OBIIASI XAPAKTEPUCTHKA JI KAP(WBFH%IWWHH)FHAPM"A

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA

Jlamukrai, 25 mr, TaOJIeTKH.

Jlamukrai, 50 mr, TaOIeTKU.

Jlamukran, 100 mMr, TabIeTKH.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTBytomiee BEeCTBO: JTaMOTPUIKHH.

Jlamukrai, 25 Mr, TabJeTKu

Kaxxnas tabnetka cogep’ut JamoTpuakuta 25,0 Mr.

Jlamukrai, 50 Mr, TabneTku

Kaxxnas Tabnerka copepkut gamorpuxuna 50,0 mr.

Jlamukrain, 100 Mr, TabneTku

Kaxnas tabnerka cogepxut samorpumkuta 100,0 mr.

Bcnomorarensabie BCIICCTBA, HAJIMYUC KOTOPBIX HAJA0 YUUTBIBATHL B COCTABC JICKAPCTBCHHOI'O
npenapara: JakTo3bl MOHOTHAPAT (cM. paznen 4.4).

[TonHbI# IEpeUeHb BCIIOMOTATEIbHBIX BEIIECTB YKa3aH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0meTku.

Jlamukrai, 25 Mr, TabJeTKu

TabnmeTkm  OT  CBETIO-XKENTOTO  JIO  JKEITO-KOPUYHEBOTO  IIBETA,  MHOTOTPAaHHEIE,
CYNEPAUIMITUYECKHE, C IIAJAKON MOBEPXHOCTHIO, C BblaBIeHHON Haanuchlo « GSECT» ¢ onHoM
CTOPOHBI, 0003HaYeHNEM «25» U (acKoi — ¢ APYrou.

Jlamukran, 50 Mr, TabneTku

Tabnerku  OT  CBETIO-KEJNTOTO  JO  JKEITO-KOPUYHEBOTO  1IBETa,  MHOTIOIPaHHBIE,
CYNEepIUTMNTHIECKUE, C TIIAJIKON MMOBEPXHOCTHIO, ¢ BhIaBIeHHON Haanuchio « GSEE1» ¢ onHo#
CTOPOHBI, 0003HaueHneM «50» u packoir — ¢ Apyrou.

Jlamukran, 100 Mr, TabneTku

Tabnerku  OT  CBETIO-KEJNTOTO  JO  JKEITO-KOPUYHEBOTO  1IBETa,  MHOIOIPaHHBIE,
CYNEepIUTMNTHIECKUE, C TIIAJIKON MMOBEPXHOCTHIO, C BhIaBIeHHON Haamuchio « GSEESy ¢ onHo#
CTOpOHBI, 0003HaueHneM «100» u dackoit — ¢ Apyroi.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHus K IPUMEHEHUIO

JlaMuKTaa Moka3aH K NIPUMEHEHHIO Y B3POCIIbIX U JIeTeH B BO3pacTe OT 3 JIET U CTapILe.
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(NOCNENOBATENLHOCTL 0008)

Dnuiaencus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B3spocavie u noopocmku (cmapwe 12 n1em)

Onunencusi (MapuuanbHbIE W TeHEPAIM30BaHHbIC MPHUMAJIKH, BKIIOYas TOHHUKO-KIOHHYECKHE
NPUIIAJIKY, a TaKKe Mpunaaku npu cunjapome Jlennokca-I'acto) B coctaBe KOMOMHHPOBAHHOMN
Tepanuu Wik B KA4YeCTBE MOHOTEPAITHH.

Jlemu 6 6o3pacme om 3 0o 12 nem

e Dmuiencus (MapliuajibHble U FeHepaln30BaHHbIC MPUNAAKHU, BKIIIOUAs TOHUKO-KIIOHUYECKUE
MPUIAJIKH, a TAKXKe IpUIaaky npu cuaapome Jlennokca-I'acto) B coctaBe KOMOMHUPOBAHHOM
Teparnuu.

[Tocne mocTukeHUs: KOHTPOJIS SMUIIETICHH Ha OoHE KOMOMHUPOBAHHOM TEparuy COMYyTCTBYIOLIUE
npotuBosnuientuueckue mnpemnaparsl (IIOI1) moryt ObITh OTMEHEHBI, W TpHEM Ipernapara
JlamuKTaN NPoIOIKEH B PEKUME MOHOTEPAITHH.

o MOHOTCpaHI/IH THIIMYHBIX a0CaHCOB.

Bunossipaoe addekTuBHOE PACCTPONCTBO

Bspocnvie (18 nem u cmapuwie)

[IpenynpexnaeHnne HapylUIeHUNW HACTPOCHHs (JETPECCMU, MaHWUM, TUIIOMAHUHU, CMEIIaHHBIX

AMH30/I0B) Y MAMEHTOB C OUTIOSAPHBIM ap(HEKTHBHBIM PAaCCTPOHCTBOM.
4.2.  PeuM 103MPOBAHMSA H CIIOCOO MPUMEHEHUS

PexxuM J103upoBanus

dnuiencus
Monomepanus snunencuu

Bspocavie u noopocmru cmapwe 12 rem (Tabauya 1)

Havanbhas nosa npenapara JlamukTan npu MOHOTEpanuu cocTaBisieT 25 Mr 1 pa3 B CyTKH B
TEUYEeHUE 2 HeleNb C IMOCIEeIyIOIUM TOBBIIEeHHeM 036l 10 50 Mr 1 pa3 B CyTKM B TeueHHE
2 Henenb. 3aTeM 103y ClIeyeT yBenuunBaTh MakcuManbHo Ha 50—100 mr kaxneie 1-2 Henenu 10
JOCTHOKEHUS ONTUMAJIBbHOTO TepaneBTudeckoro 3gpdexra. OObIYHas MOAepKUBAIOIIAs 103a IS
JOCTHDKEHUSI ONTUMAJIBHOTO TepaneBTudeckoro s dekra cocrasiser 100-200 mr/cyt B 1 umm
2 mpuema. HekoTopbIM mamueHTaMm i JOCTYIKSHHS KEJIaeMOro TeparneBTHYeckoro 3ddexra
Tpebyercs no3a npenapara Jlamukran 500 Mr/cyT.

Jlemu 6 6ozpacme om 3 0o 12 aem (Tabauya 2)

HauanpHas no3a npenapara JlamukTan mpyu MOHOTEpAIMU MALMEHTOB ¢ TUIIMYHBIMU abcaHcaMU
cocraisieT 0,3 Mr/kr/cyT B 1 wim 2 mpueMa B Te€UEHUE 2 HEJISNb C ITOCIIETYIOIIIM TIOBBIIIICHHEM
10361 10 0,6 MT/KT/CcyT B |1 Mun 2 mpuemMa B TeYEHHUE CIEAYIONINX 2 Hellellb. 3aTeM 103y Mpernapara
ClIeflyeT YBEIMUYMBATh MakcuMaibHO Ha 0,6 MI/Kr Kaxknaele 1-2 Hemenw 10 JIOCTHIKCHHS
ONTUMAJILHOTO TepaneBTHYeckoro 3 ¢exra. OObIMHAS MOIIEPKUBAOLIAS J103a IS TOCTUKEHUS
ONTUMAJILHOTO TeparneBTHueckoro 3¢dekra cocrasister ot 1 1o 10 mr/kr/cyt B 1 unm 2 npuema,
XOTS HEKOTOPbIM TMAalMeHTaM C TUIHYHBIMH a0caHcaMH JJIs JOCTH)KEHHUS JKEeJIaeMOro
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JIEQOBATENBHOCTE 0008)

(10
TepaneBTUYecKoro 3 dexra TpedyroTcs 60see BEICOKHE yﬂ)m

BcenenctBue pucka pasBUTHS CBHIIIM HE CIIEAYET MPEBBIIIATh HAYaJbHYIO 03y IpernapaTta |
OTKJIOHSITHCSL OT PEKMMA TMOCIIEAYIOUIEro MOBBIIIEHUS 0361 (M. pa3zen 4.4).

B cocmase KOM6uHup06aHHOIZ mepanuu snujiencuu

B3spocavie u noopocmxu cmapwe 12 nem (Tabauya 1)

VY MmanueHToB, KOTOPBIE YK€ MOIY4aroT BaJblipoaT B couetanuu ¢ Apyrumu [1311 wiu 6e3 Hux,
HavajgpHas Jo03a mpemnapara Jlamukran coctaBiseT 25 Mr uepe3 JeHb B TE€YCHHE 2 HEJIEb, B
JanpHeumeM — 1o 25 Mr 1 pa3 B CyTKH B T€UEHHE 2 HEJIEb. 3aTeM JI03Y CJIEAYyeT YBEIUYUBaTh
MakcuMaibHO Ha 25-50 Mr kaxaple 1-2Hemenu A0  JIOCTHIKEHUS  ONTUMAIBHOTO
TepaneBTHIecKoro dpdexra. OObIYHAS OICPKUBAIOIIAS 1032 IS TOCTHKEHUS ONITUMAaIHHOTO

TepaneBTHueckoro 3¢ dexra cocrapisier 100-200 mr/cyt B 1 mnu 2 npuema.

VY nanueHToB, KOTOpbIe MOJIYYaroT COMyTCTBYIoNy0 Tepanuto 1311 unu npyrue npemapatsl (cMm.
pazzaen 4.5), KoTopble UHAYIUPYIOT TTIOKYPOHU3ALUIO JAMOTPHUIKUHA B COUETAaHUH C APYTUMU
[12I1 nnm 6e3 HuX (32 UCKIIOYEHHEM BaJIbIIPOATOB), HadallbHas 1103a mpemnapara Jlamukran
cocrtamsieT 50 mr 1 pa3 B CyTkH B TedeHHe 2 Hellenb, B fanbHelmem — 100 mr/cyT B 2 mprema B
TedyeHue 2 HeAEeTb.

3areM 103y cieqyeT yBenuuuBaTh MakcuMaiibHO Ha 100 Mr kaxaple 1-2 Henenu A0 JOCTUXKEHUS
ONTUMAIILHOTO TepaneBTHYECKOro dpdexra. OObIYHAs MOASP KUBAIOIIAS 1032 IS TOCTHXKEHUS
ONTUMAIILHOTO TepaneBTHYecKoro 3gdexra cocraisier 200—400 mr/cyT B 2 npuema.

HekoropbiM marueHTaM Jisi JTOCTHDKEHUS JKEIaeMOTo TeparneBTHYecKoro 3ddexra Moxer
noTpeboBaThcs Ha3HaYeHHE npenapara Jlamukran B mo3e 700 mr/cyT.

VY nanueHToB, NPUHUMAIOIINX JPYTHe Mpenaparbl, KOTOPbIE CYIIECTBEHHO HE MHTHOUPYIOT U HE
WHIYIUPYIOT TJIFOKYPOHU3AIMIO JaMOTPUKIHA (CM. pa3aen 4.5), HadalbHasi 103a Ipernapara
JlamukTan cocrapisier 25 Mr 1 pa3 B CyTKH B TeueHUE 2 Heflelb, B qanbHelmemM — 50 mr 1 pa3 B
CYTKH B Te4eHHe 2 He[enb. 3aTeM 03y cJelyeT yBelInuuBaTh MakcuMmaibHO Ha 50-100 mr
Kaxaple 1-2 Hemenu A0 JOCTHXKEHHs ONTUMAJIBHOIO TepamneBTHyYeckoro sddexra. OObruHas
MOJIEPKUBAIOLIAs 1032 JAJIs1 TOCTUKEHHUS! ONTUMAJIbLHOTO TEpaneBTUYECKOro 3peKra cocTaBiseT
100—200 mr/cyt B 1 unu 2 npuema.

Ta6nuna 1. PexoMenayeMblil pe:xuM /03MpPOBaHUsl npenapara JlaMukTaa npu JedyeHUu
3MUJIENICHM Y B3POCJIBbIX M MOAPOCTKOB cTrapue 12 jiet

Pesxkum no3upoBanus Heneas 1-2 | Hepenst 3—4 | Ilopaep:xxuBaromas
ao03a
MoHnoTepanus 25 mr 50 mr 100-200mMr (B 1wy
(1 pa3 B|(1 pa3 g|2 MpreMa).
CYTKH) CYTKH) Jlo3sl  MOryT  OBITH
YBEITUYEHBI Ha
50-100 mr xaxmeie 1-2
HEJICIH JIUISl JOCTHKEHHUS
MO/ICP)KUBAIOIICH
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Pe:kuM 103MpOBaHHUS Hendns 1-2 | Henena 3-4 | Honép:RnBatomias
032
JIO3BI.
KomOunupoBanHas Tepanus c|12,5 mr 25 mr 100200 mr (B 1wy
BaJbIIpoaTaMH BHE 3aBUCHUMOCTU OT|(Ha3Hauaemas (1 pas |2 prema).
TOM C i
Ipy OMYTCTBYIOLIEH Tepanuu o 25 mr cyTKH) Tossl  mMoryr  GuITh

yepes AeHb
pes Aetib) yBenuueHsl Ha 25-50 mr

Kaxaple 1-2 "Hemenu s

JOCTHKEHUS
MOJEPKUBAOLIEN
JI03BI.
KomOunupoBannas | 3tot pexxum |50 mMr 100 mr 200-400 wmr (B
Tepanus 0e3|10mKeH (1 pas 8|(8 2 npuema) 2 pueMa).
BaJIBIIPOATOB UCTIOJB30BATECS €
CYTKH) Jo3pr  Moryt  OBbITH
(heHUTOUHOM,
yBenudyeHsl Ha 100 mr
KapOaMa3enuHoM,
Kaxaele 1-2 "Hemenu misd
(benobapouragom,
JOCTYOKEHUS
OPUMUZOHOM WU .
MOJIeP>KUBAIOIIICH
IPYTUMH
JI03BI.
WHIYKTOpaMH
TIIIOKYPOHH3AINN
JaAMOTPUKUHA
3rot pexumM |25 Mr 50 mr 100-200 mr (B 1 wim
TOJDKEH (1 pas 8|(L pas |2 mpuema).
WCTIOJB30BATBCS €
CYTKH) CYTKH) Jlo3pl  MoOryT  OBITh
JIPYTUMH
YBEJIUYEHBI Ha
npernapaTamu,
perap 50-100 mr xaxnaele 1-2
KOTOpBIE
HEJIEH JIISl JOCTHIKEHHS
CYIIECTBEHHO HE .
MIO/IeP>KUBAIOIIICH
UHTHOUPYIOT U HE
JI03BI.
WHAYIHPYIOT
TITIOKYPOHH3AIHIO
JaAMOTPHUKAHA

VY mnanuenroB, npunumaroumx I19I1, ¢dapmakokuHeTHUecKoe B3aUMOJEHUCTBHE KOTOPBIX C
JAMOTPHU/IKNHOM B  HACTOSIIEE BpEMsl HEW3BECTHO, JIODKEH HCIOJIb30BAThCS  PEKUM
JO3UPOBAaHUS, PEKOMEHJOBAHHBIM [UIsI TPUMEHEHHs] JaMOTPUIKMHA B KOMOWHAIUU C

BaJIbIIpOaTaMH.

Bcnencreue PpUCKa pa3BUTHA CbIIIKA HE CICAYCT IPCBLIIIATH HAYAJIBHYIO 103y IIplriapara
JIaMMKTaI U OTKIOHSITHCS OT peKuMa NMoCJICAYOIICTO MOBBIICHUSA TO3bI.
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Jlemu 6 6ozpacme om 3 0o 12 nem (Tabauya 2)

VY nmanueHToB, IPUHUMAIOIIKX BalbIpoaTsl B couetanuu ¢ qpyrumu [1311 wnu 6e3 Hux, HayanpHas
no3a npenapata Jlamukran cocrapiser 0,15 mr/kr/cyt 1 pa3 B CyTKH B TeueHUE 2 HEHCINb, B
nanpHermem — 0,3 Mr/kr/cyt 1 pa3 B CyTKM B TeueHHE 2 HENEeb. 3aTeM J03a MOXET OBITh
yBenuueHa MakcuMmaibHo Ha 0,3 Mr/kr kaxaple 1-2 Hemenw 10 JTOCTHXKEHUS ONTUMAaIbHOTO
TepaneBTHIecKoro dpdexra. OObIYHAS MOICPKUBAIOIIAS 1032 IS TOCTHKEHUS ONITUMAIHLHOTO
TepaneBTHUecKoro 3 dexra coctaBiser 1-5 mr/kr/cyt B 1 unm 2 npuema. MakcumanbpHas 71032
coctapsieT 200 mr/cyT.

Y mnamuenTtoB, kotopeie mnonydaroT I[IDIl wmmm npyrue mpemaparbl (cMm. pasumen 4.5),
WHIYIUPYIOIIKE TIIOKYPOHU3AIMIO JAMOTPUDKUHA, B coueTanuu ¢ Apyrumu [IOI1 unn 6e3 Hux
(3a HCKJTFOYEHUEM BAJIBIIPOATOB), HaYaIbHAas 1032 penapara Jlamukran coctapisiet 0,6 Mr/kr/cyT
B 2 IpyeMa B TeUEHHUE 2 HeJlelb, B JanbHeimeM — 1,2 Mr/kr/cyT B 2 mpriemMa B TeUeHHUE 2 HECITb.
3areM 03y CleoyeT yBEIUYUBATh MakCUMalbHO Ha 1,2 Mr/kr kaxaele 1-2 Hemenu 10
JOCTHKEHUS ONTHMAJIBHOTO TeparneBTuIeckoro 3gdexra. OObIYHas MOICPKUBAIOIAS J103a IS
JOCTIHDKEHUS] ONTHMAIBHOTO TepareBTHUecKoro ¢ dexra cocrapiser 5—15 mr/kr/cyT B 1 nmm 2
npuema. MakcumanbHas 103a coctanisietr 400 mr/cyT.

VY nmanueHToB, MPUHUMAIOIINX IPYTHE Mpenaparbl, KOTOPbIE CYIIECTBEHHO HE MHTUOUPYIOT U HE
UHAYIUPYIOT TIIOKYPOHHU3ALMIO JaMOTpHIKUHA (CcM. pa3nen 4.5), HauajbHas 103a Mpemnapara
Jlamukran cocrapnser 0,3 mr/kr/cyT B 1 unu 2 npuema B Te4eHUe 2 HENEeNb, B JallbHEHIIIEM —
0,6 mr/kr/cyr B 1 mim 2 mpuemMa B TeueHUE 2 HEAENb. 3aTeM 03y CIEIyeT YBEIUYUBATh
MakcuManbHO Ha 0,6 MI/Kr Kaxaple 1-2 Hemenu, moka He OyAeT JOCTUTHYT ONTHMAaIbHBIN
tepaneBTruueckuid dpdexr. OObIYHAS MOIePKUBAIONIAS 1032 ISl JOCTHKCHHS ONTUMAIBLHOTO
TepaneBTHIeCKOro 3 dekra cocrapnser 1—10 mr/kr/cyt B | nnm 2 npuema. MakcuManbHas 1032
cocrasiusieT 200 Mr/cyT.

Bo3MoxxHO, 9TO manueHTaMm B Bo3pacTe OT 3 a0 6 jieT moTpedyercs MojAep)KUBAIONIas /1034,
HAXOJAIIAsCS Ha BEPXHEH TpaHUIC PEKOMEHIyEeMOT0 JThana3oHa.

BcenencTBue pucka pa3BUTHS CHIIM HE CIEAyeT NPEBBINIATh HAYAIBHYIO JI03y TIpernapara
JlamMHKTaN U OTKJIOHSTBCS OT PEKUMa MOCIIEIYIOIIEro MOBbIIEHUs 103! (CM. pa3zaen 4.4).

Jns oOecnieyeHuss Haajexalled MOJAEpKUBAIOIIEH TeparneBTUYECKOW J03bl HE0O0XO0IUMO
KOHTPOJIMPOBATh Maccy Tena peOeHKa U KOPPEKTUPOBATh 103y IIpenapara pu €€ U3MEHEHUU.

[Tpu HeoOxomuMmoOCTH, Al OOECHeUYeHUs TOYHOIO JO3UPOBAaHUS Ha HauyaJbHOM 3Tale Tepanuu
clIefyeT IPUMEHSITh npenapar Jlamukran B 0oaee HU3KOHM JO3UPOBKE € MOCIIEAYIOMIUM I1EPEX0I0OM
Ha TalneTku 103upoBkoit 25 mr, 50 Mr unu 100 mr.

Tadimua 2. PekomenayeMblii pe:xuM 103MpPOBaHMs npenapara JIaMuUKTaJa NpH JieYeHUH
IMMUJIENCUM Y feTeil B Bo3pacTe oT 3 10 12 jieT (cyToOUYHAasi 1032 B MI/KI/CYT)

Pe:xkum no3upoBanus Heneas 1-2 | Henenst 3—4 | HoanepxuBaroiast
J03a
MoHoTepanusi THITUYHBIX a0CAaHCOB 0,3 Mr/kr 0,6 Mr/xr IloBbIIeHEe [03BI Ha
(8 1w 2 (8 1 wmm 2 0,6 Mr/kr kaxaele 1-2
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LA

PeskuM 103UpOBaHUS Heneas1-2'| Hefiemi 32 | TlonepKuBaonias
71032
Iprema) npuema) HEJEIU 10 JOCTUKEHUS
MOJIEPKUBAKOLLEH
no3el 1—-10 mr/kr (B 1
WM 2 mpuema) 10
MaKCUMaJIBHOW  JIO3BI
200 mr/cyT.
KombOunupoBaHHast Tepanus c|0,15 mr/kr* |0,3 Mr/kr [loBpiIEHME 703BI Ha
BaJiplipoaTaMu BHE 3aBucumoctu OT|(1 pa3 B (1 pas B 0,3 mr/kr kaxaple 1-2
JPYTOi COMYyTCTBYIOIIEH Tepanuu CYTKH) cyTicH) HEJICTIN JI0 JIOCTIDKCHUS
Mo AEP>KUBAIOIIEH
no3bl 1-5 mr/kr/cyt (B 1
Wiu 2 1npueMa) 10
MaKCUMaJIbHOH  J03bI
200 mr/cyT.
Komb6unupoBanHas |9TOT pexum 0,6 Mr/KT 1,2 mr/kr [loBplIEHHE 103bI Ha
Tepanus 0e3103upOBaHuUs (B 2 ipuema) | (B 2 mpuema) 1,2 mr/kr xaxnapie 1-2
BaJIbIIPOATOB JOJDKEH HEJICJU JI0 JTOCTYDKCHHS
HCTIONIB30BAThCS € MO/IJICP KU BAIOIIICH
(enuronnom, no3bl 5—15 mr/kr/cyT (B
KapOaMa3eluHoOM, 1 wm 2 upuema) 10
(enobapburanom, MaKCUMaJbHOM  JO3BI
MPUMHJIOHOM WM 400 mr/cyT.
JIPYTHMH
WHIYKTOPaMH
TITFOKYPOHHU3AITUT
JAMOTPHUKAHA
Orot pexxum faomkeH|0,3 Mr/kr 0,6 Mr/kr IloBbiieHe 03I Ha
HUCIIOIB30BAaTECI  C (6 1 i 2 (5 1 b 2 0,6 Mr/xkr xaxuaele 1-2
npernapaTamu, prema) mprema) HEJEH J10 )IOCTI/I?’KCHI/ISI
KOTOpBIC TTO/I/ICP>KUBAFOTIICH
3HAYUTEIBHO HE no3el 1-10 mr/kr/cyT (B
UHTHOUPYIOT U HE 1 umu 2 npuema) a0
WHIYIHAPYIOT MaKCHUMaJIbHON  J103BI
TITIOKYPOHH3AIHIO 200 mr/cyT.
JAMOTPHUKAHA
VYV mnanmentos, npuHuMaromux [1911, dgapmakokumHETHYECKOE B3aWMOJEHCTBHE KOTOPBIX C
JAMOTPH/DKHHOM B  HACTOSIIEe BpPEeMs HEW3BECTHO, JOJDKCH HCIOJIB30BAThCA PEKUM
JIO3UPOBAHUsS, PEKOMEHJOBAHHBIM JUISI TNPUMEHCHHS JIAMOTPH/DKMHA B KOMOWHAIIUU C
BaJIbIIPOATaAMH.
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COOTEETCTBYET 3KI

M T

Peskum 103upoBaHuUsI Henmens 1=2_|

a03a

*Ecnu paccuuTaHHas CyTOYHasl J03a y HAIMEHTOB, NPUHUMAIOIIMX BaJIbIIPOAT, COCTABIISAET
2,5—5 Mr, To MO>KHO Ha3Ha4YMTh npenapaT Jlamukran B 103UpOBKE 5 MI 4yepe3 JeHb B TEUEHUE

NEPBbIX 2 HENENb.

Ecnu paccuntanHas cyToyHas 103a y NaMEHTOB, IPUHUMAIOLINX BaJIbIIPOAT, COCTABIISIET MEHEE
2,5 mr, penapat JlaMuKTan Ha3HA4YaTh HE CIEIyeT.

Heo0OxonuMo npuHuMaTh BO BHUMaHKE, 4TO Ipenapar JlamMukTan B JOCTyITHOW JO3UPOBKE 5 MI
He 00ecreuynBaeT TOYHOE JTO3UPOBAHME JIAMOTPHUKHHA B COOTBETCTBUU C PEKOMEHIAIMSIMH B
Hayaje Tepanuu y AeTeill ¢ Mmaccoil Tena MmeHee 17 Kr.

Obwue pekomeHoayuu no pexcumy 003UpOBaHUs NPU JeyeHuU SNUIencuu

[Tpu otmene comyterByromux [1311 wmu noGaBnenun Ha GoHe mpuema namotpupkuna 1911 nmm
JPYTUX JIEKAPCTBEHHBIX MPEMapaToB HEOOXOAUMO MIPUHUMATh BO BHUMAHUE TO, YTO 3TO MOXKET

OKa3aTh BIUSHHUE Ha (PapMaKOKUHETHKY JJAMOTPHDKHHA (CM. pasnen 4.5).
bunoasipaoe adppexTuBHOE paccTpoONCcTBO
Bspocavie 6 6o3pacme 18 nem u cmapwe (Tabauya 3, 4)

BCJIG[[CTBI/IG PUCKa MOABJIICHHA CBIIIKM HC CICAYCT IMPCBBIIIATL HAYAJbHYIO 103y Ipeliapara U
OTKJIOHSITHCS OT PEKMMA TOCIIEAYIOLIEr0 MOBBILIEHUS 7103 (CM. paszen 4.4).

HeoOxonmumo cnenoBath MEPEXOJHOMY PEKUMY JO3UPOBAHMS, KOTOPBIA BKIIOYAeT B ceds
NOBBINIEHUE J103bI Tpenapara Jlammkranm B TedeHue O HeAEeNb [0 MOIACP KUBAIOLICH
crabunmusupyromei 10361 (Tabmuma 3), mocie 4ero mpu HAJIWYHH MOKA3aHUH MOXKHO OTMCHSTH
npyrue ncuxorpomnsslie npenaparsl u/nau 11911 (Tabnuua 4).

Ta6auna 3. PexomeHayemblii pe:kMM NOBBbIIIEHUs1 103b1 mnpenapara Jlamukran ans
JAOCTHKEHMS TO//Iep:KUBaloLell CyTOYHON cTa0uau3npymomei 10361 y B3pocabix (18 ger n
crapiue) npu OunoasspHoM appeKTHBHOM paccTpoiicTBe

Pe:xxuMm no3upoBanus Henenn 1-2 | Heneau 3—4 |Heneas 5 HeneBas
CTa0UJIM3HPYIOIIAs
no3a (ueneus 6)°

a) KomOunupoBannas tepamus c|12,5 mr 25 mr 50 mr 100mMr (B 1 wm
UHTUOUTOpaMH  TJIFOKYpoHH3aiuu | (25 Mr yepe3 (1 pas B|(8 1 wm 2 2 mpuemMa B CYTKH),
JaMOTPHUIKUHA, Harpumep, |IeHb) ey ) mpEeMa B MaKCHUMaJIbHast
BaJIBIIPOATAMHU CyTOYHas n03a

CYTKH)

200 mr

0) KomOuuupoBanHas tepamnus c|50 mr 100 mr 200 mr [300Mr Ha @ 6-W
UHIYKTOPAMH  TJIFOKYPOHH3AIHA (1 pas B|(8 2 mpremal(s o|Hemene  Teparuu,
JAMOTPUKMHA Yy TAlMEHTOB, HE cyTKH) B CyTKH) mpreMa B npu
MIPUHUMAOIIHX MHTHUOUTOPHI, cyTKH) HE00X0JUMOCTH
TaKWe KaK BaJIbIIPOAT. ITOT PEKUM YBEIMYHTH /103y 0
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— A T —
T

PesxuM 103MpPOBAHMS Heneaun 1-2 HeﬂeHIJl"S'l:l‘r' Hrencia 5 © RS AR

CTa0MITH3HPYHOIast
no3a (aegens 6)°

JIOJIKEH HCII0JIb30BaThCS c 400 wmr/cyt Ha 7-i
dbeHuTOnHOM,  KapOaMa3emmHOM, Henene Ttepanuu (B
dbenobapOuTanoM, NTPUMHIOHOM 2 TIpyeMa B CyTKH)

WM  JAPYTMMHM  MHAYKTOpaMu
[JIFOKYPOHM3ALUHU JIaMOTPUKUHA

B) MoHoTepanus 1aMOTPUKUHOM |25 Mr 50 mr 100 mr (200 Mr (ot 100 mr

WM KOMOWHUPOBAHHAS TEPAINHs Yy a 10 400 mr) (B 1 win

paz B((B 1 wm 2|(B 1 nmm 2
2 npuema B CyTKH)

NAIMEHTOB, MPUHUMAOILUX
CYTKH) IpueMa  B|lIlpueMa B
rUe Ipernaparbl, KOTOpbIE HE
APy peHapatel, p CYTKH) CYTKH)
OKa3bIBAIOT 3HAYUTEIILHOTO
MHAYLUPYIOLIETro WIn

UHTHOUPYIOLIEro  JIEHCTBUS  Ha
TIFOKYPOHU3ALHUIO JIAMOTPUIKAHA

[Tpumedanue: y manueHToB, npuauMarommx [10I1, dapMakoknHeTHYECKOE B3aMMOJCHCTBHE
KOTOPBIX C JJAMOTPHJKUHOM B HACTOSIIIEE BPEMS HEM3BECTHO, JOJDKEH HUCIIOIb30BATHCS PEKUM
MOBBILICHUS JI03bl, PEKOMEHJIOBAaHHBIA Il NPUMEHEHHUS JIaMOTPUDKMHA B KOMOMHALIUU C

BaJIbIIpOATaMH.

*[leneBas cTaOMIN3UPYIOLIAs 1032 MOXKET U3MEHATHCS B 3aBUCUMOCTH OT KJIIMHUYECKOT0 A deKTa.

Cl) KOM6Z/!HMDO€CZHHCZ}1 mepanu:i ¢ uH2u6um0paMu SNIKYypoOHRU3auuu JZCLMOH’!DM()D!CL[HCZ, Hanpumep,

eajlibnpoamamu

Hauanpnas no3a npenapara Jlamuktan y marueHTOB, JOTIOTHUTEIHFHO TPUHUMAIOIIUX MPEMapaThl,
WHTUOMPYIOIIKE TIIOKYPOHU3AIMIO, TaKHE KaK BaJBIIPOAThI, COCTABIAECT 25 MI uepe3 JIeHb B
TeUYeHUe 2 Henenb, 3aTeM 25 Mr 1 pa3 B CyTKH B TeueHue 2 Henenb. Jl03y clieyeT YBEeIHIUTh J10
50 mr 1 pa3 B cyTku (wim B 2 ipriema) Ha 5-it Hegene. OObIYHAS TeeBast 103a JUIs TOCTHXKEHUS
ONTUMAIBHOTO TepaneBTH4Yeckoro s dexra coctaiser 100 mr/cyt (B 1 unu 2 npuema). OgHako
71032 MOXKET OBbITh yBEIWYEHA O MaKCHUMaJIbHOM CyTOYHOW 103b1 200 MI' B 3aBHCHUMOCTH OT
KJIIMHU4YeCcKoro ddekra.

6) KOM6UHZ/[D0661HHaﬂ mepanu:i ¢ um)wcmopamu 2JAIKYypoRU3ayuu Jzamompudofcuya Y nayuernioe,

HE npunumarowjux MH2M6Mm0Dbl, maxKkue Kdak edjlibnpodmbl. Omom pesscum 0019iceH

UCHOAb306AMbCSL C (DeHUMoOUHOM, Kapdamazenunom, henobapbumaiom, NPUMUOOHOM U OPY2UMU

MH()VKI’}’lODaMM SNIOKYPORU3ayuu JlClMOI’I/lDua.?iCMHCl

HavanpHas no3a nmpenapara JlamukTan y maueHTOB, OTHOBPEMEHHO TPUHUMAIOIITUX MpenapaThl,
WHIYIUPYIOMKE TIIOKYPOHU3AIUIO0 JamMoTpupkuHa, W HE mnpuHMMarommx Bambempoarsl,
cocraBisietT 50 Mr 1 pa3 B CyTKH B TeueHHe 2 Helemnb, 3areM 100 Mr/cyT B 2 mpueMa B TeUCHHE
2 nenens. Ha 5-it Hepene no3y cieayet yBenwuuth 10 200 Mr/cyT B 2 mpuema. Ha 6-it Hegerne mo3a
MOXeT ObITh yBenmdeHa 10 300 Mr/cyT, oJHaKO OOBIUHAS IeieBas J03a IS JTOCTHKEHUS
ONTUMAIBLHOTO TeparneBTu4YecKoro 3ddekra cocrapiser 400 mr/cyT (B 2 mpuema) U Ha3HAYAETCs
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HadyuHas ¢ 7-i Heoelu JICUEHUSI.

6) Monomepanus JlaMOI’}’lDuancuHOM uaiu KOM6MHMD06aHHa}Z mepanuid 'y  nayueHnoes,

NPUHUMAOWUX npenapamsl, Komopble HE€ 0OKAas3bledrm CYWecmeeHHo20 undvuupwomeeo uiu

MHZZ/I6MDVIOW€20 GIUAHUA HA 2NIIOKYPORU3AUUIO JZCZMOWIDMOJ:‘CMHG

Hauanbnas no3a npenapara Jlamukran coctasiset 25 mr 1 pa3 B CyTKH B T€UEHUE 2 HEIEIIb, 3aTEM
50 mr/cyT (B 1 nim B 2 mpuema) B TeueHue 2 Hexenb. Ha 5-if Henene 103y cieayeT yBeTuIuTh 10
100 mr/cyT. OObI4Has 11eIeBast 103a U1 JOCTHXKEHHS ONITUMAIBHOTO TepaneBTHYeCKoro 3gdhexra
cocrapimsier 200 mr/cyt (B 1 wmim 2 mnpumema). OmaHako B KIMHUYECKHX MCCIICIOBAHMIX
MPUMEHSIUCH 10361 B tuana3zone ot 100 1o 400 mr.

[Tocne HOCTHXKEHHS IEJIEBOM CYTOYHOM MOICPKUBAIOIICH CTAOMIM3UPYIOIICH 03Bl JIpyrue
TICUXOTPOITHBIE MpernapaThl MOTYT ObITh OTMeHEHBI (Tabmuna 4).

Taoauua 4. [lonaep:kuBawmas cTadWIN3UpyOIIasi o0Iasi CyTodyHasi jo3a mnpenapara
JlaMmukTaa as JedeHust OMnmoasipHoro ag(eKTHBHOIO PACCTPOMCTBA IMOC/TH€ OTMEHBI
CONMYTCTBYIOUIUX NICUXOTPONHBIX npenapatos uiau [II11

Pe:xxum no3upoBanus Heneasn 1 Heneas 2 | Hepens 3
M aajiee®
a) [locne  oTMEHBI  MHTHOUTOPOB|Y IBOUTH cTabmmm3upyroiryto | CoxpaHuTh 103y
TIIIOKYPOHHM3AIMKA  JIAMOTPHJUKHHA, |[103y, He mnpeBbimas ypoHs|200 mr/cyT B
HanpuMep, BaJIbIIPOATOB yBenuueHus Ha 100 mr/aen. 2 mpuema
To €CThb 1eneBas
CTAOMIIM3UPYIOIIast 103a

100 mr/cyT yBenuumBaeTcs Ha
1-it nepene mo 200 Mr/cyT.

0) [Tocme  ormensr  wmHIYKTOPOB|400 MT 300 mr 200 mr

TJIIIOKYpPOHHU3alluU JIAaMOTPUJPKUHA B 300 mr 295 Mmr 150 mr
3aBUCHUMOCTH OT PICXOJIHOﬁ JO3BbI.

200 mr 150 mr 100 mr

DOTOT  PEeXUM  JIOJDKEH  OBITh
WCTONB30BaH  TPH  NPUMEHEHUH
(denuTonHa, KapbamasenuHa,
(dbenobapOuTana, NPUMHIOHA WIIH
JIPYTUX WHIYKTOPOB
TIIIOKYPOHHU3AINN JIAMOTPHDKHHA.

B) Ilocne OTMEHBI npyrux ([lognepxuBaTe HENEBYIO 103y, TOCTUTHYTYIO B IPOLIECCE
IICUXOTPOIHBIX IIpernaparoB y|pexuma mnoBblmieHus 1036l (200 mr/cyt B 2 mpuema;
MAleHTOB, HE  MPHHUMAIOMIKX |1uama3oH 103 ot 100 mr 1o 400 mr)

UHIYKTOPBI WIH UHTHOUTOPBI

TJIIIOKYPOHHU3alluH JIAMOTPUPKUHA

[Ipumeuanue: y maumentoB, npuHumaromux [I9I1, dapmakokuHeTHUECKOE B3aUMOJICHCTBUE

KOTOPBIX C JIAMOTPU/PKMHOM B HACTOAIICEC BPEMA HCU3BECTHO, PEKOMCHIAYCTCA COXPAaHHUTH
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COOTBETCTEYET 3KI
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Pe:xuM 103MPOBAHUS Henentad— 1= oA TR IRE o I EE 3

M aajee®

TEKYIIYIO 703y JaMOTPHKHUHA U TIPOBOAMTH MOA0O0P J03bI JIAMOTPUPKHHA B 3aBUCHIMOCTH OT
KJIMHUYECKOT'O OTBETA.

*[Ipu HEOOXOAUMOCTH 1032 MOXKET ObITh yBenmueHa 10 400 Mr/cyT.

a) Tepanus JZCZMOWZDL[OJ!CMHOM nocjie OmmeHbl KOM6MHMDO€CZHHOZZ mepanuu ¢ uH2u6umopamu

SAIKYpOoRU3ayuu ]ZCZMOI’I’IDMOJ!CMHCI, Hanpumep, edilbnpoamamu

[Tocie oTMEHBI BAJIBIIPOATOB, IEJIEBYIO CTA0MIN3UPYIOUIYIO 03y Ipenapara JlaMukTain cienyer
YABOUTH U MOJICPKUBATh HA 3TOM YPOBHE.

6) Tepanus aamompuodICUHOM NOCAE OMMEHbL KOMOUHUPOBAHHOU Mmepanuu ¢ UHOVKIMOpamu

2NIOKYPOHUZAUUU TAMOMPUOICUHA 8 3A8UCUMOCIIU O UCXOOHOU NOO0epHCUBauel 003bl. Imom

percum 001dice _Obimb __ UCHOIb308AH npu _npumeHeHuu d)eHul’l’IOqu, Kap6ama3enuna,

denobapbumana, NPUMUOOHA WU OPY2UX UHOVKINOPOE 2TIIOKYDOHUIAUUU JAMOMPUOICUHA

Jo3y npenapata JlamukTan ciemyer MOCTENEHHO CHMXKATh B T€YEHHE 3 HEAENb IOCIEe OTMEHBI
UHAYKTOPOB IIIOKYpPOHU3AIIUH.

6) Tepanus ]ZCZMOH’!DM@Z)!CMHOM nocJjie OMMEHRbL conymcmeyrnuwux nCuxomponHrsvlx npenapamaos, He

oKa3svlearouiux uH2M6MDVIOL{4€20 ujau quyuupwomezo GAUARUA  HA  2HIOKYPOHU3AUUIO

JAMOMPUOHCUHA

B nepuon oTMeHBl COMYyTCTBYIOIIMX IpenapaTroB JO/DKHA ObITh COXpaHEHa IiefieBas [03a
npenapara Jlamukran, JOCTUTHYTask B IPOLECCE PEKUMA OBBILIEHUS 103bI.

Koppexyus cymounoii 0031 npenapama Jlamuxman y nayueHmos ¢ Ounoaiapuvim agghexmusHuim
paccmpoiucmeom nocie 0obasnenus opyeux npenapamos (Tabaiuya 5)

OTCyTCTBYeT KIMHHYECKHI OMBIT B KOPPEKIMH CYTOYHBIX 103 Mpemapara Jlamukran mocie
nobaBieHust Apyrux npemnapatoB. OJHaKO Ha OCHOBAaHMHM HCCIENOBAaHMN IO OLEHKE
B3aMMOJIEHCTBUS ITpenapaToB MOTYT ObITh NPEAIOKEHBI clieyomue pekomenaauuu (Tabnuua 5).

Tadauua 5. Koppekuus cyTouyHbIxX 103 npenapara Jlamukran y B3pociabix (18 jer u crapie)
¢ OMnoJasApHBIM a)PeKTUBHBIM PACCTPOIICTBOM MOCJ/Ie J00aBJIEHUS IPYTUX NMPenapaTon

Pexxum no3upoBanus Texymas Heneasi 1| Henens 2 | Heneas 3
CTa0MJIM3UPYIOIIAs U 1ajiee
71032 JAMOTPH/KMHA
(Mr/cyT)

a) JoGainenre  mHTHONTOPORB|200 MI 100 mr CoxpaHHTh 103y
TIIIOKYPOHHU3AIMA  JIAMOTPHJDKHHA 100 mr/cyT.
(nanpuwep, BanbnpoaTovB) ®(300 mr 150 mr CoxpaHUTh 103y
3aBUCUMOCTH OT WCXOMHOH JT03BI 150 Mr/cyr.
JaMOTPHUKUHA

400 mr 200 mr CoxpaHuTh 103y

200 mr/cyT.
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COOTBETCTEYET 3KI( OTUYET
Pe:XuM 103HPOBAHMSE Tekymas MO RA R T o Henena 3
cTa0MIN3upYyomas U 1ajee
1032 JJAMOTPHKMHA
(Mr/cyT)
0) JloGaBnenue uHAYKTOpoB|200 Mr 200 mr 300 mr  |400 mr

TJIIIOKYpOHH3aln JIAMOTPpUIKHWHA Y

HalMCHTOB, HC noxyvaromux|150 mr 150 mr 225 mr 300 mr
BaJbIIPOAThl, B 3aBUCUMOCTH OT

. 100 mr 100 mr 150 mr 200 mr
UCXOIHOU J03bI JIAMOTPHUKHHA.

DTOT  peXHM  JOJDKeH  OBITh
UCIIOJIb30BaH  TMPH  NPUMCHEHHHU
¢dennronHa, Kapbama3zenuna,
¢denobapOuTana, NPUMHUAOHA HITH
JIPYyTUX UH]IyKTOPOB
[IIIOKYPOHU3AIMH JITAMOTPHDKHUHA.

B) JlobGaBnenue napyrux npemnaparos,|[lognepxuBath 11e1€BYIO 103y, JOCTUTHYTYIO B IIPOIIECCE
KOTOpBIE HE OKa3bIBAIOT |peKMMa MOBBIIICHUs 10361 (200 Mr/cyT; nuama3oH 103 OT
3HauuTeNnbHOrO  MHAYynupyromero|100 mr go 400 mr)

WIM WHTHOUPYIOLIEro JAEWUCTBUS Ha
[IIIOKYPOHU3ALUIO JTAMOTPUKHHA

[Tpumedanue: y manueHToB, npuauMarommx [10I1, dapMakokmHeTHYECKOE B3aMMOICHCTBHE
KOTOPBIX C JJAMOTPHJIKUHOM B HACTOSIIEE BPEMS HEM3BECTHO, TOJDKEH HCIIOIb30BAThCS PEXKUM
JO3MPOBAHUS, PEKOMEHJOBAHHBIN [UIS TPUMEHEHHUs JIAMOTPHUKMHA B KOMOWHAIMH C

BaJIbIIpOaTaMH.

Ommena mepanuu npenapamom Jlamukman y nayueHmos ¢ OUNONAPHLIM aghhekmusHbim
paccmponucmeom

Bo Bpems mpoBeneHHs KIMHUYECKMX HCCIIEOBAaHMM pe3kas oTMeHa mpenapaTta Jlamukran He
BbI3bIBaJIa YBEJIMYEHHUS YaCTOThI, TSKECTH WIM U3MEHEHUS XapaKTepa HeXeNnaTeIbHbIX peakuil

10 CPaBHEHMIO C I1aedo.

TaKI/IM 06pa30M, ImagueHTaM MOXXHO OTMCHSTH HpenapaT .HaMI/IKTaJ'I 663 ITIOCTCIICHHOT'O CHUXKCHUSI
€ro JI035I.

Obwue pexomenoayuu no 003uposanuro npenapama Jlamuxman y ocoovix epynn nayueHmos

Kenwunol, npunumaroujue 20pMOHAIbHLIE KOHMPAUEHNINUGDL

a) Ilpumenenune mnpemnapaTta JlaMuKTanm MalMEHTaMH, YiKe MOJYYAKIIMMH TOPMOHAJIbHbIE

KOHTpauecnTuBbI.

HeCMOTpH Ha TO, 4YTO MNCPOPAJIbHBIC TOPMOHAJIBHBIC KOHTPALCIITHBBI IMOBBIIIAKOT KIWUPEHC
JaMOTpHUIKHHA, OTCYTCTBYCT HGO6XOJII/IMOCTI) B CHEHUAJIBHBIX PEKOMEHIAANUAX I10 PEKUMY
IMOBBIIICHUA 1O03bI IIpErapara JlaMuKTaT B CBSI3HM C IMPUEMOM TOJIBKO TOpPMOHAJIBHBIX

KOHTpalClITUBOB. PexxuM  TIOBBIITICHUS A03 JOJDKEH COOTBETCTBOBATH PECKOMCHIYCMBIM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 05.07.2024 N= 13601

inoc OB, HOCTE 0008)
YKa3aHUsSM B 3aBUCHUMOCTH OT TOTO, J0OaBIfETCS Hnrll'rper;li% %I'alilfl— K~ BAIBIIpOaTaM

(MHTHOWTOpPaM  TIIIOKYPOHHU3AIlMKM  JaMOTPUDKWHA) WM HMHIAYKTOpaM  TJIIOKYPOHH3aIuU
JAMOTPHUDKUHA, WM Tpernapar JlaMUKTal NPUMEHSETCS B OTCYTCTBUE BaJbIIPOATOB WU
WHIYKTOPOB TIIOKYPOHHU3AUHU JaMOoTpupkuHa (cM. Tabmuiy 1 s npuMeHeHUs TIPU STTHIICTICHA
u Tabmuiy 3 1y npuMeHeHus Tpu OUMoasipHOM aEKTHBHOM PacCTPOMCTBE).

0) [IpumMeHeHNe TOPMOHAJIBHBIX KOHTPALENTHBOB IMAlMEHTAMH, V)K€ MOJYy4alOIUMU
noajepKuBaromme 103bl  npenapara Jlamukran u  HE  momydaromuMu  MHAYKTOPBI
[IIIOKYPOHHU3AIUH JIAMOTPUKUHA.

B GosbminHCTBE ciydaeB TpeOyeTcs MOBBIIMICHHE MO ICPIKUBAIOIICH 10361 TAMOTPHKAHA, HO HE
Oosmee yemM B 2pa3a. [Ipy Ha3HAYCHUMH TOPMOHAIBHBIX KOHTPAIICTITUBOB PEKOMEHIYETCS
MOBBINICHHE J103b1 JamMoTpupkuHa Ha 50-100 mMr/cyT KaXayro HESII0 B 3aBUCUMOCTH OT
KIIMHUYECKOW KapTHHBL. He pexomMeHyeTcsl MpeBhIlaTh JaHHbIE 3HAYEHUs, €CIH KIMHUYECKOe
COCTOSTHUE MAallMeHTa He TpeOyeT NanbHeHIIero NoBbIIeHus 1036l penapaTa Jlamukrar.

B) [Ipexkpaiienne mnpueMa TOPMOHAJIBHBIX KOHTPAUENTHBOB  TAaIlMCHTAMH,  YyKe
MOJTy4YaloIMMU MOJIep KUBaroIue 1036l npenapara Jlamukran u HE nonyvarommmu HHAYKTOPbI
TIIIOKYPOHHU3AIUH JIAMOTPUKHUHA.

B OonbmmHCTBE citydaeB TpeOyeTcsi CHUKEHHE J103bI penapara Jlamukran, HO He Oosee ueM Ha
50 %. PexomeHiyeTcsl MOCTETIEHHOE CHUKEHHE CYTOYHOM J03bI mpemnapara Jlamukran Ha 50—
100 mr kaxxayro Helenro (CKOPOCTh CHIKEHHUS HE TOJKHA MPEBbIMAaTh 25 % OT CyTOYHOI /10361 B
HEZIeN0) B TeueHue Oonee 3 Helelb, eCii KIMHUYECKOE COCTOSHUE TalleHTa He TpeOyeT MHOTO.

HpuMeHeHue ama3aHa6upa/pum0Ha6upa

HCCMOTpH Ha TOT (I)aKT, 4TO IIpH COBMCCTHOM IIPHUMCHCHHUHU C aTa3aHaBI/IpOM/pI/ITOHaBI/Ip0M
KOHICHTpAU JaMOTPpUIKHHA B IJIa3ME€ KPOBU CHUIKAJIACh (CM. pasaei 45), KOPPECKI WU pCiKUMa
AO3UPOBAHUA npemnapara JlamMukTan npu OIHOBPECMCHHOM NIPpUMCHCHHUN C
aTa3aHaBI/IpOM/pI/ITOHaBI/IpOM HC Tpe6yeTCSI. [ToBbImIeHHE [03BI Ipenapara JlaMuKTanm AOMKHO
MMPOBOAUTHCA HAa OCHOBAHUU peKOMeHHaHHﬁ, nucxoasa mu3 Toro, ,I[OGaBJ'IHCTCH JIA JIaMOTPUJPKUH K
TE€pariiu BaJIbIIpOATaMH (I/IHFI/I6I/ITOpBI TIIOKYPOHU3AIlUU J'IaMOTpI/II[)KI/IHa), mmbo K TCpaIrnu
HHAYKTOpaMHu TJIIOKYpPOHHU3aAlUN JIaMOTPU/PKUHA, 6o JJaMOTPpHUJUKUH  TPUMCHACTCA B
OTCYTCTBUC BAJILIIPOATOB NUJIM HHAYKTOPOB I'NTFIOKYPOHHU3AIUHN JIAMOTPHU?KHHA.

Yy ManuCHTOB, YXC MNPHUHUMAKOIMUX MTOAACPKHUBAIOIINEC OO3bI IIpeIiapaTa JlamukTan u He
MMPpUHHUMAIOIIUX HHAYKTOPBI TIIFOKYpOHHU3alun JIaMOTpHUIKHUHA, npu MIPpUMCHCHUHN
aTa3aHaBI/Ipa/pI/ITOHaBI/Ipa A03Y JIaMOTPUP’KHA BO3MOKHO 6y,[[eT HCO6XO,Z[I/IMO IMOBBICUTD, a IIPU
OTMCHC aTa3aHaBI/Ipa/pI/ITOHaBI/Ipa — IIOHHU3HUTD.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmoi nosxcunozo 6ospacma (cmapuie 65 iem)

He tpeOyercst mpoBOAUTh KOPPEKIMIO PeKUMa JO3MPOBAHUS 110 CPAaBHEHUIO C PEKOMEHIyeMOn
cxeMoi. PapMaKOKMHETHKAa JaMOTPHJKMHA B 3TOH BO3pacCTHOM TIpyIIE IPaKTUYECKH HE
OTJIMYAETCS OT TAKOBOM y B3pOCIBIX JIUL B BO3pacTe 10 65 JeT.
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(NOCNEQCBATENEHOCTE 0008)

Ilayuenmul ¢ Hapywenuem QynKyuu novex

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

HaHI/IeHTaM C TOYCYHOM HCAOCTAaTOYHOCTBIO IIp€riapar JlammkTan CJICAy€T HasHadYaTb C
OCTOPOKHOCTBIO. Z[J'IH MNaluceHTOB C TCpMHHaHBHOﬁ CTa,HI/Ieﬁ MMOYCYHOM HEOOCTATOYHOCTH
Ha4YaJIbHBIC O3Bl IIpCIiapara JlammkTan CIIEAYCT pacCUUTBIBATh B COOTBETCTBHU C PCKUMOM
A03UpOBaHuA i1 NAaOUCHTOB, IIPUHHUMAKOIIUX [1D11. I[J'IH NalMEHTOB CO 3HA4YUTCIIbHBIM
CHHXXCHHUEM (I)YHKI_[I/II/I MOYEK MOXKET OBITH PEKOMEHAOBAHO CHUKCHHUEC IMOAACPKUBAOIIUX O03.

Tlayuenmsi ¢ Hapywenuem gyukyuu nevexu

HauanpHyto, BoO3pacTarollyl0o M MOJICPKUBAIOIIYIO J03bl OOBIYHO CIEAYeT YMEHbBIIUTh
npubnu3utenbHo Ha 50 % u 75 % y nanueHToB ¢ ymMepeHHo# (cranus B no mkane Yainn-I1sto)
u 1sokenod (cramus C mo mkane Yaina-I1eto) creneHpto HapymieHus (QYHKIUMH T€YEHU
COOTBETCTBEHHO. Bo3pacraromas u mojaepKuBaromias J03bl JOHKHBI KOPPEKTUPOBATHCA B
3aBHCUMOCTH OT KJIMHUYECKOTO0 3deKTa.

eTu
Dnunencus

Jemu maaoue 3 1em

HpI/IMeHeHI/IC npcriapara JlamukTanm He HN3YUCHO B Ka4Y€CTBC MOHOTCpAIINH Y I[eTeﬁ B BO3pPaCTC 10
2 JIeT UJIH B KQ4eCTBE ,I[OHOHHHTCHBHOﬁ TCpalu y z[eTeﬁ B BO3pacCTC 10 1 Mecsia. bezomacHocThb
u 3(1)(1)6KTI/IBHOCTB npcerapara JlaMuKTan B KadyecTBe HOHOHHHTGHLHOﬁ TCpalluy IaprnuaJIbHbIX
[IpUIagKkoB y z[eTeﬁ B BO3PacCTC OT 1 MEciaLa 10 2 JIeT He YCTAaHOBJICHBI.

VY nerteii mnaamie 3 neT NpUMEHEHUE TBEP/IbIX JEKAPCTBEHHBIX (POpPM (KOTOpBIE MpeaBapUTEIHHO
HEJb35 PACTBOPUTSH U T. I1.) HE Pa3perIeHo.

bunonapnoe agpgpexmusnoe paccmpoiicmso

Jlemu u noopocmku maaoute 18 1em

[Ipemapar JlamukTan He Moka3aH Uil JIedeHHUs] OUTONSApHOTO ad(EeKTUBHOTO paccTpoicTBa y
JeTel U MOAPOCTKOB Miaamie 18 er.

bezonacHocTh M 3¢ (eKTUBHOCTh MPUMEHEHHSI JTAMOTPHIKIHA TIPpU OUIOISIPHOM apPEeKTUBHOM
paccTpoiicTBe y NAIMEHTOB 3TOW BO3PACTHOH TpyNNbl HE OLEHUBAIUCH. TakuMm o00pa3om,
PEKOMEHIALUU 110 JO3UPOBAHUIO IIPEUIOKUTH HEBO3MOXKHO.

Crooco0 rmpuMeHeHus

BuyTps.

TaOneTku ciemyeT NporyiaThiBaTh LEIMKOM, HE Pa3KeBbIBasi U HE pa3iaMbIBasl.

Ecnu paccunrannas no3a npemnapara Jlamukran (Hanpumep, MpH IPUMEHEHUHU Y JIeTel (TOIbKO
IpY SMUJIETICUN) WIIH Y TTAIIUEHTOB ¢ HapylIeHHeM (YyHKIIMU MeYEeHH) HEe MOXET OBbITh pa3JiesneHa
Ha 1eJI0€ KOJIMYeCcTBO TabaeToK 0oJiee HU3KOM JO3UPOBKH, TO MALMEHTY JOJKHA OBITh Ha3HAYEHA

Takas J103a, KOTOopas COOTBETCTBYET OJIMKAWMIIIEMy 3HAYCHHUIO IIeJIoW TalJeTku Oosiee HU3KOM
JIO3UPOBKH.
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(NOCNEQCBATENEHOCTE 0008)

Boszobnosenenue npumenenus npenapama

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Ipy BO300OHOBIIEHMHU JIEYEHHsS Bpay JODKEH OICHUTh HEOOXOIMMOCTb IOBBIIICHUS [0
noJAJepKUBarolell 103bl npenapara JlamMukTan mnanueHTaM, KOTOpbIE MPEKpPaTUiId MpUeM
npernapaTta mo Kakou-mu0o MpHYMHE, MOCKOJIbKY BBICOKHME HAayalbHbIE TO3bl U OTKJIOHEHHE OT
PEKOMEHIyeMOI'0 pPEeXUMa IOBBIIICHUSI J103bl COMPOBOXKIAIOTCS PUCKOM DPa3BUTHUS TSHKETION
dopmbl ceimu (cMm. pazzaen 4.4). Uem Oosbliie OpOILIO BPEMEHH IOCHE MOCIEIHEro IpuemMa
mpemnapata, TeM C OOJbIIeH OCTOPOKHOCTBIO CIIeAyeT MOBBIIIATh 03y IIpernapara [0
noanepkuBaromieii. Eciu Bpemst mocne mnpekpalieHds MpueMa MpeBbIaeT S5 TepuoioB
nosyBeIBeleHUsT (CM. paszmen 5.2), TO J03a JIaMOTPUUKMHA JOJDKHA TOBBIIATHCA /10
MOJIJICP>KUBAIOIIEH COrNIACHO COOTBETCTBYIOIICH CXeMe.

[Tpuem npemnapara JlaMukTan He cieayeT BO3OOHOBIATH y MAIlMEHTOB, IPEKpAlllEeHUE JeUEHUs y
KOTOPBIX OBLIO CBA3aHO C MOSIBJICHUEM CHIIIU, KPOME CIIy4aeB, KOT/la MOTEHI[HaIbHAs 0JIb3a OT
TaKOH Tepanuu OYEBUIHO MPEBHIIIAET BO3MOXKHbBIE PUCKH.

4.3. IlporuBomoka3zaHusi

['unepyyBCTBUTEIBHOCTh K JAMOTPHKUHY WIM K JIOOOMY U3 BCIOMOTATENbHBIX BEIIECTB,
NepeurciIeHHoMY B pasjnene 6.1.

4.4. OcoOble ykazaHHusi 1 Mepbl PEI0CTOPOKHOCTH NIPH NPUMEHEHUH

KoskHbIe HeKellaTeIbHbIE PEaKIIuU

HmeroTcst cooOLIEHUs] O HEXKEIATSNbHBIX PEaKIUsIX CO CTOPOHBI KOXH, KOTOPBIE OOBIYHO
BO3HHKAJIM B TEYCHHUE MEPBBIX 8 HEZEIb [M0CIe Havalla JIeYeHHs TaMOTPUKUHOM. BolbmHCTBO
KOKHBIX BBICHIITAaHUI HOCUT JIETKUI XapaKTep U MPOXOAUT CAMOCTOSATENBHO, OHAKO TaKXKe eCTh
COOOIIEHHS O TSDKENBIX KOXKHBIX PEaKIHAX, MOTPEOOBABIIMX TOCHUTAIM3ALNH IAllEHTa |
OpeKpalleHuss npuemMa JamMoTpupkuHa. OHM BKIIIOYANM TakKHe MOTEHUHAIBHO YrpoKarolliue
KHU3HU TSDKEIble KOXKHBIC HEeXeJaTelbHble peakiuu, kak cuuapoM CrtuBeHca-J[>KOHCOHa U
TOKCHYECKUH anuepMaibHbIil Hekpoiau3 (cuHapom Jlaitemna) (cMm. pasaen 4.8).

VYV B3poCibIX MNalMEHTOB, KOTOpPbIE MPUHUMAIM JAMOTPUDKMH B paMKaxX HCCIEIOBaHUN B
COOTBETCTBUU C OOLIETPUHATHIMU PEKOMEHIAIUSAMHU, TSDKEIbIe KOJKHBIE HeXKeIaTebHbIe peaKInu
BO3HMKaJIM ¢ yacToToM mpuMepHo 1 Ha 500 manmeHToB ¢ ’nuiencueil. [lpumepHo B nmojsoBuHe
ATHX CIIy4aeB 3apeructpupoBan cuuapom CtuseHca-/[xoncona (1 na 1000 narueHToB).

VY manueHToB ¢ OUMONSIPHBIMH PacCTPOWCTBAMU MPHU MpHUEMe JTaMOTPUIKUHA YaCTOTa TSAKEIBIX
KOKHBIX BBICBHITIAHUH 110 JAaHHBIM KJIMHHYECKUX UCCIIEIOBAaHUN COCTABIIAET MPUOIU3UTENHHO | Ha
1000 mamueHToB.

VY nereii puck pa3BUTHS TSHKEIBIX KOKHBIX BBICHITIAHUH BBIIIE, YeM y B3pocibiX. [To nMeromumcest
JTAHHBIM, TIOTyYE€HHBIM B HECKOJIBKUX HCCIIEOBAHUSIX IO OIEHKE MPUMEHEHUs JTaMOTPHIKUHA,
94acTOTa KOXKHBIX BBICHITIAHHH, TOTPEOOBABIIMX MOCIIUTAIH3AIINH, Y IeTeil cocTtaBmsuia oT 1 Ha 300
1o 1 ma 100 merei.

V nereil HadalIbHBIS IMPOABJICHUA CBIIIK MOTYT OBITH OIIMOOYHO IIPUHATHI 34 I/IH(l)CKL[I/IIO, MMO3TOMY
Bpaunu MOOJDKHBI MNPUHUMATL BO BHUMAHUC BO3MOXHOCTb PCAKIHNH JeTe Ha rnpenapar,
HpOHBJ’IHIOH.ICﬁCH Pa3BUTHUCM CBIIIA U JINXOPAAKHU B IICPBBIC 8 HEACIb JICUCHUA.
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Kpowme Toro, obmiuii puck pa3BUTHS CHINH, IO BECH BUAUMOCTH, B 3HAYNTECILHON MEPE CBIA34H C:

— BBICOKOM HayalbHOW J030H JaMOTPUKMHA M MPEBBIILICHUEM PEKOMEHAYEMOM CXEMBbI
MOBBILICHUS 103bI BO BpeMsl Tepanuu JaMOTPUIKUHOM (CcM. paznen 4.2);

— OJIHOBPEMEHHBIM NPUMEHEHHEM BaJibIipoata (cM. pazzaen 4.2).

Taxoke He00X0AUMO TPOSIBIIATH OCTOPOKHOCTh MPHU JICUCHUH MAIMEHTOB, UIMEIONNX B aHAMHE3e
QJUIEPrUYecKUe PEAKUU WIM ChIIb B OTBET HA IPUEM JAPYTUX MPOTUBOMMUIECHTHYECKUX
IpenapaToB, MOCKOJIBKY YacTOTa Pa3BUTHS CHINHU (HE KiacCHU(PUIMPOBABIICHCS KaK cepbhe3Hast)
1ocjie IPUMEHEHU S JIAMOTPU/KMHA Y MTallMEHTOB C TAKUM aHaMHE30M Obljla B TP pa3a BbIIIE, YEM

Yy NaUCHTOB C HCOTATOMICHHBIM AHAMHC30M.

[Ipu oOHapy>XeHHHM CBIIIM BCE MAIMEHTHI (B3pPOCIbIE W JETH) JOJDKHBI OBITh HEMEMJICHHO
OCMOTPEHBI BpayoM, MpHEM JAMOTPUKMHA JOJDKEH OBbITh HEMEIJICHHO NpeKpalleH, 3a
UCKIIFOYEHHEM TEX CIIy4aeB, KOIJa OYEBHUJIHO, YTO PA3BUTHUE CHIIIM HE CBA3aHO C IPUMEHEHUEM
npenapata. He pexomeHayeTcsi BO3OOHOBIATH MpUEM JIAMOTPUKHHA B CIy4asX, KOrja €ro
IpeIECTBYIOEE Ha3HAUEHUE ObLJI0 OTMEHEHO M3-3a Pa3BUTHS KOXKHOM peaklu, CBSI3aHHOM ¢
IIPUMEHEHUEM JIAMOTPUIKAHA, 33 UCKIIFOYEHUEM CIIy4aeB, KOTJa 0KMIAEMbI TEPaIeBTUYECKUI

a¢deKT OT MPUMEHEHHS Mpenapara OYeBUIHO MPEBHIIIACT BOSMOKHBIC PUCKH.

Coo0majioch Takke, 4TO CHIIIb MOXKET Pa3BHBATHhCS KAaK YacTh JIGKAPCTBEHHOW pEAKIMH C
so3uHOmiMeit u cucremMHbiMu TiposiBieHUs MU (DRESS-cuunpom), Takke HW3BECTHOH Kak
CHUHJPOM THUIIEPUYBCTBUTEIHHOCTH. DTO COCTOSIHUE CBS3aHHO C PA3JIMYHBIMU CHCTEMHBIMU
MPOSIBIICHUSIMU, BKJIIOYAsl JIMXOPAAKY, TUMQaICHONATHIO, OTEYHOCTh JIMIA, HAPYIICHHS CO
CTOPOHBI KPOBH, TICYCHH, IMOYCK U aCCNITUICCKUI MEHUHTHUT (cM. pa3zen 4.8). Tskxects DRESS-
CHHJpPOMA BapbUPYET B IMIMPOKUX MPEILNIaX U B PEIKUX CIydasX MOKET MPUBOJUTH K PA3BUTHIO
JABC-cunapoMa M TOJMMOPTaHHOW HEAOCTAaTOYHOCTH. HeoOXoIMMo OTMETHUTh, YTO paHHUE
MPOSIBIICHUSI CHUHAPOMA THUIEPUYYBCTBUTEIHLHOCTH (TakuWe Kak JMXOpajaka, JTuMdaaeHomnaTus)
MOTYT HaOJIOJAThCS JaXe B OTCYTCTBUE SIBHBIX NMPU3HAKOB CHIMH. [Ipu pa3BuUTHU MOAOOHBIX
CHMIITOMOB TAITMEHT JODKEH HEMEIJIEHHO OOpaTUThCS K Bpady, €ciii He OyJeT yCcTaHOBJIEHa

Apyras nppuyruHa CUMIITOMOB, JIAMOTPU/KUH CIICAYET OTMCHUTD.

AcenTtryecknii MEHUHITUT

AcenTuueckuii MEHUHTUT B OOJIBIITMHCTBE CIydaeB ObLJI 0OpaTUMBIM MPU OTMEHE TIpenapara, Ho
B psiJie CIy4yaeB PEIUJAMBUPOBAI TPH TMOBTOPHOM Ha3HAUYE€HUM JaMmoTpupkuHa. [loBTOpHOE
MpUMEHEHHUE MperapaTa MPUBOAWIO K OBICTPOMY BO3BpAIICHUIO CUMIITOMOB, KOTOpBIE YacTO
Habmoanuch B Oonee Tspkenmoit (opme. JIaMOTpUIKUH HE ClelyeT Ha3HauaTh IHOBTOPHO
nanueHTaM, y KOTOPBIX JIeYeHHWE paHee ObUI0 OTMEHEHO H3-3a Pa3BUTHs aCeNTHYEeCKOTo
MEHUHTUTA, CBA3aHHOTO C MPUMEHEHHEM JIAMOTPHIKUHA.

Temodaroumrapusiii uMmdoructuountos (I'JII)

VY nmanueHToB, NPUHUMAIOIINX JITAMOTPU/DKUH, OBLIIM 3aperucTpupoBaHbl ciaydan passutus [JII
(cM. paznen 4.8). I'JII' mpeacraBnser coO0M CHHAPOM MATOJIOTMYECKOW aKTHBALMM UMMYHHOMH
CUCTEMBI, KOTOPBI MOXET MPEACTaBIATh yrpo3y Ui xku3Hu. I'JII' xapakrepusyercs Takumu
KJIIMHAYECKUMHU IPOSBICHUAMM, KaK JIAXOpPAJKa, Cblllb, HEBPOJOTUYECKUE CUMIITOMBI,
rernarocivieHoMeranusi,  jJuMdaaeHonaTtus,  LUTONEHUS,  MOBBIIIEHHE  CHIBOPOTOUHOM
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KOHIIGHTpanuu  (eppuTHHA, THIEPTPHUTIINIIC Hz[eMH;I'-,n'ﬁa'tMH 4 T@J}‘—f I'Fi}'/IT'_IlIlel"I'eIII-ﬁ/II 3|

CBCPThIBAHHUA KPOBH. Kax IIpaBHUJI0, CUMIITOMBI IOABJIAIOTCSA B TCUCHUC 4 HEACDb ITI0CJIC Hadajia
JICUCHU.

HeoOxomumo HememnieHHO oOcienoBaTh MAlMEHTOB, y KOTOPBIX pa3BUBAIOTCS YKa3aHHbIE
CUMITOMBI, YTOOBI HcKMounTh AuarHo3 I'JII'. Cremyer npekpaTuTh JIe4YeHUE JTaMOTPHUIKUHOM,
€CJIU JpyTras NPUYUHA Pa3BUTHS CUMIITOMOB HE MOXKET OBITh YCTAHOBJICHA.

CyuimaanbHbIA PUCK

CuMnTOMBI Jenpeccu W/ uiu OUnoispHoro ageKTUBHOTO pacCTPOIICTBA MOTYT OTMEYAThCs Y
MAIMEHTOB C 3nuiencuei. Takxke ObLIO MOKa3aHo, YTO MAI[UEHTHI C AMWICTICUEH U OUIOJISIPHBIM
paccTpoiicTBOM HaXOASITCS B IPYIIIE BBICOKOTO pUCKa CyHUIIHIOB.

VY 25-50 % nauuenToB ¢ OumnosigspHbIM ad(HEeKTUBHBIM PACCTPOMCTBOM HaOIIOJaNIach XOTs Obl
OJTHA CYMIIMJIAJIbHAS TIOMBITKA; Y TAKUX MAIUEHTOB MOXKET OTMEYAThCS YCyryOIeHne CHMIITOMOB
JCTPECCUU  W/WIIM  TIOSIBJICHHE CYUIUAATBHBIX MBICJICH HM CYyMIHUJAILHOTO IOBEICHHUS
(cyMIMIAbHOCTR), HE3aBUCUMO OT IMpHEMa MpernaparoB JUIsl JICYCHUS OWIIOJIIPHOTO
paccTpoicTBa, BKIFOYAS JIAMOTPHIKHH.

CyunuaansHbple MBICIIA U CyHIIMIaJIbHOE MOBEACHUE OTMEUAIHNCh Y MAlMEHTOB, MPUHUMABIINX
[1311 mo HECKONBKUM MOKa3aHUSM, BKIIOYAs JMHIICTICHI0O U OUIOSPHOE paccTpoiicTBO. Mera-
aHAJIM3 PaHIAOMHU3HPOBAHHBIX Iale00-KOHTponupyeMbix wucciegoBanuii [1911  (Bkitouas
JAMOTPHIKUH) TaKXKe MOKa3aJl He3HAUUTENbHOE YBEIIMYCHHE CYUIIUIAIBHOTO prcka. MexaHu3M
pa3BUTHS JTAHHOTO PUCKA HEU3BECTEH, HO JIOCTYIHBIC JaHHBIE HE HCKIIOYAIOT BO3MOXKHOCTHU
MOBBILICHUS PUCKA CYHIIUJIA TIPYU TPUMEHEHUH JTAMOTPUKIHA.

Takum 06p330M, IManKMCHTHI AOJXKHBI HAXOAUTHCA I10J TIIATCIbHBIM Ha6J'IIOI[eHI/IeM Ha MMpeaAMCET
BO3HHUKHOBCHUA CYUIUIAIBHBIX MbICIEeH M moBeAcHUs. IlanmeHTh (I/I Jiana, oCymeCTBIAOMINC
yxona 3a HaLII/IeHTaMI/I) JOJI?KHBI OBITh HpOI/IH(I)OpMI/IpOBaHLI ) HeO6XO,[[I/IMOCTI/I MEIUITMHCKOMN
KOHCYJIbTallU ITPU BOBHUKHOBCHHUU TAKUX CUMIITOMOB.

bunoisipaoe addeKkTUBHOE PACCTPONCTBO

VY nanueHToB ¢ OuNoOspHBIM a(()EKTUBHBIM PacCTPONCTBOM, MOITYYAIOUUX JaMOTPUIKUH,
HEOO0XOMMO THIATEIbHO MOHUTOPHUPOBATH CHUMIITOMBI KJIMHHYECKOIO YXYIIIEHUS (BKIIOUYas
NOSIBJICHHE HOBBIX CUMIITOMOB) M CYWUIMJATbHOCTH, OCOOCHHO B Hayaje JICUeHHs 1 B MOMEHT
W3MEHEHHUs 103bl Ipenapara. IlanuenTs], y KOTOpPbIX B aHaMHE3€ OTMEYAINCh CyUIUAAJIbHBIC
MBICIM WJIN CYUIMJAIBHOE TMOBEICHHE, MOJIOJbIE MALMEHThl W TAlUeHTHl C BBIPAKEHHBIM
CYMLIMJAIbHBIM MBIIUICEHUEM JI0 Hayajla JIEUYEHUS OTHOCATCS K TpyIIE BBICOKOTO pHCKa
BO3HUKHOBEHUS CYMUUAAIBHBIX MBbICIEH WM CyMUIMIAIBHOTO IOBEIEHUS; TaKue MalleHThI
JIOJKHBI HAXOAUTHCS 1101 CTPOTUM HAOJIIOICHHEM BO BpeMs JICUCHHUS.

ITanmenThI (I/I Jiia, OCYHICCTBIIAOIINC YXOI 3a HaI_II/IeHTaMI/I) JOJIDKHBI OBITh npeaynpeKIACHbI O
HGO6XO,Z[I/IMOCTI/I HaGHIOI[eHI/IH Ha NpeaAMET JIFOOBIX yxy,umeHHﬁ COCTOsIHHUA IMAlIMCHTOB (BKJ'IIO‘-IaH
MOABJIICHHUEC HOBBIX CI/IMHTOMOB) Y/VIH TIOSIBIICHUS CynnuaaJIbHbIX MLICHCﬁ/HOBCﬂGHHH U MBICIIEH
O NpUYNHCHHUN cebe Bpcla U JOJIKHBI HCMCAJICHHO O6paTI/ITBCSI 3a MEJULIMHCKON IOMOIILIO npu
MNOABJIICHHUH TaKUX CHUMIITOMOB.

CJ'IC,Z[YCT paccMOTpPETh BO3MOKHOCTH BHCCCHUSA U3MEHEHHIl B CXCMY JICYCHH, BKJIIOYaAd
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BO3MOXXHOCTh OTMEHBI IIpernapara, y MalUeHTOB, V'Q&éﬁ'&g'ﬁfﬂ_}g&l& ";I: I]IIITII/III:}FIIYII ¢koe

yXyAlleHue (BKIOYas IMOSBICHHE HOBBIX CHMIITOMOB) W/WIM TOSIBJICHHE CYWLUJAIbHBIX
MBICTICI/TIOBeIeHUsI, 0COOCHHO €CIIH 3T CUMIITOMBI TSKEJIbIe, C BHE3AMTHBIM HAYallOM U paHee He
OTMEYAJIUCh.

Dnuiaencus

Pe3kas oTMeHa npuema JaMOTpUIKUHA, Kak ¥ apyrux 11311, Moxer cnpoBoIMpoBaTh peluanB
cynopor. Ecian cocrosiHue mamueHTa He TpeOyeT pe3KOro MpeKpalleHus JICYeHUsS B CBSI3U C
yIpo30ii 0e30MacHOCTH MalMeHTa (HampuMep, MPU MOSBIECHUU CHINK), 103y JAMOTPHUIKHUHA
CJIeTyeT CHUXKATh [IOCTETIEHHO B TE€UEHHE 2 Helleb.

B JUTEpATYpE HMMECIOTCA COO6H_[CHI/I$I O TOM, YTO TsXKCJIBIC CYOOPOXXHBIC IMPUCTYIIbI, BKIIFOYAA
SMUWJIETITHYSCKHUI CTatyC, MOI'yT IIPUBCCTH K Pa3BUTHIO pa6I[0MI/IOJ'II/ISa, IMOJIMOPTaHHBIX
HapymeHI/Iﬁ U JUCCEMHUHHUPOBAHHOI'O BHYTPHUCOCYANCTOI'0 CBEPTHIBAHHUA, HHOTAA C JICTAJIbHBIM
HCXOOO0M. HO,I[O6HBI€ cilydau Ha6J'IIOI[aJ'II/ICB Ha (I)OHC MMPUMCHCHHA JIAMOTPHU KU HA.

IlouyeuHas HETOCTATOYHOCTh

B wuccnemoBaHusaX mo OILCHKE nmpuema OHHOKpaTHOﬁ A03bl JIAMOTPpHUPKHMHA Yy IMAIIUCHTOB C
TepMHHaHBHOﬁ CT&,Z[HCIZ MMOYECYHOM HEOOCTAaTOYHOCTH HEC OBUIO BBISBIIEHO 3HAYUTEJIBbHBIX
W3MEHEHHI KOHOCHTpalUuKu  JaMOTpUIPKHMHA B ILIaBME€  KPOBH. O,Z[HaKO HaKOIIJICHUC
TIIIOKYPOHHUIHOT'O MeTabolIuTa BeChMa BEPOATHO, TIIO3TOMY H606XO,Z[I/IMO IIPOABJIATH
OCTOPOIKHOCTD IIPU JICUCHUHU IMAITUCHTOB C MMOYCYHOM HEAOCTAaTOYHOCTBIO.

Bpyragononoousie nsmeHenus Ha KT

Odenpb peako Ha oHe MPUMEHEHHs JTaMOTPUKIHA HAOII01aI0Ch pa3BUTHE Opyraono 00HbIX
u3menenuit Ha DKI', ofHaKO MPUYMHHO-CIIEICTBEHHAS CBSA3b C MPUMEHEHUEM JIAMOTPHUI)KUHA HE
yctaHoBieHa. [loaroMy nepea npuMeHeHuEM JaMOTPHIKMHA Y TTALIMEHTOB ¢ CUHApOMOM bpyrana
CJelyeT THIATeTbHO PACCMOTPETh BO3MOKHOCTh TAKOTO JIedeHUs (CM. pazaen 5.1).

Hapyiiienre cepieY4Horo puT™Ma ¥ IpOBOJIUMOCTH

PesynbTathl HCCIICIOBAHU I in vitro MOKa3allu, 4TO JaMOTPHIKUH oOmamaer
MPOTUBOAPUTMUYECKON aKTUBHOCTHIO Kilacca [B mpu nmpuMeHeHnn B TepaneBTHUECKH 3HAUMMBIX
KoHIeHTpanusax. CorjaacHo JaHHBIM UCCIIEIOBAHMM IN VItr0 TaMOTPHIKUH MOTEHIIMATEHO MOYKET
3aMeUISTh KENyA0YKOBYIO TPOBOAUMOCTS (pacuiupsist komiuiekc QRS) v BBI3BIBATH MPOAPUTMUIO
y TAI[UEHTOB C KIIMHUYECKU 3HAYUMBIMU CTPYKTYPHBIMU WM (PYHKIIHOHATHHBIMU 3a00JI€BaHUSIMU
cepana. CrnenoBaTenbHO, OXHAaeMas WM HaONroAaeMas IoJib3a MpU MpHEME JTaMOTPUHKHHA
JIOJIKHA MTPEBBIIATH MOTSHIIMATBHBIA PUCK CEPhE3HBIX MM (haTabHBIX OCTIOKHEHUI CO CTOPOHBI
cepana. OTHOBPEMEHHBIN MpHUEM IPYTHX OJOKATOPOB HATPHUEBBIX KAHAIOB MOXKET yBEIUYUTH
PHUCK BO3HUKHOBEHUS IpoapuTt™Muu (cm. pazzaen 5.1).

['opMoHaIbHBIE KOHTPALCITUBEI

Bnusanue SCOPMOHANIbHbIX KOHMpayuenmueos Ha qbapmaKOKuHemuKy JzaMompuc)ofcuHa

bouto mokazaHo, 4YTO KOMOMHHPOBAHHBIM Mpemapar STHHUIICTPAINON + JEBOHOPTECTpe
(30 Mkr + 150 MKT) mpUOIM3UTENEHO B 2 pa3a MOBHIIIAET KIMPEHC JAMOTPH/DKUHA, YTO IPUBOJIUT
K CHIDKEHUIO KOHLIEHTPAIMK JaMOTPUKUHA B I1a3Me KpoBH (cM. pazzen 4.5). [lpu HazHaueHun
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

CllydaeB TOTpeOyeTCs MOBBIICHNE TTOAIEPKUBAIOIINX 103 JIJAMOTPUDKAHA, HO HE Oosiee YeM B
2 paza. Y KCHIIMH, KOTOPbIE HE TOJIYYalOT MHIYKTOPHI TIIFOKYPOHUPOBAHHS JIAMOTPHUDKAHA U
NPUHUMAIOT TOPMOHAIBHBIC KOHTPAICNITUBBI 110 CXEME, BKIIOYAMOIICH HEIeno MpueMa
HEaKTHBHOTO Tpenapara (W HeIebHbIA NepephiB B IPUEMe KOHTPAIENITHBA), B ATOT MEPHO/T
BpeMeHU OyleT HaONroAaThCs TOCTEIIEHHOE TPAH3UTOPHOE TIOBBIICHHE KOHIICHTPALUU
naMoTpuKkuHa. [ToBBIIIEHNE KOHIIEHTPAIMK OYJIET BHIPAKCHO CHIIbHEE, €CITH YBEIIMYCHUE 03B
JaMOTPUKUHA OyJeT TMPOBOAMTHCS 32 HECKOJBKO JHEW 10 NpueMa WM B MEPUOJ TpUeMa
HEaKTHBHOTO Ipenapara (cM. pazzaen 4.2).

MenuunHckre pabOTHUKHU JOJDKHBI UMETh OTBIT BEJICHUS JKEHIUH, KOTOpble Ha (JOHE JIeUueHUs
JAMOTPHUKUHOM HAYMHAIOT WM MPEKPAIIaloT MPUMEHEHHE TOPMOHAIBHBIX KOHTPAUECHTHBOB,
MOCKOJIbKY B OOJIBIIMHCTBE CIy4aeB 3TO MOTPeOyeT KOPPEKLUHU A03bI JIAMOTPUKUHA.

I[pyrne MNCPOPAJIbHBIC KOHTPALCHITUBBI W T'OPMOHAJIbHASA 3aMCCTUTCIIbHAA TCpallus HC ObLIH
HU3YYCHBbI, OJHAKO OHMH MOTIYT OKa3bIBaThb HO,Z[OGHOG BJIMAHHUC Ha Q)apMaKOKI/IHCTI/I‘ICCKI/IC
mapaMeTphl JIAMOTPHUIKUHA.

Brusnue JZClMOI’I’lpl/lanCMHCl Ha qbapMaKOKuHemuKy COPMOHANIBHLIX KOHmMpayenmueoe

B wuccrnenoBanum c yvactueM 16 3M0pOBBIX JOOPOBOJIBIIEB COBMECTHOE MPHUMEHEHUE
JAMOTPUKUHA ¥ KOMOMHUPOBAHHOTO TOPMOHAIBHOTO KOHTpalenTHBa (COAEp Kallero
STUHWIACTPAIUON M JIEBOHOPTeCTped) MPHUBOJWIO K YMEPEHHOMY IMOBBILICHUIO KIIMpPEHCa
JIEBOHOprecTpesia ¥ HM3MEHEHUsAM KoHIleHtpaiuu ropmonoB (OCI u JII'). Bausuue stHX
W3MEHEHUH Ha OBYJSTOPHYIO aKTUBHOCTh SIMYHUKOB HEM3BECTHO. OJIHAKO HEJb3sl MUCKIOYUTh
BO3MOKHOCTb, YTO y HEKOTOPBIX KEHIIWH, MPUHUMAKOLIMX JAMOTPUIKUH U TOPMOHAJIbHbBIE
KOHTPALICTITUBBI, 3TH U3MEHEHUS MOTYT BBI3BaTh CHIDKEHHE d()D(PEKTHBHOCTU KOHTPAILIETITUBOB.
[ToaToMy >KEHIUHBI, TPUHUMAIOLINE JAMOTPHUIKUH, JOJKHBI OBITh MPOUHCTPYKTUPOBAHBI O
HEOOXOMMOCTH HEMEIJICHHO coo0IIaTh Bpady 00 M3MEHEHHSIX B XapaKTepe MEHCTPYalbHOTO
LHKJA, T.€. O KPOBOTEUEHUAX BHE MEHCTPYaAIbHOIO LIMKJIA.

Jur I/II[DOd)OJ'IaTDeI[VKTaBa

.HaMOTpI/I,[[)KI/IH SIBJISICTCS CIIa0bIM I/IHFI/I6I/ITOpOM ,Z[I/IFI/II[pO(bOJ'IaneI[YKTaSLI, MMO3TOMY CYHICCTBYCT
BEPOATHOCTDH BO3ICHCTBUSA npemnapara Ha MeTa00JI13M (bOJ'IaTOB npu €ro aJIUTCIbHOM
IMPUMCHCHHUHU. OI[HaKO OBLIO IMMOKa3aHO, 4YTO JIAMOTPU/KUH HE BbBI3bIBACT CYIICCTBCHHBIX
W3MEHEHHI KOHIOCHTpAalnnu FGMOFHO6I/IH3, CpCaHCToO o0Bema OpUTPOLOUTOB W KOHUCHTPALIUH
(I)OJ'IaTOB B IUIA3MC KPOBU HIIM DPUTPOLUTAX HNPU MIUTCIBHOCTHU IMPUMCHCHUA IIp€riapara 0
1 roaa, a Tak’K€ HE BbI3bIBACT CYIICCTBCHHBIX H3MEHEHUH KOHIOCHTpAIUH (1)OJ'IaTOB B OpUTPpONUTAX
pUu AJIATCIIBHOCTU ITPUMCHCHMU ITpETiapaTa 10 5 m;er.

Biausaue naMoTpuKMHA Ha CVGCTDaTLI IICPCHOCYMKOB OPraHUYCCKUX KATHOHOB 2 (OCT 2)

JlaMOTpHIKUH  SIBISIETCS MHTHOMTOPOM  KAaHANBIEBOM CEKpElUU TOCPEICTBOM OEIIKOB-
NepEeHOCYNKOB opranudeckux katuoHoB 2 (OCT 2) (cm. pazmern 4.5). DTo MOXET HPUBECTH K
MOBBIIICHUIO TUIA3MEHHOM KOHLIEHTpAlMu HEKOTOPBIX JIEKAPCTBEHHBIX IpEnapaToB, KOTOPHIE
BBIBOJIATCS TJIaBHBIM 00pa3oM uepe3 mouku. COBMECTHOE NpPUMEHEHHE JaMOTPUIKUHA U
cyoctparoB OCT 2 ¢ y3KuM TepameBTHUECKUM [Wala3oHOM, Hampumep, nopeTuinaa, He
PEKOMEHIYETCS.
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T10C OBA HOCTL 0008
[lanueHThl, TPUHUMAIOIIKNE APYTHE IpermapaThl, conepma{ﬂm‘n II:VI'JTDII:ZIDLEIE”: HOCTEb 0008)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Henb3s npuMeHsTh JIaMOTPUIKUH (B (popMax BBIITyCKa C HEMEJIEHHBIM BHICBOOOK/IEHUEM HUITU B
dbopMe TabIeTOK C MPOJOHTUPOBAHHBIM BBICBOOOXKICHHEM) Yy IMAIIMEHTOB, YXKE€ MOIYUYaOLIUX
KaKkue-muo0 Apyrue mpenaparsl, Coaepkallue JIaMOTPUKUH, 0e3 KOHCYJIbTalluK Bpaya.

BcnoMorarebHEIC BEIECTBA

[Ipenapar JlamukTan coaepkut J1akTo3y. [lanmenTam ¢ peko BCTpeyaroliecss HacieICTBEHHOM
HENEPEHOCHUMOCTBIO TallaKTO3bl, ACPHUIMTOM JIAKTa3bl JIOMApeld WM TJIHOKO030-TaJaKTO3HOU
ManbaOcopOIMell He cielyeT MPUHUMATh 3TOT Ipernapar.

et
Paszeumue oemeti

I[aHHBIe O BJIHUAHHHM JIaMOTPpHUIKMHa Ha POCT, IIOJOBOEC CO3PEBAHUC, KOIHUTHUBHOC,
OMOIHOHAJIbHOC U ITIOBCACHYCCKOC PA3BUTHUC I[eTefI OTCYTCTBYIOT.

Koorcnas coino

Y I[eTeﬁ PHUCK pa3BUTHA TAKCIIbIX KOXXHBIX BBICBIIIAHUH BBIIIC, YEM Y B3POCIBIX (CM. nmoapas3acia
«KoxHBIE HEKETaTeIbHBIC peaxunn»).

Dnunencus
He y Bcex nereil 3pPpexTUBHOCTD TaMOTPHUIKHUHA MPU JICUSHUU TUITUYHBIX a0CAHCOB CTa0MIIbHA.
bunonapuoe aghghexmuenoe paccmpoticmeo

JleyeHnue aHTHUIIEIPECCAHTAMU COMPOBOXKIAETCS YBEIMYCHUEM PHCKA CYUIIUAAIBHBIX MBICICH U
MOBEJCHUSL Yy JIeTed M MOAPOCTKOB Miajme 18 jer ¢ KIMHMYECKOW Aenpeccued U ApyruMu
MICUXUYECKUMHU HApYyIICHUSIMHU.

45. B3aumogeiicTBHe € APYrMMH JIEKAPCTBEHHBIMH MpenaparamMM M JApyrue BHAbI
B3aUMOAEHiCTBUA

beuio  oOHapyxkeHo, uro ypumauH-5’-nudocdo (YAD)-rmrokyponuntpancdepazsl  (YI'T)
ABIAIOTCA  (DepMEHTaMM, OTBEYAIONIMMH 32 MeTaboJu3M  JIaMOTpukuHA. [losTomy
JIEKapCTBEHHBIE TIperaparbl, KOTOpbIe SBIAIOTCA HMHIYKTOpAMU WJIM  HUHTHOUTOpaMU
TIIIOKYPOHUPOBAHUS, MOTYT BIMATh Ha KaXyIIMHCA KIUPEHC JaMOoTpukuHa. CUIIbHBIE WU
yMepeHHble UHAYKTOpbI n3odepmenta nutoxpoma P450 3A4 (CYP3A4), koTopsie Takxke, Kak
U3BECTHO, ABMSAIOTCA MHAYyKTOpamMu YI'T, MOTYT Takke yCHIMBAaTh METa0OIU3M JIaMOTPUKHUHA.
OTCYTCTBYIOT AOKa3aTeNbCTBA TOTO, YTO JIAMOTPUIKHH BBI3BIBAET KIMHHYECKH 3HAYUMYIO
WHAYKIMIO WM HMHTHOUpoBaHHe uU30(hepMeHTOB mutoxpoma P450. JlaMoTpumkuH MOXKET
WHAYIUPOBAaTh CBOH COOCTBEHHBIM MeTa0OoJIM3M, HO O3TOT 3(PQEeKT BhIpaKEH YMEpPEHHO, U
MaJIOBEPOSATHO, YTO OH UMEET KIMHUYECKH 3HAUNMBIE MTOCIEACTBHSL.

.HCKapCTBCHHBIe npenaparbl, KOTOPBIC, KaK OBLIO MPpOACMOHCTPHUPOBAHO, OKA3bIBAIOT KIIMHUYCCKU
3HAYMMOC BJIMAHNUEC HAa KOHICHTPALUUIO JIAMOTPUJPKWUHA, IICPCUNUCIICHBI B Ta6J'II/II_IC 6. KpOMe TOTO,
B 3TOl Ta6nnue NEPCUUCIICHBI JICKAPCTBCHHBIC IIpEMapaThbl, KOTOPBLIC, KaK OBLIO IIOKa3aHo,
OKa3bIBAOT HE3HAYUTCIIBHOC BJIUSAHNC HA KOHIICHTPAIUIO JIAMOTPUIPKUHA WJIK HC OKAa3bIBAKOT €TI0
BOO6H.I€. OOBIYHO HE CICAYyCT O0XUJAATb, UYTO COBMCCTHOC IMPUMCHCHUC TAKHX JICKAPCTBCHHBIX
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MpernapaToB NpUBENET K KaKUM-JINOO KIMHHUYECKUM HOEIGII‘C‘FB‘I&M."OIIH‘&KIE) CIENYeT VACUTE

BHUMAHUE IMalUCHTaM C BHI/IJ'IGHCI/IGI\/'I, 0COOEHHO IIyBCTBI/ITeJ'II:HOI\/'I K KOJI€OaHUAM KOHICHTpAaIuH
JJaMOTpHUPKHHA.

Tabauna 6. Bausinue qpyrux npenapaToB Ha MJIIOKYPOHU3ALUMIO JAMOTPUIKNHA

Ipenapatsl, IIpenapaTbl, yMeHbIIAIOLINE IIpenapatbl, 0Ka3pIBalOLIHE
yBeJMYUBaIOLIUE KOHLEHTPANMIO JAMOTPH/:KMHA | He3HAYUTEJIbHOE BJIMSHUE WM
KOHLIEHTPALHI0 He OKa3bIBaIoIINe BIMsSHHE HA
JJAMOTPUIKUHA KOHUEHTPALMIO JTAMOTPH/ZKMHA
Banbenpoatsl ATazaHaBHp/pUTOHABHUD, Apununpaszos, OynpomnuoH,
KapOamasenvH, rabaneHTHH, 30HUCAMU/I,
JIOTTMHABHP/PUTOHABUD, IPUMHUIOH, |TAKOCAMUI, JIeBeTHpaleTam,
pudaMIunu, (denuTonH, mpenaparsl JUTHS,
denobapoura, OKCKapOa3enuH, OJIaH3aIuH,
KOMOWHUPOBAHHBIH npenapar [mapamneTamont, nepamIanes,
STHHWIACTPAINOI/IEBOHOPTECTpe |IperadainH, TOMHpamar,

dendbamar

VYkazaHus M0 JO3WPOBAHUIO TIperapara cM. B paszgene 4.2; JUisl KEHIIMH, TMPUHUMAIONTUX
TOPMOHAJIBHBIC KOHTPAUCHTUBLBI, TAKXKE CM. IOAPa3acia ((rOpMOHaJII)HI)IC KOHTpAaUCITUBLD> B
paznene 4.4.

Bzanmoneticreus ¢ [1011

BanbnpoeBas kuciora, KoTopas HHIMOMpPYET TIJIIOKYPOHM3AIMIO JIAMOTPU/DKMHA, CHUXKAET
METa00IM3M JIAMOTPUDKAHA B YIJIMHSET €r0 CPEIHHUIA Nepro/l TIOTYBBIBEICHHS ITOYTH B 2 pa3a.

Omnpenenennsle 1011 (Takue kak ¢eHUTOMH, KapbamaszenuH, (peHobdapOuTan W HPUMHUIOH),
KOTOpble MHAYHUPYIOT u3odepmeHThl 1urtoxpoma P450, taxke wmuaymupyror YI'T u, takum
00pazoM, YCKOpSAIOT MeTadonm3M JIaMoTpukuHa. Coo0Ianoch 0 pa3BUTHH HEKEIATEIbHBIX
peakuuii co CTOPOHBI LIEHTPAJIbHON HEPBHOW CHCTEMBI, BKJIIOYABIINX FOJIOBOKPYKEHHE, ATAKCHIO,
JUIUIONUIO, HEYETKOCTh 3PEHUS U TOUIHOTY y MallMeHTOB, HAYaBIIUX MIPUHUMATh KapOaMasenuH
Ha (OHE Tepanuu JaMOTPUKUHOM. DTHU HEXeJaTelbHble peaklUu OOBIYHO MPOXOIMIIN IOCIIEe
CHI)KEHMSI J103bl KapOamasenuHa. AHaloruyHbli 3¢ @dexkt HalOmogancs B HCCIEI0BaHUU
NPUMEHEHHUS JIaMOTPU/DKMHA M OKCKapOa3enmuHa Y 370pPOBBIX B3pPOCIHBIX J100OpPOBOJIBLEB, HO
pe3ynbTaT CHUKEHUS 103 HE U3YyYaJICs.

B wuccrmenoBaHMM ¢ yd9acTHeM 3JIOPOBBIX  B3POCIBIX JOOPOBOJIBIIEB MPH MPUMEHEHHU
namoTpukuHa B 03¢ 200 Mr U okckapOazenuHa B 103¢ 1200 Mr okxckapOazenuH HE U3MEHSUT
METa00IIM3M JIAMOTPHDKHUHA, a JAMOTPHDKIH HE H3MEHSI METa00JIN3M OKCKapOa3enmHa.

B wuccrnenoBanuu ¢ ydacTueM 3J0pOBBIX JOOPOBOJIBIIEB COBMECTHOE MpHMeHeHHue (emdamaTa
(1200 mr 2 pasa B cytku) u jgamotpumpkuHa (100 Mr 2 pasza B cytku B TeueHue 10 mHei) He

MPUBOJUIIO K KIIMHUYCCKHU 3HAYNMbBIM U3MCHCHUAM Q)apMaKOKI/IHeTI/IKI/I JaMOTpHUIKHUHA.

Ha ocHOBaHMM pETPOCIEKTUBHOTO aHAJIM3a YPOBHS IperapaTa B IIa3Me€ KPOBH y INALMEHTOB,
MPUHUMABIINX JIAMOTPHKUH C rabaneHTHHOM U 0e3 Hero, BBISBIEHO, YTO rabaleHTHH He

MMPUBOJUT K UBMCHCHHUIO KAXYIIECTOCA KIIMPEHCA JITAMOTPUIPKWHA.
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Bo3MokHBIE ~ JIEKApPCTBEHHBIC  B3aMMOJICHCIBHL ngB'ean)EEETEMaTErLF HQ "'.]'IaMOTDI/II[H(I/IHa

MCCJICIOBAIIMCH ITyTEM OIEHKH TUTa3MEHHBIX KOHIICHTPAIMi 000MX MperapaToB B X0/1¢ Maredo-
KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIICTOBAHMI. DTH JaHHBIC TTOKA3bIBAIOT, YTO JIAMOTPHUIKHH HE
BIUsAEeT Ha (apMaKOKMHETUKY JICBETHpaleTama, a JeBeTHpaleraM He BIUAET Ha
(hapMaKOKMHETUKY JJAMOTPHUKHHA.

CoBmecTHOe mpuMmeHeHue mnperadanuHa (200 mr 3 paza B CyTKHM) HE OKa3bIBAJIO BIIMSHHUS Ha
pPaBHOBECHbIE KOHIEHTpAlMU JAMOTPUDKMHA B Iula3Me KpoBH. DapMaKOKHMHETHYECKHE
B3aMMOJICHCTBHS MEXKIY JTaMOTPUKUHOM U IperabaJuHOM OTCYTCTBYIOT.

[IpumeHeHue Tonupamara He MPUBOAMIIO K U3MEHEHHUIO KOHIIEHTPAIMK JTaMOTPUJIKIHA B IJ1a3Me
kpoBH. [Ipuem namoTpuKrHa IPUBOIIII K YBEIMYEHUIO KOHIICHTpAIIMU Tonupamata Ha 15 %.

B xone uccnenoBaHus ManyeHTOB C SMUJIENICHEH COBMECTHOE MpUMeHeHue 3oHucammaa (200—
400 mr/cyt) ¢ nmamotpumxkuHoM (150-500 mr/cyt) B Teuenwe 35 aHEW He OKa3bIBajlo
3HAYUTENILHOTO BIUSHUS HA ()apMaKOKHMHETHKY JaMOTPUKIHA.

OpnnoBpemenHoe npumeneHue nakocamuaa (200, 400 wmm 600 Mr/cyTk) HE BIHAJIO Ha
KOHIEHTPAIMIO JIAMOTPU/DKHHA B IUIa3ME KPOBU B ILIANEO0-KOHTPOJIUPYEMBIX KIMHHYECKHX
MCCJICIOBAHMSIX C YYaCTHEM IMallMEHTOB C MaplHaIbHBIMU MIPUITAIKAMH.

B oObenuHeHHOM aHalW3e MJAHHBIX TpeX IUIale0O0-KOHTPOIUPYEMbIX  KIMHHUYECKHX
MCCJICTOBAHHM, B KOTOPBIX M3y4YalH JIOTIOJHUTEIFHOE IPUMEHEHHE ITepaMIaHelia y MaliueHToB ¢
napuuagbHBIMU TPUMAJKAMH WU TEPBUYHBIMU T€HEPAIU30BAHHBIMU TOHUKO-KIIOHHYECKUMU
MpuIagkaMy, HauOoliee BBICOKAs M3Yy4YeHHas Jo03a mepammnaHena (12 mMr/cyTku) mpuBOIMIIa K
MOBBILICHHUIO KJIMPEHCa IaMOTpukuHa MeHee yeM Ha 10 %.

HecmoTps Ha TO, 4TO paHee cooO1aIoCh 00 M3MEHEHUU KOHLIEHTPALMH B IJIa3Me KPOBHU JAPYTHX
II211, kKoHTponupyeMmble WCCIEAOBAHMWA HE IIOKa3ajdd, YTO JAMOTPHIKUH BIHUSAET Ha
KOHIICHTPALMIO B IU1a3Me KpoBu comyTcTByrommx [1DI1. Pesynprarsl ucciemoBanuii in Vitro
NoKa3aJii, YyTo JIJaMOTPHJUKHUH He BbITecHseT pyrue [1311 u3 yyacTkoB cBs3bIBaHUS ¢ OeKaMu.

BzauMoneicTBHe ¢ IPYTUMH IICUXOTPONHBIMU MIpenapaTamMu

dapMakOKMHETHKA JUTHS NpU MpueMe 0e3BOJHOrO IIIOKOHATa JUTUs (10 2 T 2 pa3a B CYyTKH B
TeyeHue 6 nHeil) y 20 370pOBbIX 100pPOBOJIBLIEB HE MEHsUIACh NMPH COBMECTHOM HMPUMEHEHHUU
JaMoTpuKuHa B 03e 100 mr/cyT.

MHorokpatHblii npueM OynpornuoHa BHYTPb HE OKa3bIBaJl CTATUCTUYECKH 3HAUUMOTO BIMSHUSA Ha
(bapMaKOKUHETUKY OJHOKPAaTHOM J03bl JAMOTPWKUHA Y 12 y4acTHMKOB M BBI3BIBAJ TOJIBKO
He3HauuTenpHoe yBenuueHue AUC  (mmomagu  mox  (GapMakKOKMHETHMUYECKOW — KpPUBOM
«KOHLEHTpAIHs — BPEMs») JTaMOTPHJKHHA TIIIOKYPOHHIA.

B uccnenoBanuu ¢ ydactueM 370POBBIX B3pPOCHBIX JOOPOBOJBIEB OJIAaH3AMMH B J03€¢ 15 mr
cHkan AUC u Cax TaMOTpU/DKHHA B cpeiHeM Ha 24 % u 20 % cooTBeTCTBeHHO. JIaMOTpHIKIH
B 103¢ 200 Mr He BIUsUI Ha (PapMaKOKMHETHKY OJIaH3aIHHA.

MHoOrokpaTHbIii npueM JaMoTpukuHa BHYTph (400 Mr/cyT) He OKasblBaJl KIMHUYECKH
3HaYMMOT'O BJIMSHUS Ha (papMaKOKMHETUKY PUCIIEPHJIOHA TIOCIIE TpUeMa pa3oBoi 1036l 2 Mry 14
3JI0POBBIX B3POCIBIX JOOPOBOJIBIIEB.
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HpI/I 9TOM OTME€Ya/IaCh COHJIMBOCTD:

COOTBETCTBYET ZKCNEPTHOMY OTUETY

e v 12 u3 14 noOpoBOIBIEB NMPHU COBMECTHOM NPHUMEHEHWUW PHUCIEPHUIOHA B J03€ 2 MI' U
JAMOTPH/IKUHA;
e y 1 u3 20 1oOpoBOIBIIEB NPU IpHUEME TOJIBKO PUCHIEPUJIOHA;

® HU Y OJJHOTO JI00pPOBOJIBLIA P MIPHEME TOJIBKO JTAMOTPHIKHHA.

B wuccrnenoBanun c ydactueM 18 B3pOCIBIX NAalMEHTOB € OUMOISPHBIM ad(HEKTUBHBIM
pacctpoiictBoM | Tuma, MoJy4aBIIMX [0 YCTAaHOBJIEHHOW CXeMe JIaMOTPUIKHH (HE MEHee
100 mr/cyT), 10361 apunumpasofa ypenuuauaim ¢ 10 Mr/cyT 1o koneuyHoro 3HadeHust 30 Mr/cyT B
Te4YeHue 7-AHEBHOIO Mepro/ia U JAajiee MPoJoiKalli JISUeHHUEe ¢ IPUEeMOM IpenapaTa 1 pa3 B CyTKu
B TeueHue emnie 7 nHei. HabGmonmanock cpennee cHmwkenue npumepHo Ha 10 % Chax 1 AUC
JaMOTPHIKUHA.

B skcrniepuMeHTax 10 HHrHOMPOBAHUIO iN VItro ObLIO MOKa3aHO, YTO MPH COBMECTHON HHKYOAIHu
AMUTPUIITUINH, OyIPONHOH, KJIOHa3enam, (1yOKCeTHH, TaJoNepH 101 WK JIopa3ernaM OKa3bIBalu
MUHHMQJIbHOE BJIMSHUE Ha o00pa3oBaHWE OCHOBHOIO METa0OJMTAa JaMOTPUKUH-2-N-
MIIOKypoHuaa. JlanHple 1O W3ydeHUI0 Merabonu3zMa Oydypaiiona MHUKPOCOMaIbHBIMU
dbepMeHTaMu TIeueHH, BHIJICIICHHBIMH Y Y€I0BeKa, MO3BOJIUIIH CIIENaTh BBIBOI, UTO JAMOTPHIKUH
HE CHIDKAeT KIMPEHC MpernapaToB, META0OIU3UPYIOMIUXCS MPEUMYIIECTBEHHO H30(epMeHTaMU
CYP2D6. Pe3ynbraThl HCCiIe0BaHMiA iN VILrO Takke MO3BOJISAIOT MPEANONI0KNTh, YTO KIIO3aIKH,
(dbeHensuH, pucnepuoH, CepTpaIMH WU TPa30JO0H BPsA U MOTYT OKa3blBaTh BIMSHUE HA
KJIMPEHC JIAMOTPUIKUHA.

BzanMoieficTBHS ¢ TOpPMOHAILHBIMHM KOHTpalleNTHBAMU

Brusnue COPMOHANIBHLIX KOHMpayenmueoe Ha @apMClKOKMHemuKy JZClMOWlpMOJfCMHa

B wuccnemoBanmm ¢ ydactueM 16 )KEHIIUH-AOOPOBOIBIIEB OTMEUEHO, YTO TMpPUEM
KOMOMHHPOBAHHBIX MEPOPATBHBIX KOHTPAIEITUBOB, cojepKammx 30 MKT STUHUJIICTPAAUOIA U
150 Mxr neBoHOprecTpena B OJHOW TaOlleTKe, BBI3bIBAT MPHUOIM3UTENBHO JABYKPAaTHOE
MOBBIIICHHUE KIMPEHCA JIAMOTPUDKUHA (TIOCIIE €r0 MprueMa BHYTPb ), UTO MIPUBOIUIIO K CHUKEHUIO
AUC u Cpax TaMOTpUIKUHA B cpeaHeM Ha 52 % u 39 % cooTrBeTcTBeHHO. B TeueHue Henenu,
CBOOOAHON OT MpHeMa aKTHUBHOTO mpemnapara (T.e. MpU HEAeTbHOM IMepephiBe B MpUeMe
KOHTpAIIETITUBA), HAOIIOJANOCh MOCTENIEHHOE TMOBBIIIEHUE KOHIEHTPALUU JIaMOTPUDKUHA B
M1a3Me KpOBHU, MPU 3TOM KOHIEHTpAlUs JIAMOTPUKMHA, U3MEpPEHHass B KOHIE Henenu Oe3
npreMa KOHTpaIeNTHBa NIepe]] BBEIEHUEM CIIeIyIONIeH 10361, Oblia B CpeIHEM PUMEPHO B 2 pa3a
BBIIIIE, YEM B TIEPHUOJ COBMECTHOTO MpHEMA.

Brusnue ]ZClMOWlpl/la.?fCLlHCl Ha gbapMaKOKuHemuKy COPMOHAIbHbIX KOHmMpayuenmueos

B uccnenoBanuu ¢ yqactuem 16 sxeHIIMH-T00POBOJIBIEB MTOKA3aHO, YTO B MEPUOJI PABHOBECHBIX
KOHIIGHTpauuii  JamMoTpukuH B go3e 300 mMr He Biaussl  Ha  (DapMaKOKUHETHKY
TUHWIACTPAZNONIa — KOMIIOHEHTa ~ KOMOMHHPOBAHHOTO  MEpOPAIbHOTO  KOHTpPALENTHBA.
OtMmeydanoch yMEPEHHOE MOBBIIIEHUE KIMPEHCA KOMIIOHEHTA NEPOPAIIBHOTO KOHTpALENTHBA —
JIEBOHOprecTpena (Iocjie ero mpueMa BHYTpb), uTo NnpuBoaAuiao K cHWkEHUI0 AUC n Cmax
neBoHoprectpena B cpenHeM Ha 19% wu 12 % coorBerctBeHHO. M3mepeHue ypoBHs
¢dommkynocrumynupytomero ropmona (®CI), moremnusupyromero ropmona (JII) wu
ACTpajuoia B IUIa3ME BO BpeMs JAaHHOIO MCCJIENOBAaHUS BBIIBUIO HEKOTOPOE YMEHBIIECHHE
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I101aBJICHUS TOPMOHAJILHOU aKTUBHOCTH SUYHUKOB Y qalg’[’r/I?K-I(;l'l—'l' E 71-(?1];{] I'-I/EIM'GD HHE" V“GOBHH

[porecTepoHa B IJIa3Me HU Y OAHOM U3 16 )KEHIIUH HE BBISIBIIIO TOPMOHAJILHOTO MOATBEPKICHUS
OBYJISIIMU. BrusHHE yYMEpPEeHHOrOo IMOBBIICHUSI KIUPEHCa JICBOHOPrecTpela U HW3MEHEHUs
miaasMeHHbIX KoHueHTpamuid @OCIT u JII' Ha OBYJSUMOHHYIO AaKTUBHOCTH SMYHUKOB HE
yCTaHOBJIEHO. BnusHue apyrux no3 namorpukuHa (kpome 300 mr/cyT) He H3yyanoch, U
UCCJIEIOBAHUS C JPYTUMU FOPMOHAJIBLHBIMU MIperapaTaMy He TPOBOAMIIUCK.

BzanMmoieficTBHS ¢ APYTUMH IIpenapaTaMu

B HCCICO0OBAHUHU C YyUaCTHUEM 10 MY)K‘II/IH'I[06pOBOJ'IbHeB BbISABJICHO, YTO pI/I(l)aMHI/IHI/IH IIOBBIIIIAJ
KIIMPCHC JaMOTpHUIKMHAa MW CHHXAJI €ro ICpuoJ IIO0JTYBBIBCIACHUA 6J1arozlap;1 HHAYKIOUH
(bepMeHTOB INEYCHHU, OTBCTCTBCHHBIX 3a TJIIOKYPOHH3alHIO. HaHI/IeHTaM, OIHOBPEMCEHHO
MMPpUHHUMAKOIUM pI/I(i)aMHI/IHI/IH, CICAYCT PCKOMEHAOBATE CXEMY JO03UPOBaHUA JIAMOTPHUKHWHA C
COIMYTCTBYIOIIMMHA UHAYKTOPAMHU TI'IFOKYPOHHU3AIINH.

B wuccnepoBanuu ¢ y4acTuemM 3I0POBLIX ,Z[O6pOBOJ'IBHeB IIpyu HNPUMCHCHHUH JIOIIMHABHUPA H
pUTOHAaBHUpa Ha6J'IIOI[aJ'IOCb CHHUIKCHUC IIPUMCPHO Ha 50 % KOHIOCHTpAalluu JaMOTpHUI)KWHA B
IJj1a3Me KpOoBH, BO3MOXKHO, BCJICACTBUC MHAYKINUU I'NTIOKYPOHHU3ALIUN. HaHI/ICHTaM, OJIHOBPCMCHHO
MNpUHHUMAONIUM JIOIIMHABUP W PUTOHABUP, CICAYCT PCEKOMCHAOBATH CXEMY HO3HUPOBAHUSA
JJAaMOTPpHU’KHHA € COITYTCTBYHOIIMMHU UHAYKTOPaMH I'NTFOKYPOHU3AIIUH.

B uccnenoBanum ¢ ydactheM 3I0pOBBIX B3pPOCIHBIX JOOPOBOJIBIIEB MPUEM aTa3zaHaBUpPa W/UIU
putonasupa (300 mr/100 mr) npuBogmi k cHuxeHuro 3HaueHUH AUC u Cmax TaMOTPUKMHA B
r1a3me KpoBH (B pa3oBoit go3e 100 mr) B cpearem Ha 32 % u 6 % COOTBETCTBEHHO.

B uccnenoBaHuu ¢ ydacTueM 370pPOBBIX B3POCIBIX JOOPOBOJIBIEB Mapaneramoi B o3¢ 1r
(uetsipe paza B aeHb) cHIbKaT AUC u Cmin TaMOTpHIKUHA B IIJ1a3Me KPOBU B cpeaHeM Ha 20 % u
25 % COOTBETCTBEHHO.

Pe3ynabTaThl MCCIemIOBaHUI IN VIO MO ONEHKEe BIMSHHS JIAMOTPUDKHHA Ha KAaTHOHHBIC
MEPEHOCUYUKN OPTraHUYEeCKHX CYOCTpaTOB IMOKa3alld, YTO HWMEHHO JaMOTPUKUH, a HE €ro
mMeTabonuT 2(N)-TITIIOKYypOHNUI, ABJISETCS HHTHOMTOPOM KAaTHOHHBIX TIEPEHOCYUKOB OPraHUIECKUX
CcyOCTpaToB B MOTEHIIMATHHO KITMHUYECKH 3HAYMMBIX KOHIIEHTPALUAX. DTU IaHHbIE TTOKA3bIBAIOT,
YTO JAMOTPHJIKUH SBISETCS HHTMOUTOPOM KAaTHOHHBIX IEPEHOCYMKOB OPTaHUUECKUX CyOCTPaToOB
co 3nHauenueMm |Csp, paBabIM 53,8 MKM.

BausHue Ha J'Ia6ODaTODHBIe MOoKa3aTCJInu

.HaMOTpI/I,[[)KI/IH, KakK coo6man005, BJIMACT HAa MPOBEACHNUEC HCKOTOPBIX SKCIIPECC-MCTONOB aHaJIn3a
MOYM C [CJIbHO  BBIABJICHUSA  3alIpCHICHHBIX IIp€aparoB, 4YTO MOKET IIPUBCCTH K
JIO)KHOIIOJIOKUTCIIBHBIM  pE3yJibTaTaM, B YaCTHOCTU IIPpU BbIABJICHHUU (I)CHI_II/IKJ'II/II[I/IHa. Z[J'I}I
MOATBCPKACHUS ITOJIOXKHUTCIBHOI'O PE3yJibTaTa HNOJIKCH HCIIOJIBb30BATHCA Ooiee CHCI.IPI(I)PI‘-IHBII:I
aJ'IBTCpHaTI/IBHHﬁ XUMHUYECKUN METOJ.

4.6. @epTHIBHOCTH, 0ePeMEHHOCTb U JAKTALUS
bepemeHnHoCTL
Puck, cesazannviii ¢ 11511 6 yenom

>KCHH_II/IH8.M, CIIOCOOHBIM K ACTOPOKIACHUIO, HCO6XOI[I/IMO INPOKOHCYJIBTUPOBATLCA  CO
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cricnuaJInucTaMHu.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B ciywae ecnu xeHIIMHA TUIaHUPYET O€pEeMEHHOCTh, He0OXoauMOoCTh B JeueHuu [IDI1 nomkna
OBITH MEPECMOTPEHA. Y JKEHIIMH, KOTOPBHIM IIPOBOJUTCS JICUCHUE AIHUIICTICUH, CIIeTyeT u30erath
BHE3AIHOTO MPEeKpaIleHUs] TPOTUBOIMUIICITUYECKON Tepanuu, TaKk Kak 3TO MOKET MPHUBECTU K
BO300HOBJICHHUIO MPHUIIAKOB, YTO MOXET HUMETh CEPbE3HbIC IMOCIEICTBUS IJIS KEHIIUHBI U
Oynymiero pebeHka. Y moToMcTBa maTeper, moiaydaBmux [1911, puck BpOKIEHHBIX TOPOKOB
pa3BUTHUSA yBEIMYUBAETCS B 2—3 pasa [0 CPAaBHEHUIO C 03KUaeMOi 3a00J1eBa€MOCThIO HacelIeHUs
B II€JIOM, cocTaBisifoleii okoio 3 %. Haunbonee yacto perucTpupyeMbIMU MOPOKAMHU SIBIISIOTCS
paciienrHa BepXHel ryObl, MOPOKU Cepala U COCyIoB, Ne(heKThl pa3BUTHs HEPBHOU TPYOKH.
MmuoxxectBennas tepanus [1911 cBa3ana ¢ 0osiee BBICOKUM PUCKOM BO3HUKHOBEHUS BPOXKIEHHBIX
MOPOKOB Pa3BUTHS, YeM MOHOTepamus, B 3TOW CBS3H, [0 BO3MOXKHOCTH, CIEAYET MPUMEHSIThH
MOHOTEPAIHUIO.

PMCK, CBA3AHHbBLIU C npuemom JzaMompudofcuHa

.HaMOTpI/II[)KI/IH OKa3bIBaeT ciradboe HHrH6pr10mee BJIUIHUC Ha PCAYKTA3y I[PIFPII[pO(I)OJIPICBOfI
KHCJIOTBI U IIO3TOMY, TCOPCTUUCCKH, MOKCT IPUBCCTH K IMOBBIICHHOMY PUCKY HApYUICHUA
Pa3BUTHA 3M6pI/IOHa U 1I10Ja BCJICACTBUC CHHUIKCHUS YPOBHS (1)OJ'II/ICBOI7I KHCJIOTHI. CnenyeT
pacCMOTPECTb BO3BMOXKHOCTD IIpUCMa (1)0J'II/ICBOI71 KHUCJIOTBI BO BPEM: IIJIAHUPOBAHHA 6epCMCHHOCTI/I
M Ha PaHHHUX CTAaUAX 6epeMeHHOCTI/I.

I[aHHBIe MMOCTPECIruCTPAaIOHHOI'O Ha6J'IIOI[eHI/I$I U3 HCCKOJIBKHX IIPOCICKTHBHBIX PErucTpOB
6epeMeHHOCTI/I IMMO3BOJIMJIMA 3aJOKYMCHTHUPOBATH UCXOJbL GCpCMCHHOCTeﬁ okoso 8 700 JKCHIIIMH,
MOJIy4YaBIINX MOHOTEPAIHNIO IIPCIapaToM JlamukTan B IICPBOM TPHUMECTPEC 6epeMeHHOCTI/I. B
OeJIOM, IMOJYYCHHBIC NAHHBIC HC MOATBCPIKAANOT 06mer0 YBCIUMYCHUA pHUCKAa BO3HUKHOBCHUS
BPOXICHHBIX IIOPOKOB pPa3BUTHUSI. XoTs u3 OTPAaHUYCHHOI'O KOJIMYCCTBA PETUCTPOB 6CpeMeHHOCTI/I
HMCIOTCA COO6H_ICHI/I$I 00 YBCIUMUYCHUHN pUCKA PA3BUTHS IIOPOKOB pOTOBOI>'I IIOJIOCTH, 3aBCPUHICHHOC
HCCJIICAOBAHUC IIO0 THUITY CHy‘lﬂﬁ-KOHTpOHB HC BBIABUJIO YBCIIMYUCHUS PHCKA pa3BUTHUA IMOPOKOB
pOTOBOfI IMOJIOCTHU IO CPABHCHUIO C APYTUMH CECPHE3HBIMU IMOPOKAMHU Pa3BUTHUS, BOSHUKAOIITNMU
MOCJIC MPUMCHCHUS JIaMOTPHU?KHHA.

I[aHHBIX MO0 MpUMCEHCHUTO ITpCIIapaTta JlamukTan npu KOM6HHHp0BaHHOﬁ TEparnuu HEJOCTATOYHO,
YTOOBI OLCHUTD, CBA3AaH JIMU PUCK BO3HUKHOBCHUSA IMOPOKOB PA3BUTHUA C APYTHUMU IIPCIIapaTaMUu,
IMPUMCHSACMBIMU B KOM6I/IH3.I_[I/II/I C JIaMOTPUIZKUHOM.

Taxke, Kak W JApyrue npenapaTsl, npenapar Jlamukran AODKEH Ha3HayaTbcs BO BpeMs
OEepeMEHHOCTH TOJIBKO B TOM Ciydae, €ciad OKujaeMas TeparneBTUYecKas IO0JIb3a MPEBBIIIAET
NOTEHIUATIBHBIN PUCK.

dusznonornyecKre n3MEeHeHHs Py OEPEMEHHOCTH MOTYT OKa3bIBaTh BIUSHUE Ha KOHI[CHTPAIIUIO
JAMOTPUDKUHA W/WIM ero TepaneBTHueckuii 3ddekr. MmeroTcs cooOlieHus O CHIKEHHU
KOHIICHTPAIIUH JIAMOTPHKMHA B IJIa3Me KPOBH BO BpeMsi OEPEMEHHOCTH ¢ BO3MOXKHBIM PHCKOM
NOTEepU KOHTPOJS mpumaakoB. [locie pogoB KOHIEHTpAIMs JaMOTPUKUHA MOXET OBICTPO
YBEIIUYUBATLCS C PUCKOM Pa3BUTHUS HEXKEIATEIBHBIX PEaKIIHid, 3aBUCIIIMX OT J03bl. [loaTOoMy
KOHIICHTPAIIUIO JIAMOTPU/DKUHA B TUIa3Me KPOBH CJIEIyeT KOHTPOJMPOBATh MEpel, BO BpeMs U
nocjae OSpEeMEHHOCTH, a TaKKe cpasy Iociie pojaoB. [Ipu HEOOXOIUMOCTH CJEIyeT MPOBECTH
KOPPEKIIHIO J03bI JUUISI TIOIEPYKAHHUST KOHIIEHTPAIMH JIAMOTPHU/DKHAHA B TJIa3ME KPOBHU Ha TOM Ke
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YPOBHE, UTO M 10 OEPEMEHHOCTH, WM MO100pathb 03y B %BHCMCT&'J%%CLGFO'GBET&

Kpome Toro, mociie posoB clieayeT KOHTPOJIUPOBATh HEXKENIaTENbHBIE PEaKIUH, CBSI3aHHBIC C
IO30H.

JlakTamus

JIaMOTpWDKUH B pa3jMYHON CTETNICHW MPOHUKACT B IPYIHOE MOJIOKO, OO0INash KOHICHTPAIUs
JAMOTPUDKUHA Y JIETeH, HAaXOIMIIMXCS Ha TPYAHOM BCKAapMIIMBAaHWUHU, MOXET J[OCTUTATh
npumepHo 50 % OT KOHIEHTpalUu JIaMOTPU/DKUHA, KOTOpas ompeneisiercs y marepu. Takum
00pa3oM, y HEKOTOPBIX JIETeH, HaXOISIIUXCS Ha TPYJHOM BCKapMIIMBAHWHW, KOHIICHTpPAIUS
JAMOTPU/DKMHA B IJIa3Me€ KPOBU MOXKET JOCTUTATh YPOBHS, IPU KOTOPOM IPOSIBIISIOTCS
dbapmakonornyeckue 3HPEKThI.

HeoOxoqumMo COOTHOCHTH TMOTEHIMANBHYIO TMOJb3y OT TPYAHOTO BCKapMIIMBAHUA U
MOTEHLMAIbHBIA PUCK PA3BUTHA HEXKENATEIbHBIX Peakiuil y peOeHKa.

Ecau JKCHIIIMHA, IIPpHUHHUMAoIadgs I1mperapar .HaMI/IKTaJ'I, pemact MIpoOHOIKUTb TpPyAHOC
BCKapMJIMBaHHUE, TO Y pe6eHKa HCO6XOI[I/IMO MOHUTOPHUPOBATL IIOABJICHUC KaKux-1100
HEXKCIIaTCIIbHBIX peaKHHﬁ.

DepTUabHOCTD

HccnenoBanus 110 HU3YUCHUIO perOHYKTHBHOﬁ Q)YHKHI/II/I JKUBOTHBIX IIPpH MPHUMCHCHUU
JIAMOTpPHU’KHHA HE BBIABUJIN HAPYIICHUS q)epTI/IJ'ILHOCTI/I.

HccnenoBanus 1o BIMSHUIO JJaMOTPpHUPKHMHA Ha q)epTI/IJ'IBHOCTB YCJIOBCKA HC IMTPOBOANIIUCE.

4.7. Bausinue Ha CNOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMH CPeJACTBAMH U padoTaTh €
MeXaHU3MaMH

I[Ba MMPOBEACHHBIX UCCICAOBAHUSA C YHACTUCM 310POBBIX )106p0BOJ'II>I_[eB IIOoKa3aJiv, 4YTO BJIMAHHUC
JaMOTpU’KHHA Ha TOYHYIO 3pUTCIBHO-MOTOPHYKO KOOPAWHAIHWIO, JABWXKCHUA TJIA3 U
Cy@LCKTHBHHﬁ CceIaTUBHBIN B(b(peKT HC OTJINYAJIOCh OT BJIMSAHUA nnaueGo. HmMmeroTcs COO6H.[€HI/I$I
O HCXKCIATCIIbHBIX PCEAKOUAX JIAMOTPUKMHA HCBPOJOTHYCCKOTO XapaKTepad, TaKUX KakK
TOJIOBOKPYXXCHUC W JUIUIONHWA, I[MO3TOMY HCO6XOI[I/IMO CO6J'IIO,I[aTI> OCTOPOKHOCTb IIpU
YHOpPaBJICHUNU TPaHCHOPTHBIMU CPEACTBAMHU U pa60Te C MCXaHU3MaMH. Hepez[ YIpaBJICHUCM
TPAHCIIOPTHBIMU CPEACTBAMHU U pa60T0171 C MCXaHU3MaMM IIalIUMCHTBI AOJIDKHBI OLICHUTH CBOC
COCTOSAHHEC Ha (I)OHC MMPUMCHCHUS JIAaMOTPpHU?KHUHA.

Tak kak 3(QQeKT BceX NMPOTUBOIMMICITHUECKUX CPEICTB XapaKTEepU3yeTcs HHIAWBUAYAIbHOU
BapHabeIbHOCTHIO, TO MAI[UEHTHI T0JIKHBI IPOKOHCYJITUPOBATHCS € JICUAIIUM BpAuoOM I10 TOBOY
BO3MOXKHOCTH BOAUTH aBTOMOOMIIb.

4.8. HexenarejibHble peakuuu

Pesrome nipoduiist 0e3onacHoCTH

HexenarenbHble peakiuu, BbIABICHHBIE B XOA€ KIMHUYECKUX MCCIEAOBAHUN y NAIMEHTOB C
SMUIIETNICUel WM OUNOSIpHBIM ad(EeKTUBHBIM PACCTPOUCTBOM, OBUIM Pa3/ieleHbl Ha TPYIIIHL,
XapakTepHble JUIS OTAENbHBIX IMOKAa3aHUH K HMPUMEHEHHUIO JIaMOTPHJKHHA. JlOMOJHUTENbHbIE
HE)KeJaTeNIbHbIE PEeaKIuy, BBIABICHHbBIE B X0/I€ MOCTPETHCTPALIMOHHOTO HAOIIOAEHUS 110 000UM
MOKa3aHMUAM K MPUMEHEHMIO, BKJIIOUeHb! B mojapasnen «llocrperucrpannonnoe HabIrOAeHUE).
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[Ipu paccmorpenun o6riero mpoduisi 6e30macHOCTH naﬂ&rﬁl}m c-lrlg)ﬂ/léjfl 03H Ko;v;ﬂ:r;c;{ Cc

nH(popmaruen, coaepkanieiicss BO BCeX Tpex mojipasiesax.

TabanuHoe pE3IOME HEKENATCIbLHBIX PeaKIIMH

HexxenarennHbie p€aKknuun, Np€aACTAaBJICHHBIC HMXEC, IICPECUNCICHBI B COOTBETCTBUU C IIOPAXKCHUEM
OpTraHoB U CUCTEM OpraHOB U JacTOTOM BCTPEHACMOCTH.

YacroTa BCTPEYaEMOCTH OIPEACIsAeTCs CIeAyomuM o0pa3oMm: odeHb 4dacto (> 1/10), gacto
(> 1/100, mo < 1/10), mevacro (> 1/1 000, uo < 1/100), peaxo (> 1/10 000, xo < 1/1 000), oueHn
penko (<1/10 000), yacrora HeusBecTHa (HA OCHOBAHMH HWMECIOIIUXCSA MaHHBIX OLICHHUTH
HEBO3MOJKHO).

Kareropun uactorsl Obuid c(hOpMHUpPOBaHBI HA OCHOBAaHHM KJIMHUYECKUX HCCIIEIOBAHUI
mpernapara U MOCTPEruCTPAllMOHHOTO HAOIIOICHHUS.

Dnunencusn

CJ'IGI[YI-OH_[I/IC HCKCJIATCIIbHBIC PCAKIIMHU OBbLIH BBISBIICHHI B X04€ KIIMHUYCCKUX I/ICCJ'IC,ZLOBaHI/Iﬁ y
nanucHTOB C BHHHCHCI/ICﬁ, U IIpHU OLCHKEC O6IH€FO HpO(i)I/IJ'IH 0e30IacHOCTH JJaMOTPpHIKHUHA
JOJDKHBI paCCMAaTpruBaTbCAA COBMCCTHO C HEXKCIATCIIbHBIMU PCAKIUAMU, BBISABJICHHBIMU B XO€
KIIMHHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ Yy HNangueHTOB C 6I/IHOJ'I$IpHBIM aQ)(beKTI/IBHbIM paCCTpOﬁCTBOM n
MOCTPETUCTPAIMOHHOI'O IIPUMCHCHU S IIpCIIapara.

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemvl

Ouenb penko: reMaToJIOrMuyecKue HapylieHus (BKIOYas HEHTPONEHHIO, JIEWKOIEHHUIO,
aQHEMUIO, TPOMOOIIMTOINEHUIO, MAHIUTONCHHIO, aIlJJACTUYECKYI0 aHEMHIO,
arpaHyJoMTO3), TMM(paaeHONATHS.

I'ematonoruyeckue HapyHaIeHUA U J'II/IM(I)a,Z[eHOHaTI/IH MOT'YyT OBITh CBSI3aHBI MJIM HE CBS3aHBI C

CHH/IPOMOM TUIICPUYBCTBUTEIBHOCTHU (CM. HAPYULIEHUsL CO CIOPOHbL UMMYHHOU cucmembl *¥).
Hapywenus co cmoponsbl UMMYHHOU cucmembl

Ouensb penko: DRESS-cunipomM mim CMHAPOM TUIEpUyBCTBUTEIBHOCTH** (BKIIOYAs Takue
CHUMIITOMBI, KaK JHMXOpajKka, JuMQaaeHOoNaTus, OTeK JIMIA, HapyIIEeHHUs CO
CTOPOHBI KPOBHU, (PYHKILIUH NTEYEHU U MTOYEK).

**Takxe ObUIM MOJy4EHbI COOOLIEHUS O PAa3BUTHH CBHIM B paMKax 3TOTO CHHIPOMA, KOTOPBIH
IIPOTEKAET € PA3JIMYHOMN CTENEHBIO KIMHUUYECKOH TAKECTH U MOKET B PEJIKHMX CIIydasx IPUBOIUTH
K Pa3sBUTHIO CHHAPOMA JHCCEMHUHHPOBAHHOIO BHYyTpucocyaucTtoro cpepthiBanus (/IBC) u
MOJIMOPTaHHOM ~ HEAOCTaTOYHOCTHM.  BaXXHO  OTMETHTh, YTO  PAaHHHUE  IPOSABIICHUS
TUIEPUYBCTBUTENBHOCTH (HampuMep, JUXOpajka, JuMdaaeHONaTHs) MOTyT IMpPHUCYTCTBOBATb
Jlake MPHU OTCYTCTBUM SIBHBIX MPU3HAKOB ChIMH. [IpM pa3BUTHM TaKUX CHUMITOMOB IallUEHT
JIOJDKEH OBITh HEMEIJIEHHO OCMOTPEH BPadyoM, U, €CIM He OyJeT yCTaHOBJIEHA JApyras MpUYHHA
pa3BUTHS CUMIITOMOB, JIJAMOTPU/KHUH CIELYET OTMEHUTD.

Icuxuueckue Hapyuernus
Yacro: arp€CCUBHOCTD, PA3APAKHUTCIbHOCTD.

OueHb PEAKO: TUKH, TAJUTIOMUHAOWH, CITYTAHHOCTb CO3HAHUS.

C.26 u3 35



|:l:: |:: TEI E T|: TE. ':-.l' ET :_\-| |". |: i E FIT H:' r\ll _. |:| TL- E T_H
or 05.07.2024 N= 13601

(NOCNEQCBATENEHOCTE 0008)

Hapywenus co cmopomnsi HepsHotl cucmemul

OueHb YacTo: roJIOBHAs 0OJIb.

Yacro: COHJIMBOCTh, O€CCOHHHIIA, TOJIOBOKPY>KEHHE, TPEMOD.
HeuacTo: aTakcus.

Penxo: HUCTarM.

Hapywenus co cmoponsi opeana 3penus

Heuacro: JUIUIONUS, HEYETKOCTh 3PEHHUS.
Kenyoouno-kuweunvie Hapyuienus

Yacro: TOILLIHOTA, PBOTA, TUAPES.

Hapywenus co cmoponvl neuenu u sicenuedbleo0auux nymeti

OueHp PEAKO: INOBBIICHHUEC AKTHMBHOCTHU IICYCHOYHLBIX Q)epMeHTOB, HapylaIcHHue (I)YHKI_[I/II/I
INEYCHHU, ICYCHOYHAasA HEAJOCTATOYHOCTB.

HapymeHI/m Q)YHKHI/II/I Ie4YeHd OOBIYHO Pa3sBUBAOTCA B COUYCTAHUHM C PCAKIUAMH
TUIICPYYBCTBUTCIIBHOCTHU, HO B CAMHHYHBIX ClIydasaX OTMCYAJIMCb U B OTCYTCTBHUC SABHBIX
IMMPU3HAKOB I'HIICPUYYBCTBUTCIIbBHOCTHU.

HapymeHuﬂ CO CNMOPOHbL KOJHCU U NOOKOJCHBIX MKAHEl

Odenb yacTo: KOYKHAS ChIIIb.
Penxo: mynbTU(OpMHas sputeMa, cunapom CtuBeHca—/[’KoHCOHA.
Ouenb penko: TOKCHYECKHM dTMUAepMaTbHBIA HEKPOIH3.

B momonHUTENBHBIX AIBOMHEIX CICHBIX KIMHHUYSCKUX MCCIEIOBAHUAX Y B3pOCIIbIX KO’KHAs ChIIb
Ha6moz[anac1, y 10 % u MmeHee ManueHTOB, MPUHUMABIIUX JIAMOTPUIKWUH, U Y 5% NanMcHTOB,
MMPUHHUMABIINX nnaue60. V2% MallMeHTOB BO3HUKHOBEHUE KOXKHOM CBHIIIN MOCIIYXKHUIIO HpH‘II/IHOﬁ
OTMCHBI JIAMOTPUIKHUHA. CLIHB, 00BIYHO MaKyJO-MaIyJe3Horo XapakTeépa, B OCHOBHOM
MOSIBIIICTCS B TeUYcHHE & HEACIIb C MOMCHTA Ha4daja TEpalluhu WU MNPOXOAHUT IIOCJIC OTMCHBI
JIaMOTpHUKHUHA.

HmeroTcs cooOIIeHNs O PEAKUX CITydasiX Pa3BUTHUS TSHKENOM, HOTEHIIMAIbHO ONACHOM JUIsl )KU3HU
KOXXHOW CbIIM, BKIOYass cuHApoM CruBeHCa—/[)KOHCOHA M TOKCHYECKHH SNUIEpMalbHBIN
Hekponu3 (cuHapoM Jlaiienna). XoTs B OOJBIIMHCTBE CIy4yaeB INpU OTMEHE Ipernapara
OPOMCXOAWIO OOpaTHOE pa3BUTHE CHMIITOMOB, y HEKOTOpBIX MAIlMEHTOB OCTaBAJIUCh
HeoOpaTHMble PyOLbl, U B PEIKHUX CiydasX ObUIM 3aperucTpUpOBaHbl JIETaJIbHBIE HCXOJIBI,
CBsI3aHHBIE C IPUEMOM IIperapara.

O6H.[HI>1 PHUCK IOABJICHUSA CBIIIK TCCHO CBA34AH C:

e BBICOKOIl HayalbHOM IIO301>1 JJaMOTpUI’KMHA W TPCBLINICHUCM pCKOMeHHyeMOﬁ CXCMBI
MOBBIIICHUA AO3BI BO BPEM: JICUCHUS JTAMOTPUIKUHOM;

® COIYTCTBYIOIIUMM IIPUMEHCHUECM BaJIbIIpOaTa.

Taxxe ObLIH MMOJIYYCHBI COOGH_IGHI/IH O Pa3sBUTUH CBIIIM B paMKax HeKapCTBCHHOﬁ pcaknuuu ¢

C.27u3 35



|:l:: |:: TEI E T|: TE. ':-.l' ET :_\-| |". |: i E FIT H:' r\ll _. |:| TL- E T_H
or 05.07.2024 N= 13601

203MHODUINE W CHCTEMHBIMH TPOSBICHHUIMU_( DREgé:IQHBﬁTTEQk(@ ';/}3 e_t':T"lﬂ%Il/'rl | kax

CUHAPOM THUNEPUYYBCTBUTEIBHOCTU. OTO COCTOSHHUE CBS3aHO C PAa3JIMYHBIMU CHUCTEMHBIMU
HPOSIBICHUAMHE (CM. HAPYUWEHUSI CO CMOPOHbL UMMYHHOU cucmemol **),

Hapywenus co cmoponwl mbluieunotl, CKkeiemHotl U cOeOUHUmMenbHOU MmKaHu
OueHb penko: BOJIYAHOYHO-TIOI00HBIN CHH]IPOM.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs

Yacro: YTOMJISIEMOCTb.

bunonapuoe agpgpexkmusnoe paccmpoiicmeo

Crnenyromue HexenaTeIbHbIe PEaKIii ObLIH BBISBICHBI B XOJI€ KIIMHUYECKUX HCCIICIOBaHUN Y
MAlUeHTOB ¢ OMMNOJAPHBIM a((GEeKTUBHBIM PACCTPOMCTBOM M MPHU OIEHKE 00IIero mpodus
0€30IaCHOCTH JIAMOTPU/KUHA JIOJDKHBI PacCMaTPHUBATHCS COBMECTHO C HEXKENATeIbHBIMU
PEaKIMSIMH, BBISBICHHBIMH B X0J1¢ KJIMHUYECKUX UCCIICIOBAHUN Y TIAIIMEHTOB C DITHJICTICUCH U B
XO0JI€ MOCTPETUCTPAIIMOHHOTO HAOIFOICHHSI.

HapymeHuﬂ CO CMOPOHbL Hep@HOZZ cucmemal
OueHp yacTo: rojioBHas 00Jb.
Yacro: aKuTanus, COHJIMBOCTD, T'OJIOBOKPYIKCHUC.

HapymeHuﬂ CO CNMOPOHbL KOJHCU U NOOKOJCHBIX MKAHEl

OueHb 4acTo: KOXKHAasl ChIIb.
Penko: MyiabTU(OpPMHAs ~ 3puUTEMa, cujgpom  CTuBEHCa—
JI>KoHCOHA.

[Tpu oueHke Bcex UCCIENOBAaHUM (KOHTPOJIMPYEMBIX M HEKOHTPOJIMPYEMBIX) MO MPUMEHEHHUIO
JaMOTPUKMHA Y THAIMEHTOB C OMMONSAPHBIM apEKTUBHBIM PACCTPOMCTBOM KOXHAsl ChINb
BO3HMKaIA y 12 % manueHTOB, MOJyY4aBUIMX JIAMOTPUKUH, TOT/Ia KaK B KOHTPOJIUPYEMBIX
KJIMHUYECKHX HCCIIECOBAHUAX Y MAalMEHTOB € OUMOJSPHBIM ad()EKTUBHBIM pPacCTPOHCTBOM
KOXKHasl ChIIIb BO3HMKaNa y 8 % MAlMeHTOB, MOJyYaBIIUX JIAMOTPUUKUH, U Y 6 % MaIeHToB,
MOJTyYaBIIUX 1a1e6o.

Hapywenus co cmopoHbl MbluleuHoll, CKenemHol i COeOUHUMENbHOU MKAHU
Yacro: apTparus.

Obwue nHapyuienus u peakyuu 8 mecme 68e0eHus

Yacro: 00J1b, 60JIb B CIIUHE.
Ilocmpezucmpayuonnoe Haoawoenue

JlanHblii  pa3fen  BKIKOYAET  HEXKENATEIbHbIE  pEaKLUU,  BBIABICHHBIE B XOJI€
MOCTPErHCTPALIMOHHOTO HAOMIOEHUsI MO0 O0OMM TMOKa3aHUsAM K mHpuMeHeHuio. [Ipu oneHke
oOmiero mpoduis 0e30MacHOCTH JIAMOTPU/DKUHA JITAaHHBIE HEXeJaTeJIbHbIEe PEeaKIMU JOJKHBI
paccMaTpuBaTbC COBMECTHO C HEXKEJATEIbHBIMU pEaKLUsSMHU, BBIABIEHHBIMH B XOJI€
KJIMHUYECKHX HCCIIEOBAaHUI Yy TMAalMEeHTOB C SIWiencuedl u OUMmoispHbIM  ad(HEeKTUBHBIM
PacCTpONCTBOM.
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Ouenb penko:  remodaronuTapHbIi TUMGOTUCTHOLIUTOS.
Hapywenus co cmopomnst uMmyHHOU cucmembl

OueHb penko:  THIOraMmarioOyIHMHEMHUS.

Icuxuueckue Hapyuienus

OdeHb peKo:  HOYHBIE KOLIMApBhI.

Hapywenus co cmoponsi HepsHoll cucmemul

OuyeHb Y4acTo: COHJIMBOCTb, aTaKCHsI, TOJIOBHAsI OOJIb, TOJIOBOKPYIKEHHE.
Yacro: HUCTarM, TpemMop, OECCOHHHMIIA.
Penxo: aCEeIITHYECKUA MEHUHTHUT.

OueHp PEAKO: aAXuUuTanus, HGYCTOI;'I‘IHBOCTL IIOXOOKH,

yXyALIEHUE  CHUMITOMOB  OOJIe3HH
paccTpoiicTBa, XOpeoaTeTos.

JABUI'aTCIIbHBIC paCCTpOﬁCTBa,

HapKI/IHCOHa, OKCTpalIupaMHuIHbIC

HNmeroTcs COO6H_ICHI/ISI O TOM, YTO JIAMOTPUIKUH MOXCT yXyAlIaThb CUMIITOMBI IIAPKHUHCOHU3MA Y

nNanucHTOB C U3HAYAJIbBHO HpI/ICYTCTBOBaBH_Ieﬁ 00JIE3HBIO HapKI/IHCOHa, n CAMHUYHBIC COO6H.I€HI/I$[

O Pa3BUTUHU OSKCTpaAIUPAMHUAHBIX CHUMIITOMOB M XOpPC€OATCTO3a Yy IMALIUCHTOB oe3 JaHHOI'O

3a00JIeBaHUsI.

Hapywenus co cmoponsi opeana 3penus

OdeHb 4acTo:  JUILIONHS, HEYETKOE 3pEHUeE.

Penxo: KOHBIOHKTUBHT.
Kenyoouno-kuweunvie Hapyuienus

OueHp 4acTO:  TOIIHOTA, PBOTA.

Yacro: nuaapes.

Hapywenus co cmopomsi Kodtcu 1 NOOKONCHbIX MKAHeL
Penxo: ajIonenus.

Hapywenus co cmoponst nouex u Mouesvbi8o0auux nymeti
OueHb peako:  TyOyJIOMHTEPCTUIHATbHBIN HEQpUT™.
**MOKET BO3HUKHYTh B COYETAHUU C YBEUTOM.

Tonwvko npu >nunencuu

Hapywenus co cmoponvl HepeHoUl cucmemul

OueHb PEAKO: MOBBIIICHUEC YaCTOTHI CY JOPOXKHBIX NPUIIAAKOB.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxno COO6I.I.IE[TB 0 IOAO3PCBACMBIX HCIKECIIATCIIbHBIX PECAKIHAX ITOCJIC PETUCTPpallU IIpLIiapaTta C

OCIIBIO obecrnieyeHUs HCIIPEPBIBHOT'O MOHUTOPHUHTA

COOTHOIICHUA «I10JIb3a — PUCK»
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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JIEKapCTBEHHOI0 mpemnapara. MeauIMHCKUM P 60THHKéM"6€MeJc§QIBB|&J}a B 0-Ho0bIX

MMOoA03pE€BACMBIX HECXKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpPCriapara 4€pe3 HAIlMOHAJIbHBIC
CHCTCMBI COO6H.[CHI/ISI 0 HEXCIATCIBbHBIX PCAKHUAX B TI'OCYyJapCTBax — YJICHAX EBpaBHﬁCKOFO
3KOHOMHNYCCKOI'O COr03a.

Poccuiickasa ®@eoepayus

®denepanbHas cinyx0a 1mo Haa30py B chepe 3apaBooxpaneHus (PoczapaBruanzop)
Anpec: 109012, r. MockBa, CraBsiHCKas IuIomiaap, 1. 4, ctp. 1

Temn.: +7 800 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

PecniyOnukanckoe  yHutapHoe —mpennpusitie  «LleHTp dKkcmepTM3 W UCHBITAaHUN B
3IpaBOOXPAaHEHUI

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

Ten.: +375 17 242-00-29

®dakc: +375 17-242-00-29

OnekrponHas mouta: rcpl@rceth.by

Caiit: www.rceth.by

4.9. Ilepexo3upoBKa
CuMITOMBI

[Ipu npueme 103, npesbimaronmx B 10-20 pa3 makcuManbHbIE TepamneBTHUYECKHE, ObLIN
3aperuCTPUPOBAHBI CITyYau C JETalbHBIM UcX0A0M. [lepeno3npoBka mposBisiIach CAMITOMAMH,
BKJIIOYABIIMMH HUCTArM, aTaKCHIO, HApyIIEHHUs] CO3HAHMS, SMUJICNTUYECKUN MPUMATOK U KOMY.
[Tpu nepeno3upoBKe y MaIMEHTOB TaKkke HabogaeTcs pacupenue nurepsaia QRS (ymnenue
BPEMEHU BHYTPUKETYI0YKOBOH POBOJIUMOCTH).

Jleuenne

PexoMmeHnoBaHa rocuTanu3alis U IPOBEACHUE MOAACPKUBAIOIICH Tepallui B COOTBETCTBUU C
KJIIMHAYECKOU KapTUHOM.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA
5.1. ®dapmakoanHaAMH4YeCKHe CBOICTBa

CDapMaI(OTepaHeBTI/I‘ICCKaSI rpymra: MMPOTHUBOSIUIICIITUICCKUC mpernaparsl; Apyrue
MPOTHUBOSMUICITUYCCKUC IPCIIAPAaThHI.

Kox ATX: NO3AXO09.

Mexanusm ieficTBUS

P C3YyJIbTAThI (bapMaKOJIOTI/I‘leCKI/IX HCCIeI0BaHUM CBUIACTCIILCTBYIOT O TOM, YTO JIaMOTPUKUH
SABIIACTCA 6J'IOKaT0p0M MOTCHIUAI-3aBUCUMBIX HATPUCBLIX KaHAJIOB, IIPU 3TOM JIefiCTBHE CaMOro
npemnapara 3aBUCHT OT BCJIHWYHUHBI JJICKTPHUYCCKOI'O 3apsala U XapaKTCPU3YCTCHA 3(1)(1)6KTOM
CaMOIIOTCHIIUUPOBAHMUA. B KYJbTYpC HCﬁpOHOB JITAaMOTPHUKHUH BbI3BIBACT IOTCHIUAI-3ABUCUMYTO
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BBICBOOOKJICHHE TIyTAMHUHOBOW KHUCIOTHI (HEHpOMEAHAaToOp, WIPAIOIIUil KIIOYEBYIO POJb B
pPa3BUTUHU JMWJIECNTUYECKUX MPUIIATIKOB), a TaKKE HHTUOMPYET NEHOJSpU3AINI0, BBI3BAaHHYIO
[JIyTamMaToM.

DdapmakomHamuyeckue 3OhHeKTh

PesynbraTel  ucclemoBaHMi  IN VItF0O  mokasamM, YTO  JAMOTPUKAH  00Jamacrt
MIPOTHBOAPUTMUYECKON aKTUBHOCTBIO Kitacca IB mpu npuMeHeHn B TepaneBTUYECKUA 3HAYMMBIX
KOHIIEHTpanusax. J[aHHBIA mpenapar MHrHOMpPYyeT OBICTPBIC MOTEHIIMAI-3aBUCUMBbIC HATPHUEBHIC
KaHAJIbI B MUOKApJIe Y€JIOBEKa, YTO COIJIACyeTCs C JACHCTBHUEM APYTHMX IMPOTUBOAPUTMUUYECKHX
cpencTs kiacca IB.

[Ipu nperanpbHOM wu3yuyeHun wuHTepBaia QT y 3740poBBIX J0OpPOBOJIBIEB JTaMOTPHIXKHUH,
INPUMEHSEMbIH B TEepaneBTUYECKUX [103aX, HE 3aMEeUIsT JKeNyIO0YKOBYIO MPOBOJUMOCTH (HE
pacmmpsin  komruiekc QRS). Tem He MeHee, y NaIlMEHTOB C KIMHUYECKH 3HAYUMBIMU
CTPYKTYPHBIMHU HIIM (YHKIIMOHATHHBIMU 3a00JIEBaHUSAMHU CEPJILla JTAMOTPUKUH MOTEHIIMATIBHO
MOJKET 3aMEUIUTh >KEIYJOYKOBYIO MPOBOAUMOCTh (pacuimputh komiuiekc QRS) u BbI3BaTh
MPOAPUTMHUIO.

B uccnenoBanusix, pa3paboTaHHBIX AJIs1 OLIEHKH BIUSHUS MPENapaToB Ha HEHTPAIbHYIO HEPBHYIO
CUCTEMY, pe3yJIbTaThl, IOyYeHHBIE IPH IPUMEHEHUH JTAMOTPUIKIHA B 03¢ 240 MT y 310pOBBIX
T0OPOBOJIBIIEB, HE OTIMYAINCH OT TAKOBBIX, OMYYEHHBIX MPU MPUMEHEHUH 11anedo, B TO BpeMs
Kak rocie npuema (enutonHa B goze 1000 mr m gumasemama B go3e 10 Mr mo OTACIBHOCTH
HAOI0/IAI0Ch HapylIeHHUEe TOYHOW 3PHUTEIbHO-MOTOPHOW KOOPIMHAIMM W JBWKCHHS TJas3,
HapylICHHE PAaBHOBECHS TEJa U MPOSBIECHUE CYObEKTUBHOIO CEAATUBHOTO JACHCTBHUS.

B npyrom unccnemoBanum kapOamasenuH, NPUHUMAaeMbId OJHOKPAaTHO BHYTPh B Jo03e 600 wmr,
3HAYUTEIbHO Hapyllal TOYHYIO 3PHUTEIbHO-MOTOPHYIO KOOPAMHAIMIO W JBMKEHHUS TIJa3 ¢
OJTHOBPEMEHHBIM HApYLIEHHEM paBHOBECHs Tella U TOBBIIIEHHEM 4YacTOThl CEpJEUHBIX
COKpaAIlleHUH1, B TO BpeMs KaK pe3y/bTaThl, OJy4YeHHbIE IPH IPUMEHEHUH JIAMOTPUKMHA B 103aX
150 mr u 300 Mr, He OTJIMYAITUCh OT TAKOBBIX ITPU MPUMEHEHUH TU1ae0o.

Kinanueckas 3¢ dheKTUBHOCTE U 0e30I1acHOCTh (OnnoispHble adGeKTUBHBIE PACCTPOICTBA)

D¢ dekTUBHOCTH B MpeNoTBpAIllEeHMH PACCTPOMCTB HACTPOCHMS y MAIMEHTOB C OUIOJISPHBIMU
paccTpoiicTBaMu Obl1a MPOJIEMOHCTPUPOBAHA B IBYX 0a30BbIX KIMHUYECKUX HCCIe0BaHMsIX. B
pe3yibTaTe KOMOMHHPOBAHHOTO aHAlIM3a MOJIYYEHHBIX Pe3yJbTaTOB OBUIO YCTAHOBIEHO, YTO
IIPOJOJDKUTEIBHOCTE PEMHUCCHM, OIPENEIABIIAsCS KaK BPEMsl 10 BO3HMKHOBEHHS IIEPBOTO
AMM30/a ENPECCUH U JI0 MEPBOT0 3MHU304a MAHUHM/TUIOMAHHH/CMEIIaHHOTO 3MH30/]a MAHUU U
TUIIOMaHMUU TI0CiIe CTa0MIIN3alliH, OJIbIE B TPYIIE JJAMOTPHIXKIHA IO CPAaBHEHUIO C TU1aedo.

[TpoomKUTELHOCTh peMUCCHH OblIa OoJiee BhIpakeHa JIsl JEMPECCHH.
5.2. dapmakoKMHeTH4YeCKHe CBOICTBa

AOGcopbuus

.HaMOTpI/I,Z[)KI/IH 6LICTpO U IMMOJIHOCTBIO BCACBIBACTCA U3 KUIMICYHUKA, IPAKTUYCCKU HE TOABCPIrasiCh
MPpECUCTCMHOMY MeTa6OHI/I3My TIEPBOT'O MPOXOKACHU. MakcuManbsHas KOHIOCHTpANUsA B IJIa3ME
KpOBH OOCTHUIACTCsA HpI/I6JII/I3I/ITeJ'ILHO qepe3 2,5 qgaca IMoCJIC ICpOopaJIbHOTO IMpUeMa Ipcerapara.
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npueMa UM, HO CTENeHb a0COPOITMU OCTaeTCs] HEM3MEHHOM.

Pacopenenenue

JlaMOTpWDKUH ~ CBSI3bIBaETCSI C O€nKaMH IUIa3Mbl  KpPOBH HpuUOIM3HUTENbHO Ha 55 %.
MasnoBeposTHO, 4TO BBICBOOOXKIIEHHE Iperapara M3 CBS3M C OeIKaMH MOMKET MPHBOIHUTH K
Pa3BUTHIO TOKCHUYECKOTO d(dekra.

O0nem pacnpenenenus cocrapiser 0,92—1,22 n/kr.

Buorpancdopmarus

B MeTabommu3mMe JIAMOTPHUIKAHA NPUHUMAET ydacTtue dbepmeHT
ypunuaaudocdarrmokyporuntpanchepasa (Y AD-rmokyporuntpanchepasa). JlaMoTpu ke B
HE3HAUNTEILHOM CTEIIEHU IOBBIIIAET CBOM COOCTBEHHBIN MeTa6OHI/ISM B 3aBUCHUMOCTH OT JO3HI.
OIIHaKO HET HHUKAKUMX JaHHBIX, [IOATBCPKIAAIOIINUX, 4TO JIaMOTPU/KUH  BJIMACT Ha
(apMaKOKMHETHKY  JApPYTMX  IPOTHUBO3MUIENTUYECKUX  IpernaparoB, M  4YTO  MEXAY
JaMOTPUJIKUHOM U APYTUMU IIpenapaTaMu, KOTOpble METa0OIU3UPYIOTCSI CUCTEMON LIUTOXPOMa
P450, BO3MOKHO B3aUMOJIEHCTBHE.

DaMMUHALIUA

VYV 310pOBBIX B3pPOCIBIX JIML CPEIHU PABHOBECHBIM KIMPEHC JaMOTPHUI)KMHA COCTABISET B
cpeaaeM 39 + 14 mn/muH. JlaMOTpUIKUH METa0OIM3UPYyeETCss ¢ 00pa30BaHUEM TIIOKYPOHHIIOB,

KOTOPBIC BBIBOAATCA IOYKAMMH.

Menee 10 % mpemapara BBIBOAMTCS Yepe3 MOYKH B HEM3MEHEHHOM BHUE, OKoio 2 % — uepes

KHUIIICYHUK.

K.]'[I/IpeHC " Neproa MOJTYBBIBEACHUA HE 3aBUCAT OT J03bI. Hepnon IMMOJIYBBIBCACHUSA Y 3JOPOBBIX
B3POCJIBIX JIMI] COCTABIISIET B cpeiHeM OT 24 110 35 yacoB. Y manueHToB ¢ cuHapoMoM Kunsbepa
Ha0JII0/1aJ10Ch CHIDKEHUE KIIMpeHca npenapaTa Ha 32 % 10 CpaBHEHHUIO ¢ KOHTPOJIbHON IPyMIIOH,

YTO HC BBIXOJHUJIO 3a rpaHUIBI HOPpMaJIbHBIX 3HAYCHUH JIIA O6HI€I\/’I MOMmyJIAUH.

Ha nepruoa MOJYBBIBEACHUA JIaMOTPUKUHA 0OJIBIIIOE BIIMSHHE OKa3bIBAIOT OOIHOBPEMCHHO

MMPUHHUMACMBIC JICKAPCTBCHHBIC ITPCTIAPATHI.

Cpennuii  mepuoa  TOJMYBBIBEJACHHUS  CHUIKAETCS MNPUONHM3UTEIBRHO 0 14 4acoB nmpu
OJIHOBPEMEHHOM IMPUMEHEHUHU C MpenaparaMu-uHAYKTOPaMU TIIOKYPOHUPOBAHUS, TAKUMU Kak
kapOamazenuH ¥ (EHUTOWH, W MOBBIIIAETCS B cpeaHeM A0 70 yacoB HpHU OAHOBPEMEHHOM

MIPUMEHEHUH C BaJbIIPOATAMH.
JInHelHOCTD

PapMaKOKMHETHKAa MMEET JIMHEHWHBIM XapakTep IMpU IpUEME OJHOKpPAaTHOM A03bl 10 450 mr
(mambombIas uccieoBanHas 103a). HabmrogaroTes 3HaunTe IbHbIE MHIWBU Ty TbHBIE KOJICOaHUS
MaKCHMaJIbHOW KOHIEHTPALlMU B PAaBHOBECHOM COCTOSIHUU, OJTHAKO C PEAKHUMH KOJICOaHUSIMU Y
KaXKI0r0 OT/IEIbHOIO MaI[UeHTA.

JInia moKujioro Bo3pacra

Knuandecky 3HaYNMEBIC pasiiniuAa B KIIMPCHCE JTaMOTPHUIKHHA Y MMAIIMCHTOB IMOXUJIIOI0 BO3pacTa
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B CPaBHCHHUHU C MOJIOJABIMHU MMAalUCHTAMU HE O6H3DV)KGHI)I'.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Pe3ynbpTaThl momyisauuoHHOTO (papMaKOKMHETHYECKOrO aHAJIW3a, BKIIOYAONIEro KaK MOJIO/BIX,
TaK U MOXWIbIX MAI[MEHTOB C SIUJICTICUEN, YYaCTBOBABIIUX B OJHUX U TEX )K€ MUCCIETOBAHUSIX,
MOKa3aJu, YTO KIMPEHC JaMOTPUIKIMHA HE N3MEHWJICS B KIIMHUYECKU 3HauuMou cternenu. [Tocne
OJIHOKPATHOTO TMPUMEHEHHS JaMOTPHDKUHA KaXyIIUHCsS KIUpeHC cHusuiacs Ha 12 % c
35 mi/mMuH B Bo3pacte 20 neT u 10 31 mur/mun B Bozpacte 70 net. CHUYKEHHE BEIMYMHBI KITMPEHCa
namMoTpukuHa mocne 48 Henens sedeHusi coctaBisuio 10 %, ¢ 41 mo 37 mu/MUH, MEXIy
rpynnamMy MOJIOABIX U MOXKHUIIBIX ManueHToB. KpoMme Toro, gpapMakoOKMHETUKY JIaMOTPUIKHUHA
u3ydanu y 12 310pOBbIX MOXKUIIBIX T0OPOBOJIBIIEB [1OCIIE OAHOKPATHOTO IpUeMa TaMOTPUIKHUHA B
dbopMe HeMeIJIeHHOTO BBICBOOOXKACHHUS B jo03e¢ 150 Mr. CpemaHuil KIMPEHC y TOXHIBIX JIUIT
(0,39 Mut/MuH/KT) HaxXOAWJICS B [AMalla30HE CpeaHMX 3HadeHuid kiamperca (ot 0,31 1o
0,65 MuI/MUH/KT), TIOJIy4EHHBIX B 9 HMCCIEIOBAaHUSAX C YYaCTHEM B3POCIHBIX JIMI] HE IMOKHIIOTO
BO3pacTa Mocje OJIHOKPaTHOTO NMpUMEHEHUs npenaparta B 103ax oT 30 10 450 mr.

IlouyeuHas HETOCTATOYHOCTh

Kaxxapiii u3 nBeHaanaTi 1o0OpOBOJIBIEB C XPOHUUYECKOW MOYEUHON HEIOCTATOUHOCTHIO U APYTUX
6 TaIMEeHTOB, HaXOAUINXCA HAa TeMOAHAlu3e, MPUHUMAT OJHOKPATHYIO 103y JaMOTPHUIKUHA,
paBHyto 100 mr. Cpennee 3HaueHHE KaKyllerocs KiupeHca cocTaBisuio 0,42 mur/MUH/KT
(XpoHuyeckas rmodeyHasi HeJJOCTaTOYHOCTh), 0,33 MII/MUH/KT (MEXAYy ceaHCaMu reMOuann3a) u
1,57 mu/mun/kr (BO BpeMmsi reMoauanusa) mo cpaBHeHHto ¢ 0,58 MI/MUH/KT Yy 300pOBBIX
noOpoBosbiieB. CpenHuil Tepuoj TMOMYBBIBEACHHUS M3 IUIa3Mbl KpOBU cocTaBiisil 42,9 yacoB
(XpoHuyeckasi TMOuY€YHas HEAOCTATOYHOCTH), 57,4 yaca (MEXIy CeaHCaMd TeMOJuaiu3a) |
13,0 gacoB (Bo BpeMsi reMOIMaIn3a) [0 CPaBHEHUIO C 26,2 yacaMu y 3J0pOBBIX 100poBOJIbIEB. B
cpenrem okotio 20 % (auanaszon = ot 5,6 10 35,1) KonM4ecTBa JIAMOTPHUIKHHA, HAXOASAIIETOCS B
opranu3Me, ObUJIO BBIBEEHO Ha MPOTSHKEHMHM 4-4acoOBOTO ceaHca remojuanusa. Jns maHHOH
TPYIIBI MAIMEHTOB HavajibHAas /1032 JIAMOTPUKUHA PACCUUTHIBAETCS B COOTBETCTBHH CO CXEMOM
Ha3HA4YeHHs TPOTUBOAMUIEITHUECKOTO Mpenapara; CHIKEHHbIE TOIEP)KUBAIOIINE O3Bl MOTYT
OBITh 2 (HEKTUBHBIMH Y TAIIIEHTOB CO 3HAYUTEILHBIM HAPYIIEHUEM (DYHKIIHH MTOYEK.

[IeyeHOYHAs HEAOCTATOYHOCTh

beuto mpoBeneHo (papMakOKMHETHUECKOE MCCIIEJOBAaHUE C OJHOKPAaTHBIM HPUMEHEHHEM
JaMOTPUIKUHA B (popMe HEMeITIEHHOTO BBICBOOOKICHUS C y4acTHEM 24 MAIlMEHTOB C Pa3JIMYHOM
CTETIEHBIO HapYLIeHUsl (YHKLUU Me4eHU U 12 310pOBBIX JOOPOBOJIBLIEB B KaUu€CTBE KOHTPOIBHOM
rpynnel. MeauaHa Kaxyluerocs KiIMpeHca JamoTrpumknHa coctasisuia 0,31, 0,24 u
0,10 M/MUH/KT y TalMEHTOB CO CTENeHbl0 HapymeHuss ¢yHkuun nedenn A, B u C
(knaccuduxanus no mkane Yaitna-I1ei0) cooTBeTcTBEHHO, 10 cpaBHeHHIO ¢ 0,34 MII/MUH/KT Y
3JI0OPOBBIX JIUI] U3 TPYMIbl KOHTposid. HauanbHble, Ha 3Tare MOBBIMICHUS U MOJIEPKUBAIOIINE
710361 OOBIYHO HEOOXOJUMO CHU3UTH NMpuOnm3uTensHo Ha 50 % y MAlMeHTOB C YMEPEHHBIM
(crenens B mo mkane Yaitna-I1st0) u Ha 75 % y manueHToB ¢ TsoKenbM (creneHsb C Mo mkane
Yaitnn-I1p10) HapymenueM GyHKIMM nedeHu. J{o3bl Ha dTarne MOBBILECHUS U MOIePKUBAIOIINE
JI03BI CIelyeT KOPPEKTHPOBATH B COOTBETCTBUHM C KIIMHUYECKUM OTBETOM.

CTH

V nereit KIIMPCHC JIaMOTPHU/P’KHMHA IIPpHU PACUCTC HAa MACCY TCJia BBIIIC, Y€M Y B3POCIIbIX; OH
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MEHbIIle, 4eM Yy B3pocibiXx. CpelHee 3HaUEHHE MEPUOJa IONYBBIBEICHHUS TPUOIUZUTEIHLHO
COCTaBJIICT 7 YacOB NPHU OJHOBPEMEHHOM IPUMEHEHUHU C TpenapaTaMy, HHIYIUPYIOIIMA
[IIIOKYPOHUPOBAHKWE, TAKMMU KaK KapOamas3enuH ¥ (CHUTOWH, M IOBBIIIACTCS B CPEAHEM O
45-50 JacoB npu 0JITHOBPEMEHHOM ITPUMEHEHUH C BaJIbIIPOATAMH.

6. DAPMALEBTUYECKHUE CBOUCTBA

6.1. Hepeqenb BCIIOMOraTeJIbHbIX BECIIECTB

Jlamukrai, 25 mr, 50 mr, 100 mr TabaeTku

JlakT03BI MOHOTHIPAT

[emtrono3a mukpokpuctaummdeckas (Asuren PH-101)
Kapb6okcumerniakpaxman HaTpus (Tum A)

[ToBumon K30

Maruus creapar

Kpacurenb xenes3a okeu xentoiit (E172)

6.2. HecoBmMecTUMOCTH

He npumennmo.

6.3. Cpok rogHoctu (CpoK XpaHeHHS )

3 roga.

6.4. Oco0ble MepbI MPEIOCTOPOKHOCTH MPH XPaHEHUH
Xpanuts nipu Temnepatype He Boitre 30 °C.

6.5. Xapakrep u conep:kanue NEPBUYHOI YIAKOBKH

Jlamukrai, 25 mr, 50 mr, 100 mr TabaeTku

ITo 10 tabnerox B 6nucrep u3 [IBX/anmromunuenoii ¢ponsru. Ilo 3 6auctepa BMecTe ¢ IUCTKOM-

BKJIAJBIIIEM B [TAYKY KAPTOHHYIO C KOHTPOJIEM IIEPBOI'O BCKPBITHUSA.
N

Jlamukrai, 25 mr, Ta0JIEeTKH

ITo 15 tabnerox B 6nucrep u3 I[IBX/amtoMuHneBoil poabru ¢ 3aiuToi OT BCKpBITUS AeTbMHU. [0
2 6rucTepa BMeCTe ¢ IMCTKOM-BKJIA IBIIIEM B TAYKY KAPTOHHYIO C KOHTPOJIEM ITEPBOTO BCKPBITHSI.

Jlamukrai, 50 mr, 100 mr Tabaerku

[To 15 Tabnetok B Omuctep u3 [IBX/amomunus/Oymaru ¢ 3amuToil oT BCKpBITUS AeTbMU. [lo
2 brucTepa BMecTe ¢ IMCTKOM-BKJIA IBIIIEM B TAYKY KAPTOHHYIO C KOHTPOJIEM ITEPBOTO BCKPBITHSI.

He Bce pa3meps! ynakoBOK MOTYT OBITh JOCTYIIHBI JUIsl peau3aliii.

6.6. Ocobble Mepbl TPETOCTOPOKHOCTH TPH YHHYTOKEHHH WCNOJIbH30BAHHOTO
JIEKAPCTBEHHOr0  mpenapara MJH  OTXO0J0B, MOJYYEHHBLIX IOCJe NPUMEHeHHUs:

JIEKApPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIMyJsiiMU ¢ NpenapaTom

OcoOble TpeOOoBaHUsI OTCYTCTBYIOT.
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7. IEPJKATEJIb PETMCTPAIIMOHHOIO Y 1I0CTOBEPEHMS | =/ 1BHOCTS 0005)

AO «I'makcoCmutKunsiin Tpeauary

Poccuiickas ®@enepanust, 125167, r. Mocksa, Jlenunrpaackuii np-1, A. 37A, kopnyc 4, stax 3,
nomemenne XV, komHaTa 1.

Ten.: +7 495 777-89-00

®dakc: +7 495 777-89-01

7.1. IlpencraBuTeIb AepKaTe/sl PperucTPAIMOHHOIO YA0CTOBEPEeHH S

[Iperen3zun HOTDC6HTCHCﬁ HaOpaBJISITh 110 aAPECY.

Poccuiickasa ®@eoepayus

AO «I'makcoCmutKuisitn TpertguHr»

Anpec: 125167, r. MockBa, Jleaunrpaackuit np-t, 1. 37A, xopmyc 4, stax 3, nomemenune XV,
KomHaTa 1

Ten.: +7 495 777-89-00

®daxkc: +7 495 777-89-01

JKamoObpl Ha KayecTBO JICKApCTBEHHOI'O TIperapara HEOOXOJUMO HaIpaBIsaTh Ha aapec
9JIEKTPOHHOM oYTHI: 0ax81701@gsk.com

CooO1IeHHsT 0 HEXKENAaTeIbHBIX PEAKIUAX HEOOXOAMMO HAIpPaBIATh Ha aJIpec AJICKTPOHHOU
nouThl: ru.safety@gsk.com

Pecnybnuxa Benapyco

AO «I'makcoCmutKusitn Tpeitaunry, Poccutickas @enepanus

JKamoObpl Ha KayecTBO JICKApCTBEHHOI'O TIperapara HEOOXOJUMO HaIpaBIsaTh Ha aapec
snekrponnoi mourel: QDNP.Complaints@gsk.com

CooO1mieHnst 0 HeXeNaTelbHBIX PeaKIHUsIX HEe0OXOTUMO HAMpaBIATh Ha aJpec JIEKTPOHHOMN
noutsl: by.safety@gsk.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(000722)-(PT-RU)

9. JTATA NMEPBUYHOM PEIMCTPALIMU (IIOATBEPXKJIEHHSI PEI'MCTPAIIUU,
HNEPEPETUCTPALIN)

Jara nepBoii peructpauuu: 22.04.2022

10. JATA IEPECMOTPA TEKCTA

OO01mast XxapakTepUCTHKa JIEKapCTBEHHOTO MpernapaTta JlaMukTan 10ocTynHa Ha HHOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 CO03a B MH()OPMAIIMOHHO-KOMMYHHUKAIIMOHHON CeTH
«MuTepueT» http://eec.eacunion.org.
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