6xomumocts
TIPOTHBOSIMHIICTITHICCKOTO JIEYEHHUS N0JDKHA OBITh NIEPECMOTPEHa, KOT/a XeHIIHHA [IaHHpYeT
OepeMeHHOCTh. Y IKEHINHMH, MOJYYalOIIHX JI€YeHHE 110 MIOBOJY OIHJICNICHH, HEOOXOAUMO
u30€eraTh pe3Koi OTMEHBI IPOTUBOAMHIENTHYECKHUX IIpEapaToB, TaK KaK 3TO MOXET MPHUBECTH K
PEIHIMBY SIHJICNTHYECKAX PUCTYTIOB, KOTOPbIC MOTYT BEI3BATh CEPHE3HBIE MOCTENCTBHS y
KEHIMHEI ¥ T101a. [Io BO3MOKHOCTH CllelyeT OTHaBaTh IpeAnoYTeHHe MOHOTEpAIUH, TaK KaK
JICYCHHE HECKOIBKMMH IIPOTHBOINHUIECNTHYECKHUMH CPEACTBAMU MOXET OBITh CBSI32HO C
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MTOBBIIICHHBIM PUCKOM BPOXICHHBIX IIOPOKOB, II0 CPaBHEHHIO C MOHOTepaHHeﬁ, B 3aBHCHMOCTH
OT KOHKPETHBIX IPOTHBOSMHIENTHYCCKHUX CpE€ICTB.

PucCK, CBS3AHHBIH ¢ IPHEMOM JIAMOTPH/KHHA
BepeMeHHOCTH

BoJbIIOe KOJIMYECTBO JAHHBIX MOHOTEPAIMHU JIAMOTPHKHHOM y XKEHIIUH B TEYCHHE IIEPBOIO
tpuMectpa OepemenHocTH (Gonee 8700 ciydaeB) He IEMOHCTPHPYET CYIUIECTBEHHOTO
yBeWUEHHsS PUCKA PA3BUTHS OCHOBHBIX BPOXKICHHBIX aHOMAITMH, BKJIOYAs MOPOKH Pa3BHTHA
momoctd pra. MccnenoBaHus Ha JKMBOTHBIX BBISBAIM HEONAarompHATHOE BO3JCHCTBUE HA
BHYTpHYTPOOHOE pa3BUTHE (CM. paszien 5.3).

Ecnu IpueM JIEKapCTBECHHOTO cpenacTtsa JlamukTan BO BpeEMsL 6CpeMCHHOCTI/I CHHTACTCA
HEOOXOIUMBIM, PEKOMEHIAYCTCA Ha3HAuYEeHHEe HAaUMEHbIIEeH TepaHCBTI/I‘-IeCKOf;I JO3EBI.

JIaMOTpHAXUE 00/1afaeT c1abbM HHIHOUPYIOIIIM 50 }GEKTOM Ha peayKTa3y TUTHAPO(OIHEBOH
KUCIOTBl ¥ IO3TOMY TEOPETHYECKH MOXET IPUBOAUTH K YBEIHICHHIO DHCKa HapyIIeHUH
sMOprOGETATEHOTO Pa3BUTHS Yepe3 CHIKEHIE YPOBHA donuesoit kucnotsl. [Ipu nnanuposanmu
GepeMEHHOCTH X Ha DPAHHHX CPOKaX OCpPEeMECHHOCTH MOXET OBITH PAacCMOTPEH BOIPOC O
HazHA4YeHHUH (HOTMEBOH KUCIIOTHL

DU3HOIOTHYECKHE H3MEHEHH BO BpeMsi OepEMEHHOCTH MOT'YT OKa3bIBaTh BIIMSHUE HA yPOBEHD
JNIAMOTPUKMHA W/HIH €ro TepaneBTHYCCKUH sbdexr. VIMeroTcs COOOMEHHS O CHIKCHHH
KOHIIEHTPAIIMH JTaMOTPUUKHHA B TIa3Me KPOBH BO BpeMs OEPEMEHHOCTHA C MOTCHIMANBHBM
PHCKOM TIOTEPH KOHTpOJIs Hazt npucTynamu. [Tocie ponos KOHIEHTPaIi| TaMOTPHUKHHA MOTYT
GBICTPO BO3DPACTH C PUCKOM TOSBJIEHHS 10303aBUCHMBIX HEKENATENBHBIX sddexToB. [TosTomy
CHLIBOPOTOUHBIE KOHLEHTPAIMH JAMOTPHKMHA CIIeAyeT MOHHTOPHPOBAaTh 1O M B TEHCHHE
GepeMEHHOCTH, a TaKKe Tmoce posos. Ilpu HEoOXOIMMOCTH 1032 MOKET KOPPEKTHPOBATHCS C
[EeNTBIO TIOePKAHUS CHIBOPOTOYHON KOHIEHTPALMH JIAMOTPHDKIHA HA TOM X€ YPOBHE, 9TO U
110 6epeMeHHOCTH, THO0 KOPPEKTHPOBATECS B COOTBETCTBUH C KTUHUYecKOM cutyarmeit. Kpome
TOTO, TOCIe PONOB HEOOXOAUMO IIPOBOIMTE MOHHTOPHHI 0303aBHCHMBIX HEXeEIaTeIbHBIX
peaKIHi.

JlakTanus

JIaMOTpHIKHH TIPOHHKAET B IPYJHOE MOJOKO B BBICOKOBapHaOeIbHBIX KOHLEHTPALHUSIX, B
pe3yIpTaTe, OOLIMi YPOBEHD JTaMOTPHDKHHA Y MJIa/ICHIEB MOXKET JOCTHIaTh PUMEPHO 50% ot
YpOBHSI, 3aPETHCTPHPOBAHHOTO Y MaTepH. Takim 06pa3oM, y HEKOTOPBIX JETEeH, HAXOASAIINXCS
Ha IpyJHOM BCKApMJIMBAHHH, CBIBOPOTOYHBIC KOHIEHTPAIMH JaMOTPUKIHA MOTYT NOCTUTaTh
ypOBHEH, IPH KOTOPHIX IPOSABIIAIOTCSA bapmaxonorudeckue 3QpPexTsL.

HeoOX0auMO COOTHOCHTH MOTEHIHATBHYIO MONB3y OT KOPMICHHS TPYAHBIM MOJIOKOM H
BOBMOKHBIH DHCK DPa3BHTHS HEXeNaTelbHBIX d(QGeKToB y MIafeHua. Ecmu xeHmuHa,
HaXOIAIIA’CS Ha Tepallk JaMOTPHIKHHOM, IPHHAMAET PeLICHHE O TPYHOM BCKapMJIHBaHHH,
HE06XO0IMMO MPOBOUTH MOHUTOPHHT HEXeENaTebHbIX PEaKIuH Y pebeHKa, TaKUX KaK BSIOCTb,
CHIIIb H OTCTaBaHKeE B IpUOaBKe MacChl TeNa.
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W3syuenne Ha >KHBOTHEIX He BBISBHIO HapylleHust (QEepTUIBHOCTH 0pH Ha3HAYEHHH
JITaMOTPH/IKHHA.

4.7. Bansinme Ha cmocOOHOCTL YHPaBJIATDH TPAaHCIOPTHBIMH CpEACTBAMH M paoTaTh ¢
MexXaHH3MaMu

B cBasm ¢ HaJIHYUEM HHIUBHAYAJIBHBIX 0co0eHHOCTEH IIpU  OTBETE Ha JIEYSHUE
IIPOTHBO3MHJICITHYECKUMHU JICKapCTBEHHBIMU CpEACTBaMH, IallMCHTaM, I[IPHHUMAKOII UM
JlamukTan ATIST JICYEHUS JIHJICTICUH, HCO6XOI[HMO IIPOKOHCYJIIBTHPOBATECA C BpayoM B
OTHOIICHHWH BO3MOXXHOCTH YIIPaBJIEHUS aBTOMOOHUIIEM IIPH SITHJICTICHU.

ViccrenoBanus o oUeHKe BITHSHHS JIAMOTPHIDKHHA HA CIIOCOOHOCTH BOIMTE ABTOMOGEHIIL HITH
YOPABIATE  MEXaHH3MAMH HE INpPOBOAMIHCE. JBa HCCTENOBAHHMS C Y4acTHEM 3LOPOBBIX
JOOPOBOJIBLIEB [OKA3AJIH, YTO BIMSHHE JAMOTPHIKMHA HA TOYHYIO BH3YallbHO-JBHIATELHYIO
KOOpAMHALMIO, NBIUKCHHS I71a3, PABHOBECHE Tela U CyOBEKTHBHBIA CENATHBHBIN >(deKT He
OTJIMYAETCA OT IUTanedo. B KIMHHYECKHX HCCIIeNOBAHUSIX BBISBICHBI HEXKeIaTe/bHEIC peaKIuu
HEBPOJIOTMYECKOr0  XapakTepa (TOJIOBOKPY)KEHHE H [UIUIONHS), CBS3aHHBIE C IIPHEMOM
JIaMOTPUJDKHHA. Pelenre 0 BO3MOXKHOCTH NALMEHTa, IPUHAMAIOIIEr0 JTAaMOTPHUKUH, YTIPABIIATH
aBTOMOOHMJIEM HJIM JABWKYIMMMHCS MEXaHH3MaMH JOIKeH IpUHATE Bpad. [lamueHT momkeH
OLCHUBATL, KaKk JEUCHHE IpernaparoM JIaMuKTan BIHAeT HAa Hero, Nepel ylpaBlIeHHEM
aBTOMOOHJIEM HITH IBHKYIHUMHCS MEXaHU3MAMH.

4.8. HexenareabHble peaKIHH

IIpoduns HesxenaTenbHBIX peakiuil MY IPUMEHEHHH JTaMOTPHKHMHA JUIS JICUEHHS SIHICTICHH |
OUIONAPHOTO pPacCTpPOiCTBA OCHOBAH HA JAHHBIX, IIOlyYEHHBIX B XOMAE€ KIMHUYECKHX
HCCIIENIOBAHUH, a TAK)Xe B XOIe KIMHHYECKOTO OIBITA IpHMeHeHus. HexeTaresHble peaKuuu
IPEICTABIEHb B TAOMMLE HUKe. YacTOTa BCTPEYAEMOCTH OIpENeAnach B XONe KIHHHYECKHX
HCCIICI0BAHHUH MOHOTEPAIIMH JIUIIETICHE (OTMEYeHBI 3HAYKOM *) i GHIIOApPHOTO paccTpoiicTsa
(oT™meveHsl 3HauKoM ). B ciiydasx, eclH 4acToTa BO3HMKHOBEHHS HEYKEIATETbHEIX peaKImii
pasiidanack B KIMHHYCCKHX HCCENOBAHHUSX OIWICNCHH H OUIIONAPHOTO paccTpOHCTBA,
HCTIONB30BasIack OoJee BBICOKas 4acToTa. OIHAKO eCiii NaHHbIX KOHTPOJIUPYEMBIX KIHHHYECKUX
HCCICNOBAHMH MONY4EHO He OBLIO, KAaTETOPHH YaCTOThl OMNpENe/SUIACh HA OCHOBAHHH
KITHHHYECKOTO OIBITAa IPUMEHEHHS.

HexenarenbHble ABIeHUS, IPENCTABNEHHbIE HUKE, IEPEUHCIEHBI B 3aBHCHMOCTH OT AHATOMO-
(I)PI3I/IOIIOI"I/I‘ICCKOI7I Knaccmbnxannn H YaCTOThI BCTPEIACMOCTH. YacTtora BCTpEYACMOCTH
OUPENEIANACE B XOAE KIHHAYECKHX HCCICAOBAHUA U KIACCHQHIUMpPYETCs CleMyIomuM 06pasom:
ouenv yacmo (21/10), uacmo (>1/100 u <1/10), neuacmo (>1/1 000 u <1/100), peoxo (>1/10 000
1 <1/1 000), ouenw peoxro (<1/10 000), yacToTa HeM3BECTHA (4acToTa HE MOXET OBITH OIIEHEHA 110
HMEIOLIUMCS JaHHBIM)
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CHCTEMHO- HeskenaTeabHOe IBIEHHE Yacrora
opraHHbIii Kiace BO3HHKHOBEH
58

Hapymenus co | ['emaTonoruyeckie  HapymeHus!,  BKmodas | OUeHb PeIKO
CTOPOHBEI ~ OPraHoOB | HEHTPOTICHHIO, NEHKOICHHIO, AHEMHIO,
KPOBETBOPEHHS M | TPOMOOLHMTONIEHHIO, aHIATOIEHHUIO,

nuMbaTHIeCKOn arIaCTHYECKYIO aHEMHUIO, U arpaHyJIOIUTO3
CHUCTEMBI
IemodarouuTapHblit TUMGOTHCTHOLHUTO3 (pasaesn
Ouenb penko
4.4)
1 HewussecTtHO
Jlumdanenonatus
Hapymenus co | CHHIPOM THIIEPIyBCTBUTEIBHOCTH # OueHb peako
CTOPOHBI
MMMYHHO# ['unoramMmario0yTMHEMHSA YacrtoTa
CHCTEMBI HEU3BECTHA
INcuxuyeckue ATrpeccHBHOCTb, pa3IpakKUTEIBHOCTD YacTto
paccTpoicTBa
CryTaHHOCTh CO3HAHMS, FAJUTIOIUHAIIMH, THKH OueHb penKo
Housnble komMapsl HewussectHo
Hapymienus co | Tomosras 6015 OueHp  4YacTo
CTOPOHBI HEPBHOM Commpocts'®,  romoBokpyxenne™, Tpemop',
CHCTEMBI Gecconnuma’ TPEBOXKHOE Bo30yxnerne’ | Yacto
Atakcus’' He wgacto
Hucrarm T, acentuueckuii MenuHrut (pasznen 4.4) | Peaxo
[iaTxocTs, JIBUraTEIbHBIE pacctpoiicTBa, | O4eHb penKo
obocTpeHue 6ome3HH [TapxuHcona .
SKCTpanmupaMuaHble 3G(EKTH, X0peoaTeTo3 T,
yualieHHe IpUIaJIKkoB
Hapymenus co Hnnnonmt HEYETKOCTh 3peHH;1T Heuacro
CTOpOHBI ~ OpraHa
3peHus KOHBIOHKTUBHUT Penxo
Hapymenus co | TommoTa', peota’, muapes’, cyxocts Bo pry’ Yacto
CTOPOHBI
JKEITyA04YHO-

KHALIEYHOI'O TpaKTa
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Hapymenus co
CTOPOHBI NE€YEHH U
YKEITYEBBIBOISIIHX
nmyTei

Ileyenounas HEIOCTAaTOYHOCTH, HapynmieHue

bynkumu medenn ‘, moBbImeHHBIE mOKazaTemH
byHKIHY TeyeHn

Ouens penko

Hapymenus co
CTOPOHBI KOXH H
MOJKOXXHBIX TKaHeH

Koxnas cpmp™®

AJonenust

Peaxuuu cBeTOYyBCTBUTENEHOCTH
Cunnpom Crusenca-Jxoucona’

Toxcuyeckuit sTmIEpMAaNBHEIM HEKPOIH3

O4enp yacto
Hewacro
Heuacro
Penxo

OueHs penko

HapylLICHHUS B MECTE
BBEJICHUS

JlexapcTBenHas KOXHas peakuus, | OueHb penko
COIIPOBOXKTAIOIIASCS 503UHObUIHEH "
CHCTEMHBIMH IPOSABIECHHSIMHE>
Hapymenus co | Aprpanrus’ Yacto
CTOPOHBI CKEJIETHO-
MBIIIEYHOM i | BOT4aHOYHO-110106HEIE peakiuu Ouens penko
COEIUHUTEIBbHOMN
TKaHeu
Hapymenns - co | TyGynounrepcTunaisHbli Hedput, | Heusrectro
CTOPOHBI IIOY€K H | TyOYy/IOUHTEPCTHIHANBLHEI HebpHT u CHHIPOM
MOUYEBBIBOIAIIHX yBEHTa
yTen
O6mme IloBbunennas yromasemocts!, Gons’, 6oms B | Yacto
paccTpoticTBa u | cnune’

OnucaHue OTIEIbHBIX HEXCIATEJIIbHBIX PEAKITUHI

! Temaromnoruueckie aHOMaTHH 1 TUM(aIEHONATHI MOTYT GBITh CBS3aHbI WK HE ObITH CBS3AHEL
C JICKapCTBEHHOW KOXHOM peakIlHeld, CONpOBONKIAromeics 303UHOGUINEH M CHCTEMHBIMH
nposBiaeHHsSIMH  (DRESS-cunapomom)/cunapomonm THIIEPYYBCTBUTENBHOCTH (cM. «Ocobble
YKa3aHHs U MEPEI IPEOCTOPOKHOCTH NPH NPUMEHEHHM) i «Hapyenus co cTopoHs: HMMYHHO#M

CHCTEMBI»).

> 3aperuCTPUPOBAHBI CITyYaH MOSBIEHUH CHITH KAK CHMIITOMA DRESS-cunznpoma. D10 cocTosiHue
A3JIM4YHBIM  HabOpOM
p P

CBA3aHO C

CHCTEMHBIX CHMIITOMOB,
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TakKHX Kak JHXOopajaka,
JII/IM(I)aI[eHOHaTI/IH, OTEK JIMIIa, HapYyLIEHUs COCTaBa KpOBH, HApYIIEHUSA (bYHKHI/IH II€YCHHU U IIOYEK.




CHHIpPOM OT/IMYAETCS NIHPOKUM CIIEKTPOM KIMHHYECKOH TSKECTH M MOXKET B PEAKHX CIy4asix
NPUBOJUTE K PA3BHTHIO CHHIPOMA AUCCEMHHHPOBAHHOTO BHYTPHCOCYMCTOTO CBEPTRIBAHMUA U
MOJHMOPTaHHON  HEJOCTATOYHOCTH. ~ BaXHO  OTMETHTh, 4YTO  PAaHHME  IPOSBICHHS
THIEpYyBCTBUTENBHOCTU (HANpPHMEp, JIMXOpanKa, muMbaeHOTIaTHsl) MOTYT IIPHCYTCTBOBAThH
J@Ke TpH OTCYTCTBHH ChIIH. [Ipy HamM4uy TAKUX NPH3HAKOB M CHMITOMOB NAlMCHTA CIICYeT
HeszaMeIMTeIbHO 00cienoBarh. ECIH HEBO3MOXKHO YCTaHOBHThH aIbTEPHATHBHYIO 3THOJIOTHIO,
HeoOGX0IMMO OTMEHUTD NpHeM npenapara JlamukTan (paszgen 4.4).

3 Jlanuele 3@deKTsl 3aperMCTPHPOBAHBl BO BPEMs IPYroro KIMHMYECKOTO HCCICN0BaHH.
3aperncTpUpOBaHbI COOOMIEHUS O TOM, YTO TAMOTPHIUKMH MOXKET yXy/IIaTh CHMIITOMb Oone3Hu
[TapKHHCOHA y TAIIHEHTOB C -UArHOCTHPOBAHHOU Gone3Hpro [JapKUHCOHA, a TAKXKe OTAEIbHEIE
co0BOImeHHsT 00 3KCTpamupaMHuIHBIX 3(QEKTax u XOpeoaTeTo3e y NalUeHTOB 0e3 HaHHOTO
OCHOBHOTO 3a00JIEBAHHUA.

4 Hapymenue G(yHKIMH TiedeHH OOBIYHO BO3HMKACT B COYCTAHMHM C  PCAKIHAMH

I‘I/IHep‘I}’BCTBI/ITGHBHOCTI/I, HO TaxK)Xe 3aperuCTPUPOBaHbI OTACIBHBIC CJIy4dad HapyIICHHUA q)YHKIII/II/I
reyeHyd 0e3 O4YEBUOHBIX IIPH3HAKOB TUIICPYYyBCTBUTCIBHOCTH.

5 B KIHHAYECKHX HCCIEJOBAHUSX Y B3POCIBIX MAI[UEHTOB KOXKHBIC BBICHITIAHMS BO3HUKAIM Y 8—
12% marueHToB, IPHHAMABLINX JIAMOTPUKHIH, H Y 5—-6% MalieHTOB, IPHHUMABIINX maanebo.
KO’KHBIE BEICHIIAHUS IPUBEH K OTMEHE JICUSHHUS TAMOTPUDKHHOM Y 2% TallUeHTOB. CrImib, KaK
IIPaBUIIO MaKyJIONamy ie3Hast [10 BHEIIHEMY BULLY, 00OBIYHO IOSABIISIETCS B TE€YCHUE BOCEMHU HEENb
[ocIie Hayana JeueHus | IPOXOIKT mocie oTMeHb! JlamukTana (paszen 4.4).

3apernCTpEPOBAHBI CEPhe3HEIE, MOTEHIUATIBHO -ONACHBIE /IS XKU3HH KOXKHBIC BBRICBITAHUA, B TOM
qucse cuHmpoM CTHBeHCa-/[KOHCOHA M TOKCHYCCKHH SMHACPMAlbHBIA HCKPOIIH3 (cuHIpOM
Jlafieruia), a TakKe JIEKApCTBEHHAS KOXKHAs PEaKIHsd, COMPOBOKIAIOIIAsCS s03uHOUIMEH H
cuctemusMu nposiBnennsmu (DRESS-cunapom). HeeMoTpst Ha TO, 9TO GOJBIIMHCTBO MALIUEHTOB
BBI3I0PABIHBAIOT I[IOCIE OTMEHbl JICYCHUS JAMOTPHIUKHHOM, Yy HEKOTOPBIX MallHEHTOB
COXPAHSIOTCA PYOLBI M BCTPEUAOTCS PEKHE CITydaH JETAIbHOTO HCXO0Za (pazmen 4.4).

O0muit PHUCK TTOABJICHUSA CBIIIH, IO-BUIUMOMY, TECHO CBA3aH CO CJICOYIOIIUMHA (baKTOpaMI/II

- BLICOKHE HAuyaJgbHbIE [03bl JAMOTPHUIDKHHA M IPEBBIMICHHE PEKOMEHIOBAaHHOIO
TTOBBILIIEHHUS 03B TaMOTPHDKKHA (pasnen 4.2)

- O/[HOBpEMEHHBIH pHeM Banblpoara (paszaen 4.2).

Coo01manochs 0 CHH)KCHUHU MI/IHepaHBHOf/'I IUIOTHOCTH KOCTHOM TKAaHW, OCTEONCHHH, OCTEOIIOPO3€e
A nepenomMax y HAlMEHTOB, JJIUTEIPHO NPUHUMAOIINX JTaMOTPHIKHH. MexaHu3M, C TOMOIIBIO
KOTOpPOro JIaMOTPHIKHUH BIIMSIET HA MeTA00IM3M KOCTEH, HE YCTaHOBJICH.

MuadopMHUpOBaHUE O TOI03PEBAEMBIX HEXKEJIaTEeIbHBIX PEAKIUAX

Hpe,HOCTaBJIeHI/Ie I/IH(l)OpMaHPII/I 0 TOJO03PEBAEMBIX HEXEJIaTEIbHBIX PEAKIHUAX, BBISIBJIICHHBIX

ociae pEerucTpanui, uMeeT OOoJIbIIOEe 3HAY€HHE, TaK KaK ITI03BOJIAET IIPOBOAHTDH IIOCTOSIHHBIN

MOHHUTOPHHT OajlaHca HOJB3bl W pHCKa JIEKApCTBECHHOTO CpE€acTna. CoobmuTh 0 TEOOBIX

noa03peBacMbIX HEXEJIATEIBHBIX PEaKIUiaAX CIEHUATHCThI oOnactu 30paBOOXpPaHEHUS MOI'YT
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MOCPE/ICTBOM HAIMOHAIBHOM CHCTEMBI HH)OPMHPOBAHHS.

Pecmy6mnka Benapycs

Anpec: 220037, r. Munck, nep. ToBapumeckwui, 1. 2a

Pecrybiikanckoe — yHuTapHoe mpemmpusTie «LleHTp 9KcmepTH3 M HCOBITAaHME B
37IpaBOOXPaHCHUH)

Ten/®axc: +37517 242 00 29

JnexTpoHHas noyra: repl@rceth.by, rceth@rceth.by

Caiit: www.rceth.by

4.9. Ilepeno3zmpoBka
Cumnmomvl u npusnaxu

Coobmanocs 06 OCTpOH Iepeno3WpOBKe B 7103aX, MPEBBIIAIOIUX MaKCUMAaIbHEIE
TepanepTadeckue B 10-20 pas, BkmoOdas ClIy4adm C JIETAIBHBIM HMCXOJOM. ITepeno3uposka
[IpOSBIIIACH CUMIITOMAaMH, BKIFOYABIIUMH HECTArM, aTaKCHIO, HAPYIIEHHS CO3HAHHS, GOIBIIOlN
CYNOPOXHBIH INPHCTYN W KoMy. IIpH Iepeno3MpoBKe Takxke HAOTIONAIOCH paciupeHue
xoMmtekca QRS (3amensienue BHYTpHIKeTyI0UKOBOI IPOBOAMMOCTH) M yIIMHEHHE HHTEpBaIa
QT. Pacmmpenue xommiexca QRS 6onee 100 Mc MoxeT ObITH CBS3AHO C Gomee TSDKETION
TOKCHUYHOCTEIO.

Jleyenue

B ciyyae mepenosupoBKH peKoMeHIOBaHA TOCIHTATHAAMS K IIPOBEJIEHHE COOTBETCTBYIOMIEH
nojiepKuBaromen Tepanuu. [Ipn Hammuuu mokasanwmit CllelyeT MPOBOIUTH TEPAIHIO,
HANpaB/ICHHYIO Ha CHUKEHHE abCcopOLMH (PUEM aKTHBHPOBAHHOTO yIiis). [lansHeitmee nedenue
AOGJDKHO IIPOBOJUTECS B COOTBETCTBHH C KIHHHIECKMMH ITOKA3aHUSAMH C YYETOM ITOTEHIHATHLHOTO
BJMAHUA HA CEPACTHYIO MPOBOJMMOCTE (CM. paszen 4.4). HeT ombITa IpHMeHEHHS reMoIuaTn3a
B Ka4eCTBC JICUCHHsA IIEPENO3UPOBKH. B wuccrnenoBanuum y 6 mo6poBonmsmeB ¢ mouewwoit
HENIOCTaTOYHOCTEEO 20% JIaMOTPH/KHHA BEIBOAUIIOCH M3 OPTaHH3Ma B TEYCHUE YETBIPEXTIACOBOTO
ceaHca remojuanusa (cM. pasmen 5.2). ’

5.  ®APMAKOJIOTHYECKHE CBOICTBA

5.1. ®apmakoauHaAMHYeCKHe CBOHCTBA

®apmakoTepaneBTHYeCKas rpynma: [Ipoyre MpoTHBOSMHIIENITHICCKIE CpEICTBa.
Kox ATX: N03AXO09.

Mexarnusm oeiicmeusn

Pesynbratsl hapmakonmoruyecknx ueelie0BaHuit YKa3bIBAIOT HA TO, UTO TTAMOTPHJDKHH SBIISETCS
6J10KaTOPOM MOTEHIHAI-3aBUCHMBIX HATPHEBBIX KaHATOB. OH BEI3BIBAET HOTEHIIHAT-3aBUCUMYIO
OoKamy HENpEPHIBHO IIOBTOPSIOMIEHCS HMIYNBCALIMH M TIONABIACT IATOSOIHYECKOe
BBICBOOOXKICHME TVIFOTAMHHOBOH KHCIOTHl (aMHHOKHCIOTA, HIparoIas KITIOYEBYIO pOJIb B
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Da3BUTHH OIHICITHYECKHX NpHCTYNoB). JlaHHbIH 5(QeKT, BEPOSATHO, BHOCHT BKIAX B
IIPOTHBOCYAOPOIKHBIE CBOHCTBA JIAMOTPHIUKHHA.

HampoTuB, MEXaHU3M J1€4e0HOTO IEHCTBUS TaMOTPHDKAHA IIPH OHIIOJSPHBIX PACCTPORCTBAX HE
YCTAHOBIIEH, XOTS B3aMMONEHCTBHE C MOTCHIMAI-3aBHCHMBIMH HATPHEBBIMU  KaHAJaMH,
BO3MOYHO, SIBJISIETCS BAXKHBIM.

DapmMaKoOUHAMUKA

B paMKax HCCIIEIOBAaHHMH in Vitro NPOAEMOHCTPHPOBAHO, YTO JIAMOTPHMUKHH MPOSBIIAET
IIPOTHBOAPUTMUYECKYIO aKTHBHOCTB Kilacca IB npy TepaneBTHIeCKH 3Ha9MMBIX KOHIEHTPAIHAX.
OH MHrUOHpYeT HaTpPUEBbIE KAaHAHI CEpJIlla YeNIOBeKa ¢ ObICTPOH KUHETHKON HavYaia i OKOHYaHUS
JeHCTBHS W C CHJIBHOM 3aBHCHMOCTBIO OT HANpPSKEHHs, YTO COIJIaCyercs ¢ IpYTHMH
IPOTHBOAPUTMUYECKHMH IIpenapatamu kiacca IB. TIpi HCIONBE30BaHHM TEPANEBTHIECKHX 1103
NAMOTPH/UKAH HE NPUBEN K 3aMEIVICHHIO [POBOAUMOCTH (PACIIMPEHMIO KOMILIEKCA QRS) y
3/I0pOBBIX JIHII B PAMKaX TIIATENFHOTO HecnenoBanus nurepsana QT; TeM He MeHee y AIUEHTOB
¢ KIMHWYECKM 3HAYAMBIM CTPYKTYPHBIM FJIM (QYHKIMOHAJIBHBIM 3a00J€BaHHEM Cepana
TAMOTPH/KHH TIOTEHIHAIBHO MOXKET 3aMEITUTh JKEMy0YKOBYIO IPOBOAMUMOCTE (PaCIIMPUTH
xomIutekec QRS) u BeI3BaTh IIPOAPUTMHUIO.

B Tecrax, pa3pabOTaHHBIX Ul OLEHKM BIMSHHA JIEKAPCTBEHHBIX CPEICTB Ha LEHTPATBHYIO
HEpBHYIO CHCTEMY, De3y/bTaThl IPUMEHEHHS JaMOTPHIKMHA B 103¢ 240 MI y 310pOBBIX
[0GPOBOJIBIIER HE OTIMYAINCEH OT IPUMEHEHHS I1alebo, B TO BpeM KaK ¢enurtouns B no3e 1000
MT, TaK ¥ JuasenaM B go3e 10 MI oKa3plBaM 3HAYMTENbHOS HETATHBHOE BIMAHME HA TOYHYIO
BH3ya/IbHO-/IBATATENIbHYIO KOOPIMHALMIO U IBIDKCHHE 143, HapyIlas IPU 3TOM PaBHOBECHE Tella
¥ BbI3bIBas CyOBEKTHBHBIN CEIaTHBHBIA 9QGHEKT.

B IpyroM HCCIeOBAaHHH OIHOKpaTHas [03a KapOamasemuHa 600 Mr BHYTpH 3HAYHTEIHEHO
yXy[mana TOYHYIO BH3YalbHYIO-IBHIaTElbHYIO KOOPAMHAIMIO M [BI)KECHHE IJIa3, Hapyllaia
paBHOBeCHE Tella, NPHBOJMIA K YBENMYCHHIO MYIbCa, B TO BPEMS KaK Pe3yNIbTAaThl HpHEMa

namoTpuKuHA B 03¢ 150 Mr 1 300 Mr He OTIHYATTHCE OT Pe3yIbTaTOB IIpHeMa mane6o.

Hecnedosarnue Oeticmeust 1amMompud*CuHa Ha cepoOeyHyio nNpo60OUMOCHTb

Bo BpeMs HCCIIEI0BAHKS C YYaCTHEM 3/[0POBBIX B3POCIIBIX J0OPOBOTIBIEE OLEHABANIOCH BIMAHHE
JIEKapCTBEHHOT'O Tperapara JaMOTPHIDKUH TIPH MHOTOKPaTHOM BBEICHUH (mo 400 mr/cyTt) Ha
CepIeYHyIO TIPOBOJUMOCTD 110 JaHHBIM DKT B 12 otBenenusx. He Habmromanoch KIMHHYECKH
3HAYMMOTO BJIMSHESA JaMoTpukuHa Ha naTepBat QT 1o cpaBHeHH!O C muianedo.

Knuauueckas 3bdheKTUBHOCTh H 0€301MacHOCTh

Knunuyeckas 3¢p(heKmusHocmy 6 npedomspaujeHuu paccmpoucme HacmpoeHus y nayuenmos ¢
BUNONSAPHBIMU PACCMPOTUCMEAMU

D peKTHBHOCTH TaMOTPHDKHHA B MPEJOTBPALICHUH PACCTPOHCTB HACTPOCHHUS Y NMALHCHTOB €
GUIIOIPHBEIM PACCTPOMCTBOM NEPBOTO THMa ObUia IPOJEMOHCTPUPOBAHA B ABYX KIHHHYECKHX
HCCJIEIOBAHUAX.
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UccnepoBanne SCAB2003 sBisuioch MHOTOLUCHTPOBEIM  IBOMHBIM  CJIEIBIM, JABONHBIM
MAacKHpPOBaHHBIM IIIAle00-KOHTPOIHPYEMBIM U JTUTHH-KOHTPOJIPYEMBIM PAaHAOMH3HPOBAHHBIM
HCCIICAOBAHUEM, B XONE KOTOPOTO OLECHHBAIOCH IPUMEHCHHE (HKCHPOBAHHOH O3BI
JIAMOTPH/UKHHA UL JOJNTOCPOYHOH NPO(MIAKTHKH PELMAMBOB JICNPECCHH H/UTH MAHHH y
NAHCHTOB C OWIOJSPHBIM PACCTPOMCTBOM TNEPBOTO THIIA, Y KOTOPBHIX HENABHO WJIH IIpU
BKIIOUCHHH B HCCI€foBaHWE HaOmoAaucs OONBIION JeNpeccHBHBIH smmson.  Ilocie
CTAOMJIM3AUMH C HCMOJNB30BAHHEM JAMOTPUIKHHA B  KAauecTBe MOHOTEpAaNUUd  HIJIH
AOTIOJIHATENIBHON TEPalliK NAUMEHTH OBUIM paHIOMH3HPOBAHEI HA 5 IPYII, MOJYYaroIuX
namotpukuH (50, 200, 400 Mr/cyt), nuTuii (CEIBOpPOTOYHEIE ypoBuu 0,8 — 1,1 MMmons/n) um
wianebo B Te4eHHe meproa He Goee 76 Hemens (18 mecses). [TepBuYHOI KOHEYHOM TOUKOI
HCCTICIOBAHHSA ABJIATIOCE BPEMA 10 HaYalla TePAlleBTHYECKOTO BMENIATENECTRA (HOMOTHUTETBHOMN
(hapMaKoTepanuy MM 3MEKTPOLIOKOBOH TEpalun) ¢ LEThio KOHTpOJIS 3MM30/a PacCTPOUCTBA
HacTtpoeHus. Hccnenoanne SCAB2006 wumeno cxoxumit M3aifH, KaK ¥ WHCCIeI0BaHNUE
SCAB2003, omHaKo €ro OTJIMYHE COCTOSIIO B OLEHKE H3MEHIEMO 710361 TamoTpupkuHa (100 —
400 Mr/cyT) B BKIIFOYAJIO MAI[HEHTOB C OHMIIONAPHBIM PacCTPOHCTBOM [IEPBOTO THIIA, Y KOTOPBIX
HCZIaBHO WA PH BKITIOYCHHH B HCC/IENI0BAHHE Ha0IIONAICA MaHHAKATbHBIH 3301, Pesysrats!

IIPEACTABIIEHBI B HUXKECIIEAYIOMIEH TabauIeE.

Tabnuua 7. Pestome pesynomamos ucciedosanuii agppexmuenocmu  namompudicuna 6
npe0omepawyenuy. paccmpoiicme HACMPOeHUs. Y NAYUEHMOE ¢ bunonapreim paccmpoiicmeom
nepeozo muna

Hoas manueHTOB 0€3 penuanBa HA Hexese 76

Hccrenoanue SCAB2003 Hccnenoanue SCAB2006
Bunoasipuoe paccrpoiictBo | bunoasipaoe paccTpolicTBO
MepBOro TUNA NepBoro THia
Kpurepwit Bonpmoit nenpeccusHEI smu3on MannakanbHBLH 31H30]
BKITIOYEHUS
Jlamotpumkun | Jlutuit | ITnaneGo Jlamotpumxun | Jlutu | ITnane6o
54
Ot1cyTcTBUE 0,22 0,21 0,12 0,17 0,24 0,04
JIOIIOJIHUTEIBHOT O
BMeEINATEIbCTBA
Bennunna p, | 0,004 0,006 | - 0,023 0,006 | -
JIOTapH(PMHUYECKUH
PaHTOBBIN
KpUTEpUH
OtcyTcTBUE 0,51 0,46 0,41 0,82 0,71 0,40
JIenpeccuu
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Benmamma D, 10,047 0209 |- 0,015 0.167 |-

norapu(pMUYECKUT

paHrOBBIH

KpUTEpHUHI

Otcyrcreue Manuu | 0,70 0,86 0,67 0,53 0,64 |0,37
Benuuuna p, | 0,339 0,026 |- 0,280 0,006 | -
norapuMUUECKHI

paHTOBBII

KpUTEPHH

B pe3ynbTaATe BCIIOMOTaTEJIbHOTO aHajJIM3a BPEMCHH OO0 BO3HHUKHOBCHHS IICPBOrO 3ITH30La
JIETIPECCHU U 10 IIEPBOTO 3MU304a MaHUI/TUIIOMaHUH/CMEIaHHOTO 3MHU304a, OBLIO YCTaHOBJICHO,
4TO BpEMSI 10 BO3HUKHOBCHHS IIEPBOr0 3MMU304a ACTIPECCHH OBUIO 3HAYUTEIHEHO OOIbINE B rpymie
JIaMOTpHJIDKAHA II0 CPpaBHCHHIO C rpyanOf/i rmaue60, B TO BpE€Ms KakK pasHHUIla BO BPEMCHH
BO3HUKHOBEHHA IIEPBOTO 3IIU301a MAaHHH/THIIOMAHHH/CMEIAaHHOTO 3MU30/a B rpynmax manedo
U JIaMOTPH/KMHA HE SABJIAIACh CTAaTHCTHYECKH 3HAYUMOM.

Db heKTHBHOCTS TaAMOTPUIUKHHA B KOMOUHALMK CO CTAOMIM3ATOPaMH HACTPOCHHS HE ObL1a B
JIOCTaTOYHON Mepe U3ydeHa.

[TariueHTHI IETCKOr0 BO3pacTa

Jlemu 6 6o3pacme 1—24 mecayes
DddeKTHBHOCT, M 0€30MacHOCTh MPUMEHEHHS Ipenapara Iid BCIIOMOTATEIBHOH Teparuu

mapuMaibHBIX IIPUIIAIKOB y NETEW B BO3PACTE 1-24 Mecs1ieB OLIEHUBAIKUCH BO BpeMs IBOWHOTO
cenoro manebo-KOHTPOIUPYEMOro HCCIENOBAHMA HAa MAaEHBKON BEIOOpKE C OTMEHOM

npenapata. Jledenue Hadany y 177 cyGbEKTOB, IPH 3TOM PEXKHUM THTPOBAHUS 03Bl HAOMUHAT
pEKUM THTPOBAHHSA [I03bl y NETEH B BO3PACTe 2-12 ner. HaumMmeHbIIas UMEOLIAsACA JO3UPOBKA
npenapara JIaMOTpHIKMH B (opme TabNeToK — 2 MI, BBHIY 4E€ro B HEKOTOPBIX CIIydasx
CTAHJAPTHBIA PEXUM [O3HPOBAHHA KOPPEKTHPOBAIX BO BpeMs (asbl THTPOBAHUA (mampumep,
nyTeM mpuema TaGJeTKH 2 MT yepe3 J€Hb, €CIH pacueTHas [03a OblTa MeHee 2 Mr). YpoBeHb
Iperapara B CHIBOPOTKE KPOBH H3MEDPSIICS B KOHIIE HEENH 2 THTPOBAHHUSL. B mocnenyromem 103y
00 yMEHbIIANH, JHOO He YBEIHYUBAIH, €CIH KOHIICHTPAlMA MpeBbIaa 0,41 Mxr/mm,
0’KHIaeMYIO KOHIIEHTPALUIO ¥ B3POCIBIX B JaHHBIA MOMEHT BpeMeHH. HEKOTOPEIM MaleHTaM B
KOHIle Hexenu 2 TpeboBatock yMeHblneHHe 103kl 10 90%. Tpuauars- BoceMb CYOBEKTOB, y
KOTOPBIX ObUI JOCTUTHYT OTBET Ha JieueHHe (YMCHBIICHHE YacTOTHI MPUIAIKOB HA > 40%), B
[POM3BOJGHOM [OPSAKE DA3[ENWIA Ha TPYNIBl TIalned0 HIM MPOJODKCHASL JICICHUA
amMoTprKUHOM. J10Ns CyGBEKTOB, y KOTOPBIX JIeUeHHEe 0Ka3aloch HeaGEKTHBHbBIM, COCTaBHIIA
84% (16/19 cyobekToB) B rpymme muane6o u 58% (11/19 cyObeKToB) B IPYIIIE JaMOTPH/UKAHA.
PasHuua He SBJSJIACH CTATHCTHYECKH 3HAUUMON: 26,3%, I 95% -2,6% <> 50,2%, p=0,07.
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Bcero 256 cy0pekTOB B Bo3pacTe 1-24 MecsiieB mpoLuIH edeH e JAMOTPH/DKHHOM B J103€ OT 1
1o 15 mr/kr/cyTku B Tedenue 10 72 Henens. IIpoduis Ge3onacHocTn JAMOTpPH/KMHA Yy JeTeil B
Bo3pacTe OT 1 Mecsiia 1o 2 JieT 6BUT CONOCTAaBUM ¢ mpoduIeM 6e30MaCHOCTH y ZJeTed crapiiero
BO3pacTa, € TEM HCKIIIOYEHHEM, YTO y JeTed B Bo3pacTe 10 2 neT (26%) coobmanochk o
K/IMHAYECKH 3HAYMMOM YCYryOneHWH NpuIankoB (>=50%) IO CpaBHEHMIO ¢ AeTBMH 6ojee
crapuero Bo3pacta (14%).

Cunopom Jlennoxca--I'acmo

OTCYTCTBYIOT NaHHBEIE O NPUMEHEHHH Tpenapara B MOHOTEpANUU CYIOPOKHBIX IPHIIANKOB,
o0ycnoBieHHBIX cuHapoMoM JleHHOKCca--I"acTo.

Ipogunaxmuxa snuzodos manuu u denpeccuu y demeii (10—12 niem) u noopocmrog (13—17 nem)
Bo  Bpems  MHOTrONEHTPOBOro,  IUIANEGO-KOHTPOIHPYEMOrO,  JBOMHOLO CJIeTIoro,
PaHIOMH3UPOBAHHOTO HCCIENIOBAHMA B IAPA/UIENBHBIX TPYNIaX C OTMEHOH Ipemapara
OUCHHBATH J(PPEKTHBHOCTE U Ge30MaCHOCTh Ipenapata IaMOTPHIKHH C HeMeIICHHBIM
BBICBOOOXKIEHHEM IIPH IIPUMEHEHHH B KAQYeCTBE BCIIOMOTATEIBHOM TIOJIIEPXKUBAOLIEH Teparuu
AT MPCIOTBPAIUCHUS SMH30/I0B MAaHUM U JENPECCHH Y HeTel MYXKCKOTO H IKEHCKOTO II0JNa
(Bospact 10-17 5eT), y KOTOpHIX OBUIO JUATHOCTHPOBAHO OunonspHOe paccTpoiicTso I THma u
AOCTUTHYTa PEMHUCCHS HJTH yTy4IICHHE IOCIe STIH30/1a GUIIOIISPHOTO paccTpoHCTBA IIPH JICYEHHH
JIAMOTPH/KHHOM B KOMOMHAIIMH C COITYTCTBYIOIIEH Tepanueii HeHpoJenTHYeCKUMHE MK PYTUMU
HOPMOTHMHYCCKHMH  JIEKAPCTBEHHBIMH ~ CPEACTBAMH. Pe3ynbTar INepBHYHOrO  aHammza
3¢ GeKTHBHOCTH (BpeMs 10 BO3HHKHOBEHHS 3MH30/a GHIOJISPHOrO pacctporictBa — TOBE) ne
AOCTHT CTAaTHCTHYECKOH 3HaumMocTH (p=0,0717); Takum oGpasom, 3h(beKTHBHOCTE He ObIIa
NpOIEMOHCTpHpoBaHa. Kpome Toro, pe3ysbTarthl OLEHKH Ge30MacHOCTH CBHAETEIHCTBOBATH 06
YBETMYCHHH 9acTOTBl CIy4acB CYMIMAAIBHOTO TOBENCHHs Yy NAUEHTOB, MOIyYaBIINX
TaMOTPUDKHH: 5% (4 MalUMeHTa) B rPyTINe JAMOTPHIUKHHA 110 CPaBHEHHUIO ¢ 0 B rpynmne miamne6o
(cM. paznen 4.2).

5.2. dapmakoKHHeTHYECKHE CBOIiCTBA

Beacvisane. JIaMOTpHIDKIH OBICTPO H IIOTHOCTBIO BCACBIBAETCS U3 KHIIEUHHKA, IPAKTHIECKH He
IOJBEPrasiCh ~ MPECHCTEMHOMY MeTabOlM3My IIEpBOTO  NPOXOXIEHHA. MakcHMaIbHas
KOHICHTPALHS B I171a3M€ JIOCTHTAETCS NPHOIH3UTENBHO Yepe3 2,5 4 [oclie MepopaTbHOTO IpHeMa
nmpenapata. Bpemsi JOCTHXeHUs MaKCHMaNbHONH KOHIEHTDPAIMH CIIErKa YBEIXIUBAETCH TIOCIE
IpUeMa IHIIK, HO CTeNeHb abCOpOUHMM ocTaeTcs HeM3MeHHOH. HaGmromaoTes 3HAYHTeTbHEIE
MEXUHIUBHIYaTbHEIC KONECOaHU! MAKCHMMATbHOH KOHIEHTPAlMH B PABHOBECHOM COCTOSHHH,
OJIHAaKO, C PEAKMMH KONIEOAHUSAMH y KaXIOTO OTAEIBHOTO YeJIOBEKa.

Pacnpeoenenue. JIaMOTPHIDKUE CBS3BIBAETCS C GElKAMH IUTa3MBl IPHOIM3HTENHHO HA 55 %.
MasoBeposTHO, 4TOOBI BBICBOOOIXIEHHE Mpenapara M3 CBS3H C OEIKOM MOLJIO IPUBOIUTH K
Pa3sBUTHIO TOKCHYECKOro 3 dekra. O6beM pacnpenenenus cocrasiser 0,92-1,22 w/kr.

Memabonusm. B merabonmu3Me — 1aMOTpHUKMHA — IIPHHHMAeT  ydacTHe bepmeHT

ypumusaudocarriokyposnitpandepasa (Y A®-rmroxyponunrparcdepasa). JIaMOTPUIKHH B

HEOONBIION CTENeHH MOBBINAET CBOH COOCTBEHHBIH MeTabOMM3M B 3aBHCHMOCTH OT IO3bL.

OnHako HeT HHKaKMX JaHHBIX, [OATBEPKNAONNX, YTO JIAMOTPHIKAH BIHSEeT Ha
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(hapMaKOKHHETHKY APYTHX IPOTHBOSIMIENITAIECKHX IPENAPATOB, M YTO MEK/Y JIaMOTPHIKHHOM
M JpYyrMMH TperapaTaMu, MeTaboJIM3UPYHOUIMMUCS CHCTEMOW muToxpoma P450, Bo3MOXHO
B3aUMOJICHCTBUE.

Buigedenue. Y 3I0pOBBIX B3pOCIBIX KIHPEHC JIAMOTPH/UKHHA B COCTOSHHH DPaBHOBECHBIX
KOHIEHTPAIMIi coCTaBIsIeT B cpetHeM 30 MII/MUH.

JIaMOTpHIKAH MeTa0O0IH3UPYeTCs O TIIOKYPOHHJIOB, KOTOPBIE BBIBOAATCH IMOYKaMH. MeHee
10% mpenapara BEIBOAUTCS IOUKaMH B HEU3MEHEHHOM BHJIE, OKOIIO 2 %0 - KULIeYHUKOM. Kinpenc
¥ TIEpHOJ IOJTYBBIBEICHUS HE 3aBHCAT OT 103bl. [lepuox mosyBbiBeneHUs y 3M0POBBIX JIIOACH
cOCTaBIISeT B cpeaHeM 33 yaca (nuana3oH 14 — 103 gacos). ¥ manuenTos ¢ cuaapomom Xunsbepa
HaOIIOAJIOCh CHIDKEHHE KIIMpeHca npenapara Ha 32 % 10 CpaBHEHHIO ¢ KOHTPOJIBHOM TPYIIIIOWH,
YTO, OHAKO, HE BEIXOIMJIO 32 TPAaHUIIBl HOPMAJIBHBIX 3HAYEHHUH I OOIIEH MOy ISIHHY.

Ha mnepuon TONYBBIBEICHUS JIAMOTPHIKHHA OOJBIIOE BIMAHUE OKA3bIBAIOT COBMECTHO
IIpUHAMAEMBIE JIEKAPCTBEHHBIE IIPENapaThl.

CpenHuii EPUOL TOTYBBIBEACHUS CHHKAETCS MPUOIM3UTENBHO 0 14 9 pU OXHOBPEMEHHOM
Ha3HAYEHHH C TIperapaTaMH, CTUMYIHPYIOIIMMH IIIOKYyPOHH3ALMIO, TAKAMH KaK KapbamasenuH
1 QEHUTOMH, U MOBBIIACTCA B cpefHeM 10 70 4 mpu COBMECTHOM Ha3HaYCHHH C BAIBIPOATOM
(cM. pasgen 4.2).

Jlunetinocmo. dapMakOKUHETHKA JIJAMOTPHKHHA ABJIACTCA TMHEHHOHN [IPU IPUMEHEHUH B 103aX
10 450 Mr, HauBBICIIIEH HCCIeI0BAaHHOM 1035 IPH OJHOKPAaTHOM IIPUMEHEHHH.

Ocoovle 2pynnsl nNaAyUeHmoes.

Jlemu

V neteit KIMpEHC JaMOTPHUIUKHHA NIPH pacyeTe Ha Maccy Tella BBIIE, YeM y B3POCIBIX; OH
HamboJIee BBICOK y JeTei 10 5 ner. Y AeTel MepHOX MOTyBBIBENSHHS JaMOTPUDKHHA OOBIYHO
KOpode, 4YeM y B3pocibIX. Ero cpeaHee 3Ha4YCHHC MPHOIM3UTEIBHO DPaBHACTCA 7 9 IPU
OIHOBPEMEHHOM Ha3HA4YEeHHH C IpEenaparTaMy, CTHMYTUPYIOIMMNMH TIIFOKYPOHH3AIMIO, TAaKUMH
KkaK KapOamasenuH ¥ (EHHTOMH, M TMOBBINAETCA B CpeiHeM A0 45-50 4 IpH COBMECTHOM
Ha3HAYSHUH C BAJIbIIPoaToM (cM. paszen 4.2).

Jlemu 6 6o3pacme c 2-x 00 26 mecayes

V 143 neteii B Bo3pacTe ¢ 2-X [0 26 MecAIeB ¢ Maccoi Tena oT 3 10 16 Kr KIMpeHC ObUT CHIKEH
T10 CPaBHEHHUIO C AeThbMM GoJiee cTapIuero Bo3pacra ¢ Takoi ke Maccoil Tena, MOoTyqaroluMu
Takue e NMepopabHbIe 10351 IEKAPCTBEHHOTO CPEICTBA Ha KMJIOTPaMM MaccChl Tela, Kak U IeTH
crapime aByX feT. CpenHHil MepHO HONYBBIBENIEHHS cocTaBuin 23 waca y AeTed mimanme 26
MeCSIEB, MOMYYaOUIMX Ipenaparsl, CTHMYJIHUpPYIOIIHE IIIOKypOHH3aluo, 136 4acoB — mpu
COBMECTHOM INPUMEHEHHH C BAlIblIpoaTOM ¥ 38 YacoB — y MALHMEHTOB, HE IOMyYarOmHX
MHIYKTOPHI/MHIMOUTOPHI TJIFOKYPOHH3AIUM. MEXKUHIMBUIYaTbHAS BapHaOeIbHOCTh KIMPEeHCa
JIAMOTPH/KMHA MOCIIe IpeMa BHYTPh ObLTa BBICOKOH B IDYIIE [ETEH B BO3pacte ¢ 2-X 10 26
mecsiteB (47%). Tlpeamonaraemble CHIBOPOTOYHBIE KOHIIEHTPAlMH JaMOTPU/UKUHA y JETeH B
Bo3pacTe ¢ 2-X 10 26 MecsileB ObUTH B OCHOBHOM B TOM e JHana3oHe, 9T0 'y bonee CTapIiux
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JETeH, X0Ts 00jiee BBHICOKHE BEIMYUHEL Cmax, BepOsSTHO, JOIKHEI Ha0JIoaThCs y HEKOTOPBIX
JleTel ¢ Maccoii Tena Meree 10 kr.

Hauuenm bl nOJ#CUN020 603pacma

PesynbraTel (papmakoKHHETHIECKOTO aHATH3a TIONYJISILIMY, BKITFOYAIOINEeH KakK MOJOABIX, TaK H
TIOXKHUJIBIX TAIIHEHTOB C SMHUJIENICHEH, BOBJICYEHHBIX B OIHH H T€ e HCCIIEIOBAHHUS, TIOKA3aJIH, YTO
KIIMHIYECKH SHATUMBIC PA3JTMYHA B KIMPEHCE JTAMOTPH/KHHA Y IAHEHTOB IOKEIONo BO3pacTa
B CPAaBHCHHM C MOJIOABIMM TNALMEHTaMH OTCYTCTBYIOT. Ilocie OIHOKPAaTHBIX /103 KJIMPEHC
cHIXancs Ha 12 %, ¢ 35 mu/muH B Bospacte 20 seT 10 31 MIU/MHE B Bo3pacre 70 sietr. CHrXeHHe
rocse 48 Helels IeYeHUs COCTABHIIO 10%, ot 41 o 37 mu/MuH B TpyNIIax MOJIOABIX U IOXKHJIIBIX
nanuenTos. Kpome toro, hapmakokunetrka JTAMOTPUKMHA U3YYanach y 12 3M0pOBBIX TOKHJIBIX
n00pOBOJBIEB IIOCIIE IIPHEMa OIHOKPATHOM 1036l 150 Mr. Cpenuuit kmupenc JTaMOTPH/DKHHA y
MOXAIBIX NanueHToB (0,39 MII/MUH/KT) HAXOMUTCS B IHANA30HE CPeIHHX BEJIHYMH KIHMpEHCa
(0,31 - 0,65 M/MHH/KT), TIONYYEHHBIX B NEBSITH HCCIICIOBAHUSAX C YYacTHEM B3DOCIBIX, He
OTHOCSIIMXCSL K TPYIIIIE TIOXKHUIIBIX, KOTOPBIE TPUHUMAITH OZHOKpaTHEIE 10351 OT 30 10 450 Mr.

Iayuenmol ¢ napywenuem ynkyuu novex

12 nobpoBonmbuam ¢ XpoHHYECKOH IMOYEUHONH HENOCTATOIHOCTEHIO U 6 IpyrHM NanueHTam,
HaxOMAIIMMCS Ha TeMOJuanu3e, ObUl Ha3sHAYeH JIAMOTPHIKUH 100 Mmr OnHOKpaTHO. CpenHuii
KIMPEHC TaMOTpUIKHHA cocTaBull 0.42 MI/MHH/KT y HauHeHTOB ¢ XPOHHYECKOH IMOYEYHOIH
HEZIOCTaTOYHOCTRO, 0.33 MJI/MHH/KT MeXIy ceaHCaMy reMomuansa u 1.57 MJ/MHH/KT BO BpeMs
TeMOIHMaIi3a 1o CpaBHEHHIO ¢ (.58 MI/MHH/KT y 310pOBBIX nodpososbieB. Cpennumit mepuox
TIOJTyBBIBEICHUS M3 IIa3MBI COCTaBHI 42.9 4acoB y mamueHTOB ¢ XPOHHYECKOH ITOYEYHOH
HEJIOCTATOMHOCTRIO, 57.4 Yaca MEKIy CeaHCaMH FeMOIUATH3a ¥ 13 4acoB Bo BpeMs reMoIuam3a
TI0 CPaBHEHHIO ¢ 26.2 YacaMH y 30POBBIX JOOPOBOIBIER. B cpenHeM, okono 20% (auanazon 5,6
—35,1) OT KOJIMYeCTBa TAMOTPHKHHA B OPraHu3Me BBIBOJUIIOCH B XO/I€ YETHIPEXYACOBOTO CeaHca
reMonuanusa. B nanno# rpyrmne nanuentos npu BBIOOpE HAYAITBHBIX 03 TAMOTPHIKAHA CIIeIyeT
YAHTBIBATL TIPHEM CONYTCTBYIOIIUX JICKAPCTBEHHEIX CPeACTB. IIpH 3HAYMTENHHOM CHUSKEHMH
$YHKIHH TOYeK MOXKET NOTPEGOBATECA CHIKEHHE TI0AEPKHBAIOMIEi] J03BI JTAMOTPH/KHHA (CM.
pasneinsl 4.2 u 4.4).

Ilayuenmol ¢ napywenuem gynxyuu nevenu

®apmMaKOKMHETHIECKOE UCCIIEN0BAHHE OHOM 10351 GBLIO TIIPOBEZICHO Y 24 MAaIHEHTOB ¢ Pa3THYHOM
CTCTCHBIO IIE€YCHOYHOH HENOCTATOYHOCTH H 12 3J0pOBBIX NAMEHTOB B KAYecTRe IPYTIIBI
KOHTpOJIA. MeInanHbli KIMpEHC JaMOTPUIKAHA COCTABHIT 0.31, 0.24 wmm 0.10 mu/mun/kr y
MalMeHTOB C MEYCHOYHOH HEAOCTATOYHOCTBIO cTamuu A, B umu C (mo xnmaccudukanun Yaiiyz-
[Ib10), COOTBETCTBEHHO, 110 CpaBHEHHIO ¢ 0,34 MIT/MHH/KT ¥ 3I0pOBBIX 100poBosblieB. HauanpHas,
BO3pacTaromas ¥ OANepKUBAIOIAst 103l JOJDKHEI ObIT, KaK MPABUIIO, CHHIKEHEI y MalUeHTOB C
YMEPEHHOH HITH TSKEJIOH CTENIeHBIO IIEYeHOYHON HEeI0CTATOYHOCTH (cM. pasgen 4.2).

5.3. J/laHHbIe JOK/JIHHHYECKOil 6€30MACHOCTH
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JIOKTHHAYECKUE JIaHHBIE HE JEMOHCTPUPYIOT 0co0yI0 OMAcHOCTh Ul JIONEH Ha OCHOBE
(hapMaKoIOrHYECKHX HCC/IeJOBAHHUI 0€e301MacCHOCTH, HCCIIEOBAaHMM TOKCHYHOCTH IMOBTOPHBIX
7103, TeHOTOKCHYHOCTH U KaHLIEPOTEHHOTO MOTEHIHATIA.

B HCCIIeI0BAHMAX TOKCHUECKOTO BO3/IEHCTBIS Ha PEMPOXYKTHBHYIO QYHKIMIO M PA3BUTHE IJI0/1a
y TPBI3YHOB H KDOJHMKOB TEPAaTOTreHHbIC IG(OEKTE HE HaOJII0IaIOCh, OJHAKO HaOIIONANNCh
CHISKEHHe MAacCHI IUIOZA M 3aepKKa oCCH(UKAIIMH CKeNIeTa IPU YPOBHSX BO3JCHCTBH, KOTOPBIE
6BUIH HUOKe WIH PABHSIACH OKHJAEMOMY KIMHIYeCKOMY Bo3eticTBrio. Tak Kak Gornee BEICOKHE
YDOBHHM BO3/ICHCTBAS HEBOMOKHO OBUIO HCIBITaTh HA JKMBOTHBIX B CB3H C THKECTHIO
TOKCHYHOTO BO3JIEHCTBHA Ha MaTh, TO TEPAaTOrE€HHBIM MOTCHIMAT JAaMOTPHIDKMHA BBILIC
KJIMHHYECKOTO BO3IEHCTBHS HE OBLT OMUCAH.

VY kpbic HaOMONAIOCH YBEIHICHHE (eTaBHOM M MOCTHATAIBHOW CMEPTHOCTH B CIIydasX, €CiH
NAMOTPH/DKMH BBONWICS Ha TO3JHHX CPOKaX OCpeMEHHOCTH A B paHHUil TTOCTHATATANBHBIN
nepuon. OTu 3 GeKTH HAOGTIONATICE TIPH 0XKHIAEMOM KIHHHICCKOM BO3/ICHCTBHH.

V HemoJ0BO3pENbIX KpbIC HAOMOMAINCh BIUAHAE HA oOyuenue B nabupuHTe bums, HeGomnbIas
jafepKKa OaNaHO-IPENyIMATbHOTO OTJCNCHMA U DPACKPBITHSA BAraiuiia IpH II0JIOBOM
CO3pEeBaHHH CaMOK, a TAK)Ke CHHKECHUE HaOopa Macchl TeJa MOCIIe POXKACHHUS Y )KHBOTHBIX F1 opu
BO3/IEHCTBHSX, B [IBA Pa3a IPEBBIIIAIOIIMX TEPAIIEBTHYCCKUE BO3IECHCTBHA Y B3pOCIBIX b3120)1 (57 8

B 5KCIIEpHMEHTaX Ha XKUBOTHBIX HAPYIICHHS GEpPTHIBHOCTH TPH BBEACHHH JAMOTPUIDKHHA HE
6BUIM BBISBIEHBL Y KpBIC JTAMOTPHUKHH CHIDKAl YPOBHM (OIHEBOH KHMCIOTH y ILTOJOB.
CumTaercsi, 4To AebuIUT HOIHEBOH KHCIOTHI CBS3aH C MOBBIMECHHBIM PHCKOM BPOKICHHBIX
TIOPOKOB Pa3BUTHS Y KUBOTHBIX H JIONCH.

JIaMOTpH/DKHMH BBI3BIBAET J10303aBUCHMOC MHrEOMpOBaHKUE XBOCTOBOTOo Toka KaHana hERG B
3MOPHOHATBHBIX MOYEYHBIX KJIETKAX 4Y€/I0OBEKa. IC50 npuOIU3UTENBHO B JACBATH pa3 MPEBhIIAT
MaKCHAMAIbHYIO TEPANeBTHIECKYI0 CBOOOMHYIO KOHIEHTPALHUIO. JIaMOTpHDKUH HE BBI3BIBACT
yummHenne uHTepBaia QT Yy )KHBOTHBIX IIPHU BO3IEHCTBUAX, IPUONMU3UTENBHO B JBa pasa
[IPEBHIIAIOIIAX MAKCHMATIBHYIO TePAaNeBTHICCKYIO cBOOOIHYIO KOHIICHTPAIMIO. B KITHHIYECKOM
HCCIIeIOBAHUH KIMHHYECKH 3HAYHMOTO BIMSHUS JIAMOTPHDKHHA HA MHTEPBAI QT y 310pOBBIX
B3POCIIBIX JOOPOBOIBLEB HE OBLIO (cM. pasgen 5.1).

Vccie ToBaHus in Vitro TIOKa3asly, 9T0 JAMOTPUIKUH 0071a1aeT AHTHAPHUTMUIECKOH aKTHBHOCTBIO
TP TEPAIeBTHYECKH 3HAYMMBIX KOHICHTPALHSIX. [Ipenmapar WHrHOUpYeT HATPHEBBIC KaHATBI
cepaua ¢ OBICTPO¥ KMHETHKOH Hadana ¥ OKOHYAHHA NEeHCTBUA M CHIIBHOW 3aBUCHMOCTBIO OT
HAIPSDKEHUS, 9TO XapaKTePHO /Ul aHTHAPUTMHYECKHAX NPENapaToB Kiracca IB. [Ipu npuMeHEHUH
B TepaleBTHYECKHX 033X JaMOTPHUIDKMH HE BbI3HIBAN 3aMCIICHHA BHYTPIKEITYIOUKOBOH
NpPOBOAUMOCTH  (PAcIIMPEeHHE KOMIUICKCa QRS) y 310poBBIX HOOPOBOJIBLEB BO BpEMA
MCCIIeIOBAHUS ¢ aKIeHToM Ha oueHky umHTepana QT. OxHako y MamueHTOB ¢ KIMHHIECKH
3HAYMMBIM CTPYKTYPHBIM HIH (QYHKIHOHAIBHBIM CEPAEIHO-COCYNHCTHIM 3ab0NeBaHUEM
TaMOTPHDKMH  [OTEHIHATBHO MOXET 3aMe/UISTh  BHYTPHKETYNOHKOBYIO TIPOBOIMOCTb
(pacmupsith Komuieke QRS) ¥ BBI3BIBATE IPOAPHTMHIO (cM. paszen 4.4).
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6. @®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepedeHb BCIIOMOraTe/bHBIX BELIECTB

Tabnemxu:

BcnomorarenpHble BelecTsa: 1akto3a MOHOTHJIPAT, LIeJUT0I03a MHKPOKPHCTAIIHIECKASL, HaTpHs
KpaxMaJIrJIHKOJIAT (THUIT A), IOBH/IOH, MarHUs cTeapar, JKejle3a OKCHI enaThlid E172.

Tabremxu siceeamenvhvie / Oucnepaupyemuie:

Bcenomorarensasie BCIIICCTBA.

KaJIbIUsI KapOOoHaT,

THPOKCHIIPOIMIIIEIITION03a HU3KO3aMEIeHHAs,

QIIOMHUHHUSA-MarHust CUJIMKAT,

HATPUS KPaXMaJITTIHKOIAT (THIT A),

noBuzoH K30,

caXapHH HaTpUH,

apOMaTrH3aTop  4epHOCMOpomuHOBBIA  502.009/AP 0551  (kykypy3Hbiii MaJIbTOAEKCTPHH,
dpOMaTHHCCKUE KOMIIOHCHTEI, [IIMIEPHI TPHALETAT, TPHATHIILUTPAT, CYIb(GHTHO-AMMOHHHHAS
KapaMerb),

MarHus cteapar.

6.2. HecoBmecTHMOCTD

He nmpumenumo

6.3. Cpok rogHocTH (CpOK XpaHeHHS)

3 roma

6.4. Ocobble MepBI IPEXOCTOPOKHOCTH IPH XpaHeHHH
Tabnemxu 25 me, 50 me, 100 me. Tlpu Temneparype e Bomre 30 °C.

Tabnemxu scesamenvuvie / ducnepzupyemvie 5 me. Ipu TeMmmneparype Huxke 30 °C B 3alUIeHHOM
OT BJIar'd U CBETa MECTE.

6.5. XapakTep H coaep:kaHHe IePBHIHOI YINAaKOBKH

Tabnemxu 25 m2, 50 m2 u 100 me: o 10 Tabnerok B Guctep u3 IIBX/amoMHHAEBOH $onsru. ITo
3 GiMcTepa BMeCTe ¢ HHCTPYKIHEH 0 MPUMEHEHHIO B KapTOHHYIO ITayKy.

Tabremxku sceeamenvhvle / ducnepaupyemoie 5 ma2:

e 10 10 rabnerok B Giuctep u3 AW/ITIBX/TIBIIX. Ilo 3 OnucTepa BMECTE ¢ HHCTPYKIHEH I10
MPHMEHCHHUIO B KADTOHHYIO MAuKy.
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e 1o 30 Tabnerok B Oenbli (IAaKOH U3 TOMHMATHIEHA BbIcOKO# mioTHocTH (IIDBII), ¢
3amuTOM OT JeTeli M KOHTposieM mepBoro BckpbiTus. [lo 1 dmakoHy BmecTe ¢
MHCTPYKIKEHN [0 MPIMEHEHHIO B KAPTOHHYIO ITauKy.

6.6. OcoGble Mepbl NPEIOCTOPOKHOCTH  TNPH  YHHYTOKEHHH  HCIIOJb30BAHHOIO
JeKAPCTBEHHOTO MpenapaTra HJIM  OTXOAOB, IOJYYeHHLIX MOCie MPHMEHeHHs
JIeKapCTBEHHOTr0 NMpenapaTa uiM padoTsl ¢ HUIM

Bech OCTABIIHMICS JEKApCTBEHHEBIH IIpenapaT U OTXOABI CI€AYET YHHYTOKUTD B YCTAHOBICHHOM
MIOPSIZIKE.

6.7. YcaoBus oTIyCcKa
ITo peuenty Bpaya.
7.  JTEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI

CrakcoCvutKuasita Dxenopt Jta., Bernko6puranus / GlaxoSmithKline Export Ltd, UK
980 I'peiit Bect Poyxn Bperrdopa Munancexe TW8 9GS, Bemukobpuranus / 980 Great West
Road Brentford Middlesex TW8 9GS, United Kingdom

Ten. +44 20 8047 5000

daxc +44 20 8047 5000

7.1. IMPEJCTABUTEJIb JNEPKATEJIA PET’UCTPAIIMOHHOI'O
YIOCTOBEPEHMUSL.

CnaxcoCyvurKusiia Dxenopr JIta., Benuko6puranus / GlaxoSmithKline Export Ltd, UK
980 I'peiir Bect Poyn Bperrdopa Munnncexe TW8 9GS, Bemnkobpuranusd / 980 Great West
Road Brentford Middlesex TW8 9GS, United Kingdom

Ten. +44 20 8047 5000

daxc +44 20 8047 5000

amoObl Ha KadecTBO JIEKApCTBEHHOIO IIpenapara HEOOXOOMMO HampaBIsATh Ha aipec
3NeKTpOHHO#M moutsl: gdnp.complaints@gsk.com.

CooOIIeHrs O HeXeNaTelbHBIX peakUusX HeoOXOIMMO HAlpaBjIisTh Ha aipec 3JIeKTPOHHOU
noutsl: by.safety@gsk.com.

8. HOMEP PETUCTPAIITMOHHOI'O YIOCTOBEPEHU
JlamukTan Tabiaerku 25 mr, 50 mr wiam 100 mr: 7420/05/06/09/10/15/16/20
JlaMuKTaT TablIeTKH XKeBaTeIbHble / qucneprupyemsle 5 Mr: 6467/03/08/14/15/19

9. JATA NEPBUYHOMN PETHCTPAIIUM (IOATBEPXKIEHWSI PETMCTPAILIUH,
NEPEPETUCTPAIINN)

JlaTa rocJIeIHErO TIOATBEPKICHHS PETHCTPALIMH (IIEPEPETHCTPALMH):
JlamukTta Tadnerku 25 mr, 50 mr wmm 100 mr: 15.12.2020 -
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JlamuxTan TaGIeTKH jkeBaTeNpHble / qucneprupyemsie 5 mr: 04.1 1.201”9 |
10. JATA IEPECMOTPA TEKCTA

05.07.2023

IIpaBa Ha o0JiajaHKe TOBapHBIMH 3HaKaMH IIpUHAJUIeXKAT rpynne kommnanui GSK.

©2022 I'pymna komnanuit GSK uny ux nmpaBoodiazaTeb.

41



