COOTBETCTEYET JKCMNEPTHOMY OTUYETY
32024 Nz 5461
(MOCNEOQOBATENEHOCTE 0002)

OBIHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JEKAPCTBEHHOI' O IIPEITAPATA
Jlamotpuxkun @apmacunTes, 25 Mr, TabJIeTKH
Jlamorpumkun ®apmacunTtes, 50 mr, TabIeTKN

Jlamorpumkun ®apmacunaTtes, 100 Mr TabieTku

2. KAUECTBEHHbBIN 1 KOJIMUECTBEHHBII COCTAB

Jlamorpuokud @apmacunTes, 25 Mr, Ta0JIeTKU

Kaxnas Tabnerka cogepxut 25,00 Mr naMmoTpupKuHa.
BcrnomorarenbHbie BEIIECTBa, HAMYKUE KOTOPBIX HAJ0 YYHTHIBATH B COCTABE JIGKAPCTBEHHOTO
npenapara: jlaktosza 6e3BoaHas (cm. pasuen 4.4.).

Jlamorpuokud @apmacunres, 50 mr, Tabaerku

Kaxxnas tabnerka comepxut 50,00 Mr mamoTpupKkuHa.
BcrnomorarenbHbie BEIIECTBa, HATMYHUE KOTOPBIX HAJ0 YYHTHIBATH B COCTABE JIGKAPCTBEHHOTO
npenapara: jlaktosza 6e3BoaHas (cM. pasnen 4.4.).

Jlamorpuokud @apmacunres, 100 mr, Tabaerku

Kaxnas tabnerka comepxut 100,00 Mr mamMmoTpumKiHA.
BcrnoMoratenbHbie BEIIECTBA, HAMYHUE KOTOPBHIX HAJ0 YYHTHIBATH B COCTABE JIEKAPCTBEHHOTO

npenapara: Jakro3a 6e3BojiHas (cM. pazzaen 4.4.).

[TonHbI# TepeueHb BCIIOMOTATENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHASY ®OPMA
TabnerTku.

Jlamorpumkna @apmacuuTes, 25 Mr, Ta0JIETKH

Kpyrnbie miockonuaMHapudeckue TabaeTKu OT Oesoro 1o modtd Oenoro 1Bera ¢ ¢ackod u
PHUCKOM.
Jlunus paznoma (pucka) He IpeHa3HaYeHa JUIsl pa3jiaMblBaHUs TaOJIETKU.

Jlamorpuokud @apmacunres, 50 mr, TabaeTku

Kpyribie miockoummMHApuIecKre TabIeTKH OT O€10ro 10 MouTH 0eoro 1usera ¢ (hacKom.

Jlamorpumkud @apmacunres, 100 mr, Tabaerku

Kpyrnbie miockommmHIApUYeCKHe TaONIeTKH OT Oeroro 1o moutd Oesoro 1Bera ¢ (ackoit u

PHUCKOM.
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Jlunus paznoma (prcka) He IpeAHa3HAYEHA IS pa3naMﬁlgéﬁﬁ};|J§a%}rM.Eﬂ bHOCTb 0002)

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHHIO

Onuiiencus

B3spocnvie u 0emu (cmapwe 12 nem)

Onunencus (mapuualbHbIE W TI'E€HEPAIM30BaHHbIEC IPHUIAJKH, BKIIOYas TOHUKO-KJIOHMYECKHE
NPUINIAAKK, a TaKXKe NpUIajKu Npu cuHapome JleHHokca-I'acTo) B cocTaBe KOMOMHMPOBAHHOM
Tepanuy Ui MOHOTEPAIHH.

Jlemu om 3 00 12 nem

Onunencusi (mapuuanbHblE UM TIEHEPAIM30BaHHbIC IMPHUIAJKH, BKIIOYash TOHUKO-KJIOHUYECKHE
NPUIIAAKK, a TaKXKe NpUIajKu Npu cuHapome JleHHOokca-I'acTo) B cocTaBe KOMOMHMPOBAHHOM
Tepanum.

[Tocne pmocTwXeHHMS KOHTPOJIS JNMJENCHd Ha (QoHEe KOMOWHUPOBAHHON — TEepamuu
COIyTCTBYIOIIKE NpoTuBodnmiIentuyeckue npenapatsl (II911) MmoryT ObITE OTMEHEHBI, U IPUEM
npenapata Jlamotpumkun @apmacuHTe3 NPOJODKEH B peKUME MOHOTEPAIIUH.

MoHoTepamnust THIIHYHBIX a0CaHCOB.

Bunonsipaoe addekTuBHOE PACCTPOUCTBO

B3spocnvie (om 18 nem u cmapuwe)
[IpenynpexaeHue HapylIeHH HacTpoeHUs (Jernpeccud, MaHUU, TUIIOMAHHUH, CMEIIaHHBIX

3MM30/I0B) Y HAIIMEHTOB ¢ OUNOJAPHBIM a(PEKTUBHBIM PACCTPONUCTBOM.

4.2. Pe:kum 103MPOBaHNS M CI0CO0 MPUMeEHEHHUs

PexxuM 103upoBaHus

nuiaencusa
Monomepanus snunencuu

B3pocavie u 0oemu cmapwe 12 nem (Tabauya 1)

HauanbHas no3a npemapara Jlamorpumkua @apMacuHTe3 P MOHOTEPAITHH COCTABIISIET 25 MT
1 pa3 B CyTKH B TeUCHHE 2 HEJENb C MOCIEIYOIINM MOBbIIeHueM 10361 10 50 mr 1 pa3 B cyTku
B TE€UYEHHUE 2 HeJllesb. 3aTeM J03Y cielyeT yBeJIWYMBaTh MakcuManbHO Ha 50—100 Mr kaxsjable
1-2 Hemenu 10 JOCTHIKEHHMsS ONTHUMAaJbHOTO TepameBTHUeckoro 3ddexra. OObIuHas
NoJAJepKUBaroIasl Jo3a [ JOCTHKEHMSI OINTUMAJbHOIO TepaneBTUYecCKOoro 3ddekrta
cocraBisier 100—200 mr/cyt B 1 mmm 2 mpuema. HekoTopsIM mamueHTaM Uit JTOCTHIKCHHS
KellaeMoro TeparneBTuieckoro 3gdexra tpedyercs no3a ramorpuakuHa 500 Mr/cyT.

B cocmase KOM6uHup08aHHOﬁ mepanuu snujiencuu
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Bspocavie u oemu cmapwe 12 aem (Tabauya 1)

VY manueHToB, KOTOPBIE YK€ MOJIyYaloT BaJbIpoar B coueTanuu ¢ Apyrumu [13I1 unm 6e3 Hux,
HauvanbHas Jo3a mpemnapara JlamoTpumkun PapMacHHTE3 COCTaBIsieT 25 MI 4epe3 JCHb B
TeueHue 2 Helelb, B JalibHeHIeM — 1o 25 Mr 1 pa3 B CyTKH B T€UeHHE 2 HE/lelb. 3aTeM 03y
CleayeT yBeIWYMBaTh MakKCUMajdbHO Ha 25—50 Mr kaxasie 1—2 Hedenu 10 JOCTHUKEHUS
ONTUMAJILHOTO TepaneBTHIECKOTo dpdekra. OObdHAS TOIACPKUBAIOIIAS 1032 JIsI TOCTHKEHUS
ONTUMAJILHOTO TepaneBTHYeckoro s dekra cocrapiser 100—200 mr/cyt B 1 nnu 2 npuema.

VY nmanueHToB, KOTOpbIE MOIy4YaroT COmyTcTByouryto Tepanuto 1311 unm npyrue mpemapartsi,
KOTOPbIE HHAYLUUPYIOT MIIOKYPOHU3ALMIO JIAMOTPUDKUHA B coueTanuu ¢ apyrumu 1911 win 6e3
HUX (32 UCKJIFOYCHUEM BaJIBIIPOATOB), HavYalbHas J103a npemnapara Jlamorpumkun dapMacunTe3
coctasisier 50 mr 1 pa3 B cyTku B TeueHHe 2 Hefielb, B qanpHenem — 100 mr/cyT B 2 npuema
B TEUCHHME 2 Hejelb. 3aTeM J03y CleAyeT yBeln4yMBaTh MakcuMaiabHO Ha 100 mr kaxsible
1-2 Hemenu 10 JOCTMXKEHUS ONTHMAJbHOTO  TepameBTHUeckoro 3¢¢ekra. OObluHas
NOJICP)KMBAIONIAas 71032 JUIA JOCTIDKEHHS ONTHMAaJIbHOTO —TepameBTH4eckoro 3¢ddexra
coctasisier 200—400 mr/cyT B 2 npuema.

HekoTopblM manueHTaM JUisl JOCTHXKEHHS JKEJIAaeMOro TepareBTUYECKOTo 3(pdeKTa MOXKeT
noTpeboBaThCs Ha3HaueHue npenapara Jlamorpumxkun @apmacunres B 103e 700 mr/cyT.

VY manueHToB, MPUHUMAIOIINX JAPYTHE MPenaparhbl, KOTOPbIe CYyIIECTBEHHO HE HHIHOUPYIOT U He
WHIYIHPYIOT TIIOKYPOHHU3AIMIO JTaMOTPU/KMHA, HavajdbHas Jo3a mpemnaparta JlamoTpukuHa
coctaBiiseT 25 mMr 1 pa3 B CyTKU B TeueHHe 2 Helelb, B AanbHelmeM — 50 mr 1 pa3 B cyTku B
Te4yeHUe 2 Hejenb. 3aTeM 103y cilelyeT yBeJIW4YMBaTh MakcuMmainbHO Ha 50—100 mr kaxjable
-2 Hemenmu 10 JOCTHMIKEHUS ONTUMAJIBHOTO  TepameBTuueckoro 3ddexra. OObuHasA
NOJUICP)KUBAIONIast 71032 JUIA  JOCTIDKEHHS ONTHMAaJIbHOTO —TepameBTH4eckoro sddexra
coctasiisger 100—200 mr/cyT B 1 unu 2 npuema.

Tabiuuma 1. PexomeHayeMblii peskuM J103UpOBaHWsl npenapara JlamMmoTpumaKuH

(I)apMaanTe3 IPpH JCYCHUH INMUICIICUHA Y B3POCJIBIX U aeren crapue 12 ner

Pe:xxuMm no3upoBanus Henens 1-2 |Heneas 3—4 |Iloanep:kuBaroias 103a
MoHnoTepanus 25 mr (1 pa3 B(50 mr (1 pa3|100-200 mr (B8 1 wm 2
CYTKH) B CYTKH) npuema).
o361 MOTYT OBbITh

yBenuueHsl Ha 50—100 mr
Kaxaple 1—2 Hemean mis
JIOCTHKECHUS

MOJJEP>KUBAOIIEN JTO3BI.
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ot 20.03.2024 N= 5461
KomOunupoBannas  tepamust ¢ |12,5 mr 25 ':Hi"_' ' (Z i_i EQF?O'OIEEE%I (]1-3:' '].':'r/'ﬁﬁd 2
BaJIbIIPOATaMH BHE 3aBUCHUMOCTH OT |(Ha3HauYaeMas |B CYTKH) npuema).
JIpyroi COmyTCTBYIOIIEH Tepanuu [0 25  Mr Jo3b1 MOTYT ObITh
4yepe3 JICHb) yBelIMueHbl Ha 25—50 wmr
Kaxaele 1—2 Hemean mis
JOCTHKEHUS
MOJICP>KUBAIOIIEH J03bI.
KomOunupoBan |3IT1oT pexkum |50 mr (1 pa3z B[100 mr (B 2|200—400 mr (B 2 mprema).
Has Tepamnus 0e3 | 10JKEH CYTKH) prema) o3l MOTYT OBITH
BaJIbIIPOATOB HCIIOJIb30BaThCS C yBenmuuensl Ha 100 wr
(EHUTOUHOM, Kaxaple 1—2 Hemenu A
KapbaMa3enuHoM, JOCTHKEHUS
denobapOuTaIoM, MO/ICPKUBAIOIIEH JTO3HI.
OPUMHUIOHOM WIIH
JIpYTUMH
UHIYKTOpPaMH
TIIIOKYPOHHU3AIHH
JaMOTPHUKUHA
3T0T pexum |25 mr (1 pa3 8|50 mr (1 pa3|100—200 mr (B 1 wm 2
JIOJIKEH CYTKN) B CYTKH) npuema).
HCITOJIB30BaThCA C o361 MOTYT OBITh

JIPyTUMHU
npenapaTami,
KOTOpBIE
CYLIECTBEHHO HeE
UHTHOUPYIOT U HE
UHAYLUPYIOT
[IIIOKYPOHU3ALUIO

JAMOTPHJKUHA

yBenudeHsl Ha 50—100 mr
Kaxnaple 1—2 Hemean mis
JOCTHKCHUS

MOJJEP>KUBAOIIEN JTO3BI.

VYV mnauuentoB, nmpunumaromux I19I1, ¢gapmakokumHeTHueckoe B3aMMOJECHCTBHE KOTOPBIX C

JaMOTPUIPKUHOM B HACTOAIICC BpEMsA HCEU3BCCTHO,

JI03UpOBaHUs,

BaJIbIIpOaTaMH.

HOJKCH  HUCIIOJIB30BAaThCA  PCIKUM

pCKOMCH,Z[OBaHHHﬁ IJid OpUMCHCHHUA JIAMOTPUIDKMHA B KOM6I/IHaI_II/II/I C
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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BcenencTBue pucka pasBUTHS CHIMA HE CIEAYET npé&&&a;lgﬂﬂgaghﬁEE%Hg&J :%é%ﬁaTa

Jlamotpuxkun @apMacuHTE3 U OTKIOHATHCS OT PEXKHUMA MOCIEAYIOIIEr0 OBBIIEHUS 103bI.
Obwue pekomenoayuu no pexrcumy 003UpoSaHUs NPU JedeHuu dSNUIencuu

IIpu ormene comytcTByronux [IDI1 mam moGaBieHuu Ha ¢GoHe mpuema jgamorpukuHa [1911
WIM JPYTUX JIEKapCTBEHHBIX IMpernapaToB HEOOXOAMMO MPUHUMATh BO BHHUMAHHUE TO, YTO 3TO
MOJKET OKa3aTh BIHMSHHE HA ()apMAKOKUHETHKY JTaMOTPHKUHA.

bunoasipHoe adppekTuBHOE paccTpoiicTBO

B3pocavie 6 6o3pacme 18 nem u cmapue

BcenenctBue pucka mosiBIEHUS CHIMM HE ClIEAYyeT MPEBBIIATh HAYAJIbHYIO J03Yy Ipenapara u
OTKJIOHSTHCS OT PEKMMA IIOCIIEAYIOLIETO MOBBIIIEHUS J103.

HeoOxomuMo cienoBath NEpEeXOJHOMY PEXHMY JO3UPOBAHMS, KOTOPBHIA BKIIOYAET B ceOs
MOBBIIIIEHHE 03kl mpemapata Jlamorpuwmkun @apmacuHTe3 B TeueHue 6 Hedenb 10
HOJJIEPXKUBAOIIEH cTabuau3upyroiieit 103el (Tabmuia 2), mocie 4ero npu HaJTUYUH TOKa3aHUH
MOKHO OTMEHSITh JIPyTHe McuxoTponnbie npernaparsl w/wmu [1311 (Tabmuma 3).

Tabonmunma 2. PexkoMeHayeMblil pe:kMM TOBBIIIEHHS 03bI Tpenapara JlamMoTpuIKUH
dapMacuHTe3 IS JOCTHKECHUS MOJJePKUBAKOIIECH CYTOYHOH CTAOMJIM3UPYIOLIel 103bI Y

B3pocibix (18 et u crapuie) npu ounoasspHoM adpPeKTHBHOM paccTpoiicTBe

PexxuM 103upoBaHusA Heneasi 1-2 |Heneast 3-4 |Henensni 5 |LleneBas
CTa0WIM3HpYIOIAast
no03a (Hexesst 6)**
a) KombOunuposannas | 12,5 mr 25 mr (1 pa3|50 mr (8 1{100 mr (B8 1 wmm
Tepamus ¢ UHruOuTOpam | (25 Mr uepes|B CyTKH) WIIN 2 mpuemMa B CYTKH),
[JIIOKYPOHHU3AIUH JICHb) 2 mpuemMa B|MaKCHUMaJbHas
JaMOTPUJIKUHA,  HAIpUMeEp, CYTKH) cyrounas po3a 200
BaJIbIIPOATaMHU MT
0) Komb6unuposannas |50 mr (1 pa3 B[100 mr (B 2|200 mr (B 2|300 mr Ha 6-if Henene
Tepanusi C  HMHIYKTOPaMH |CYTKH) npuema B|llpMeMa B |Tepamnuw, npu
[JIIOKYPOHHU3AIMH CYTKH) CYTKH) HE00X0IMMOCTH
JaMOTPHUKUHA Y TIAIIUEHTOB, YBEIUYUTH 103y [0
HE MPUHUMAOIINX 400 wmr/cyr Ha 7-i
UHTUOMTOpBI,  TaKUe  Kak Henene Tepanuu (B 2
BaIBIIPOAT. OTOT  PEXKUM npremMa B CyTKH)
JOJDKEH  HCIIONIb30BAThCS €
(hEeHUTOUHOM,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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Kap6AMA3CTIHOM, (MOCHEQOEATENEROCTE 0002)
dbenobapOuTanom,

OPUMHJIOHOM WJIH APYTUMHU

UHIYKTOpaMH

[IIIOKYPOHHU3AIMU

JaMOTPHUKUHA.

B) Momnorepanus |25 mr (1 paz3 8|50 mr (8 1|100 mr (8 1|200 mr (ot 100 mr o
JTAMOTPHUIKUHOM WJTH | CYyTKH) WIu 2 | wm 2/400wmr) (B 1 wim 2
KOMOMHHPOBAHHAS Teparus y nprema B|IpUeMa B|IpHUeMa B CYTKH)
MAMEHTOB, IPUHUMAIOIINX CYTKH) CYTKH)

JIpyrue mpernaparbl, KOTOpbIe

HE OKa3bIBAIOT
3HAYUTEIBHOTO
WHIYUHAPYIOLIETO WU

WHTHOUPYIOLIEr0  JEeUCTBUS
Ha TIIIOKYPOHHU3AIUIO

JAMOTPUKUHA.

[lpumevanue: y mnammeHToB, npuHumaromux [1911, dapmakokuHeTHYeCKOE B3aUMOCHCTBUE
KOTOPBIX C JJAMOTPHUJKUHOM B HACTOSIIEE BPEMS HEU3BECTHO, JOJKEH MCIOJIB30BATHCSA PEXKUM
HOBBIIIEHUS J03bl, PEKOMEHJOBAHHBIA JUIsI NPUMEHEHUs JaMOTPUDKMHA B KOMOMHALUM C

BaJIbIIpOaTaMH.

** IlenmeBast cTaOMIM3UpYIOMIAs /1032 MOXET W3MEHSTHCA B 3aBHUCHMOCTH OT KIMHUYECKOTO

s dexra.

a) KOM6MHMD06CIHHCI}Z mepanusd ¢ uH2u6um0paMu SAIOKYPORU3AUUU ]ZaMOI’}’lDLlaDiCMHa, Hanpumep,

eajlibnpoamamu

Havanenass mo3a mnpemapara Jlamorpumkua PapmacWHTE3 Yy MAIlMEHTOB, JOTOJHUTEIHHO
NPUHUMAOIINX Tpenaparbl, MHTUOMPYIONIME TIIIOKYPOHHU3AIUIO, TaKWe KaK BallbIIPOATHI,
cocTaBlsieT 25 MT Yepe3 JeHb B TeueHUe 2 Henenb, 3areM 25 Mr 1 pa3 B CyTku B TedeHue 2
Heaenb. Jlo3y crneayer yBenmmuuth 0 50 mMr 1 pa3 B cyTku (uiau B 2 mpuema) Ha 5-i Hemene.
OOpiuHass 1eneBast J03a IS JIOCTHIKEHHS ONTHMAJIBHOTO TEeparnmeBTHYECKOTO dddekxra
cocraBnsier 100 mr/cyr (B8 1 wnmm 2 mpuema). OgHako 032 MOXKET OBITH YBEITHYEHA 10
MaKcUMaIbHOU cyToYHOH 10361 200 MI' B 3aBUCUMOCTH OT KIIMHUYECKOTro ) dekTa.

0) Kombunuposauuas mepanus ¢ UHOVKMODAMU _ 2H0KYDOHUSAUUU  JAMOMPUONCUHA Y

nayuenmos, HE npunumarowux uH2u5umopbl, maxKue Kak eajlibnpodmal. Omom pesscum 0019iCeH
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T Iz HOCTES QN2
UCNOAbL308AMBC. ¢ (DeHUMoOuHoOM, Kapbama enuHOM}ncﬁéﬂ%ﬁ%mEﬁﬂkHﬁWMbIOHmﬂz u

ODVZMMM quykmopaMu SNIKYpOHU3ayuu JZCIMOMDM&WCUHCI

Hauvanpnas npo3a mnpemapara Jlamorpumkun ®PapmacuHTe3 y MAIMEHTOB, OJHOBPEMEHHO
NPUHUMAIOIIMX [penaparbl, WHIYUUPYIONME TIIOKypOHU3aluioo JamMoTpumkuHa, u  HE
NPUHUMAIOIIUX BaJblpoatsl, cocraBisieT 50 Mr 1 pa3 B CyTKM B TeueHHE 2 HEIEb, 3aTEM
100 mr/cyt B 2 mpuema B TeueHue 2 Henmenb. Ha 5-if Hemene mo3y cienyer yBEIMYHUTH IO
200 mr/cyt B 2 mpuema. Ha 6-if Henene no3a moxxer ObiTh yBenuuena 1o 300 mr/cyT, ogHako
OOBIYHAS LIeNIeBast 103a JAJIS TOCTIKEHUS. ONTHMAIBHOTO TePANeBTUYECKOro 3 eKTa COCTaBIIET
400 mr/cyT (B 2 mpuema) ¥ Ha3HAYAETCS HAUYMHAS C /-1 HEIeNU JICUCHHS.

6) Monomepanus JZCZMOMDMaOfCMHOM ujau KOM6MHMD0661HHCZ}1 mepanuia 'y nauueHmoe,

NPUHUMANOWUX npenapamsl, KOomopble HE 0OKas3bledrom CYuleCmeerHHo20 MH@VMMDVIOW@ZO ujiau

uH2u6upw0u4€20 GAUAHUA HA NNIOKYPORUIAUUTIO JZaJI/IOI’I’ll?M().?fCMHa

HauanbHas no3a mpenapara Jlamorpumkun ®apmacuntes cocramiser 25 mr 1 pas B CyTKH B
TedueHue 2 Hexenb, 3ateM 50 mr/cyt (B 1 wim B 2 mpuema) B Teuenue 2 Henenb. Ha 5-if Henene
no3y cienyer yBenwmuuth g0 100 wmr/cyr. OObuHas meneBas J1o03a JUIsl JOCTH)KCHHS
ONTUMaNBHOTO TepaneBTruueckoro s dekra cocrasuser 200 mr/cyT (B 1 mnu 2 npuema). OnHako
B KIIMHMYECKUX MCCIICOBAHUSAX TPUMEHSINCH 1036l B 1uarna3one ot 100 go 400 mr.

[Tocne nocTukeHus LENEBOM CYTOYHOM MOJAEpPKUBAIOIIEH CTaOWMIM3UpPYIOLIEH 103bl ApYyTue

NICUXOTPOITHBIE MpenapaThl MOTYT ObITh OTMeHeHbI (Tabmuia 3).

Tabmuua 3. IMogaep:kuBawmas cTadMan3Mpylomasi odmas Cyro4Hasi /103a Ipenapara
JlamoTpuaxun dapmacunTe3 IS JiedeHUs] OMIOJSIPHOrO a(PeKTUBHOIO paccTpoiicTBa

IOCJI€ OTMEHBI CONMYTCTBYIOUIMX IICUXOTPOITHBIX IMPpEMapaToB UJjn 11611

Pexum no3upoBanus Heneasn 1 Heneas 2 Heneast 3 m
pajgee”
a) [Tocne oTMEeHBI HHTHONTOPOB Y aBouts crabmnusupytomyto | Coxpanuts 103y 200

TIIIOKYPOHHU3AIMH JTAMOTPH/KIHA, |03y, HE TIPEBBIIIAst yPOBHS MT/CyT B 2 IIpreMa.
HaIpuMep, BaJILIIPOATOB yBenuuenus Ha 100 mr/uen.
To ectb neneBast
crabumusnpyromas go03a 100
MT/CYT yBenn4uuBaeTcs Ha 1-i

uezaene g0 200 mr/cyT.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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0) [Tocre OTMEHBI HHITYKTOPOB 400 mr TULEAY 300 7 ki IZBOi M

TJIIIOKYpOHH3aluu JIAMOTPHUIKHMHA B

3aBUCUMOCTH OT HCXO,I[HOfI JO3BbI.

DTOT peXHM JIOJIKEH OBITh 300 mr 225 mr 150 mr
UCIIOJIb30BaH MPU MPUMECHECHUH

¢dennronna, kapbamasenuHa,

dbenobapOuTana, mpumuaoHa wikd | 200 mr 150 mr 100 mr
NPYTUX UHAYKTOPOB

[IIOKYPOHU3ALUH JIAMOTPUKUHA.

B) Ilocme  ormenst  apyrux|lloggepkuBaTh HENEBYIO 103y, JOCTUTHYTYIO B IPOIIECCE
NCUXOTPONHBIX  MpernapaToB  y|pekuma moBbimeHus 10361 (200 Mr/cyr B 2 mnpuema;
MalMeHTOB, HE MNpUHUMaroNMX | Auana3oH 103 ot 100 mr mo 400 mr).

UHAYKTOPBl ~ WO  WHTHOUTOPHI

TJIIIOKYpOHH3alU JIJAaMOTPHUIKHNHA

[Tpumeuanue: y maunuentoB, npuHumarommx [1911, ¢apmakokuHeTHdeckoe B3aUMOJICHCTBUE
KOTOPBIX C JIAMOTPUKMHOM B HACTOSIIEe BpeMsl HEU3BECTHO, PEKOMEHIYETCS COXPaHUTh
TEKYIYI0 703y JIAMOTPH)KWHA W TMPOBOJIUTH MOAOODP 03Bl JIAMOTPUIKMHA B 3aBUCUMOCTH OT

KIMHHUYCCKOI'O OTBETA.

*[Ipu HEOOXOAUMOCTH J103a MOXKET OBbITh yBenuueHa 10 400 Mr/cyTku.

a) Tepanus ﬂaMOmDua.?fCuHOM nocjie OmmeHnbl KOM6MHUD060HHOZZ mepanuu ¢ uH2u6umopaﬂ4u

SNIKYpoORU3ayuu ﬂwwompudofcuHa, Hanpumep, ealbnpoamamu

[Tocne oTMeHBI BaibIIpPOATOB, LENEBYI0 CTAOMIM3UPYIOUIYIO 103y mpernapara JIaMOTpHIKUH
dapMacuHTE3 ClIeyeT yABOUTh U MOJAEPKUBATh HA ’TOM YPOBHE.

0) Tepanus 1aMOMPUONCUHOM NOCHE OMMEHbL KOMOUHUPOBAHHOU mepanuiu ¢ UHOYKMopamu

2IIOKYPOHUBAUUU  JIAMOMPUONCURA 8 3ABUCUMOCINU 0N UCXOOHOU no0oeparcusarnuell 0o3oi.

Omom pesitcum ooice_Oblmb _UCNIONb306AH npu npumeHeHuu d)eHumouHa, KCZD6CZMCZS’€I’ZMHCI,

denobapbumana, NPUMUOOHA UAU OPY2UX UHOVKINOPOS 2NI0KVPOHUZAUUU JAMOMPUONCUHA

Jo3y mpenapara JlamoTpumkua DapMacuHTE3 CeIyeT IOCTENEHHO CHIDKATh B TEUCHHE 3
HEEIb IT0CJIE OTMEHBI HHAYKTOPOB INIIOKYPOHHU3ALHAH.

8) Tepanus ]ZaMOI’I’lDZ/la.?fCUHOM nocie OnMeHbl conymcmeyruux nCUXomponHsvlx npenapamaoe, He

oKa3zvlsarouux MHZU6UDV70U4€20 ujau UH()VMMDVlOWCZO GIUAHUA  HA  2HIOKYPOHU3AUUIO

JAMOMPUOHCUHA

B mnepuon oTMEHBI COMYTCTBYIOIIMX INpenapaTroB JOHKHA OBITh COXpaHEHa IiesieBas [103a

npemnapara .HaMOTpI/IIl)KI/IH dbapMaanTe:s, AOCTUTHYTAA B IPOLCCCC PCIKUMaA IMOBBIILICHUA NO3bI.
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ompudbtir bapriaciblntds " nbinilinis

OUNONAPHBIM AhDEKMUBHBIM PACCMPOUCMEOM NOCIE 000ABIEHUSI OPY2UX NPENnapamos

OTCyTCTBYEeT KIMHUYECKMM OIBIT B KOPPEKIMM CYTOYHBIX /03 MHpenapara JlamoTpumxuH

(DapMaCI/IHTGS II0CJIC I[O6aBJ'IeHI/ISI APYyrux mnpemnapaTros. O,Z[HaKO Ha OCHOBaHHNHU I/ICCJ'ICIIOBaHI/Iﬁ 10

OLICHKE B3aHMOHCﬁCTBHH nmpemnapaTtoB MOT'YT OBITH MNPEATOKEHBI CICAYOINHUE PEKOMCHAAINN

(Tabnuma 4).

Ta6nmuna 4. Koppexkuus cyTo4HbIX 703 mnpenapara Jlamorpumuxkun PapmacuHTe3 Yy

B3pociabix (18 ser m crapme) ¢ OMMOJAAPHBLIM aQ(PeKTHBHBIM PACCTPOICTBOM MOC/IE

A00aBJIeHUsI APYTUX MPeNapaToB

Pexum A03UPOBAHUSA

Texyuas

CTAOMJIM3UPYIOIIAS M Jajiee

1032 JJAMOTPHUIKAHA

Henensn 1 |Hemeans 2 |Henens 3

(mr/cyT)

a) JlobaBneHne HHTHOUTOPOB 200 mr 100 mr CoxpanuTts 103y 100

[IIIOKYPOHHU3AIUH JIAMOTPUKUHA MT/CYT.

(Hampumep, BalbIIPoOaTOB) B 300 mr 150 mr Coxpanuts no3y 150

3aBUCHUMOCTH OT UCXOHOMN J03BI MT/CYT.

JaMOTPHJDKHUHA 400 mr 200 mr Coxpanuts 103y 200
MT/CYT.

0) lo6aBienre HHIYKTOPOB 200 mr 200 mr 300 mr 400 mr

TITFOKYPOHU3AITUH JIAMOTPHKUHA Y

MAIMEHTOB, HE MOTYYarOIINX

BaJIBIIPOATHI, B 3aBUCUMOCTHU OT 150 mr 150 mr 225 mr 300 mr

UCXOIHOMU JI03bI JIAMOTPUKHHA.

DTOT PEXHUM JIOTKEH OBITh

WCIIOJIB30BAH MPU IPUMEHEHHUH 100 mr 100 mr 150 mr 200 mr

¢dbenuTonHa, kapbaMasenuHa,

dbenobapOuTana, MpUMHIOHA UITH

JIPYTHX UHIYKTOPOB

TITFOKYPOHHU3AITUH JIAMOTPHUKHHA.

B) JloGaBnenue npyrux |[lognepxxuBarh 1eNeBy0 J03Y, ITOCTHTHYTYIO B TpoIlecce

IIpenaparos, KOTOpbIE He |pexxuma noBbimieHust 1036l (200 Mr/cyT; aumamasoH 103 OT

OKa3bIBAIOT sHagnTesbHOTO | 100 Mr 10 400 mr).

WHAYIUPYIOIIETO WIH
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] ol ol e B B Ly

(OCAEQOBATENEROCTE 0002

UHTUOMpYIOIIETO  JACUCTBUS  Ha

TJIIIOKYPOHH3AaIWI0 JIAMOTPHUIKHHA

[Ipumeuanue: y manueHtoB, npuHuMawpmmx [IOI1, dapMakoknHeTHYeCcKOe B3aUMOICHCTBHE
KOTOPBIX C JJAMOTPHUIKMHOM B HACTOSIIEE BPEMSI HEU3BECTHO, JOJDKEH MCIIOJIb30BATHCS PEKUM
JIO3UPOBAHUsI, PEKOMCHJOBAHHBIA JUIS TMPUMEHEHHS JIAMOTPU/DKMHA B KOMOWHAIUU C

BaJIbIIpOaTaMH.

Ommena mepanuu npenapamom Jlamompuosxcurn Papmacunmes y nayueHmos ¢ OUNOIAPHLIM
agppexmusHviM paccmpolcmeom

Bo Bpemsi mpoBeneHHS KIMHUYECKHMX MCCIEHOBAHHMM pe3Kas OTMEHA JIAMOTPHKMHA HE
BBI3bIBAJIA YBEJIMUEHUS YaCTOTHI, TSYKECTU WIM MU3MEHEHUSI XapaKTepa HEeKeJlaTeIbHbIX PeaKlui
M0 CPaBHEHHIO C Ianeoo.

TakuM 00pazoMm, MAIMEHTaM MOXHO OTMEHATh mpemapaTr Jlamorpumxna PapmacuHTe3 0e3
MOCTEIIEHHOTO CHUXKEHUS €T0 J103bI.

Boszobnosnenue npumenenus npenapama

B cnyuae Bo3oOHOBNIEHUS mpuMeHeHus npenapara Jlamorpumkun PapMacuHTe3 Bpad JAO0KEH
OIICHUTh HEOOXOJMMOCTh TOBBIIICHUS 10 TOJJICPKUBAIOIIEH 03bI Mpernapara MalueHTaM,
KOTOpbIE MPEKpaTWIM MpPUEeM TMpernapara Mo Kakou-IHnO0 MPUYHHE, TOCKOJIBKY BBICOKHE
HayaJbHbIE /1036l M OTKJIOHEHHE OT PEKOMEHAYEMOI'O0 pEKHMa TOBBIIICHUS O3Bl
COTPOBOXKAAIOTCS PUCKOM Pa3BUTHS TsDKENOW (GopMbl chid. UeM Oombllie MpOILI0 BPEMEHU
nocje MOCIEAHEero ImpueMa Ipernapara, TeM ¢ OOJbIIeld OCTOPOKHOCTHIO CIIEAYET MOBBIIIAThH
J103y Ipenapara A0 noaiaep:kuparomei. Eciau BpeMs mociie mpeKkpamieHus IpuemMa MpeBbIacT
5 Mepuog0oB  TMONYBBIBENEHHUS, TO J03a JIaMOTPU/DKMHA  JIOJDKHA ~ TOBBIIIATHCS O
MOJJEPKUBAIOLIEN COTJIACHO COOTBETCTBYIOILIEH cxeme. Tepanuto mpenapatrom JlamoTpuIKkuH
®dapmacuHTE3 HE CIeayeT BO30OHOBIIATH Y MAIIMEHTOB, IPEKPAIICHHE JICUCHUs Y KOTOPBIX OBLIO
CBSI3aHO C MOSIBJICHUEM CBINH, KPOME CITy4aeB, KOrja NOTEHIMAIbHAS MO0JIb3a OT TAaKOW Teparuu
OYEBH/IHO IMPEBBIIIAET BO3MOXKHBIE PUCKH.

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmul ¢ napywenuem QynKyuu novex

[TanmenTaM ¢ MOYEYHOM HENOCTATOYHOCTHIO mpemnapar JlamorpumkuH PapMacuHTE3 CIEAYET
Ha3HayaTb C OCTOPOXXKHOCTHbIO. [l ManuMeHTOB C TEPMHMHAJIBHOM CTagueld IMOYEYHOU
HEJIOCTaTOYHOCTM HavalbHblE J103bl Impemnapara JlamoTpumxuH @PapMacHHTE3  CIELYET
pacCUUTHIBATH B COOTBETCTBUU C PEKMMOM JI03UPOBAHUA JJIsl TAlIMEHTOB, mpuHUMarommx [19I1.
JIns1 ManMeHToB CO 3HAYMUTEIbHBIM CHIDKCHHEM (PYHKIIMH TOYEK MOXKET OBITh PEKOMEHOBAHO

CHUXCHHUC MMOAACPIKUBAIOIINX J103.
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Ilayuenmul ¢ Hapywenuem QynKyuu nevexu

HauvanpHylo, BO3pacTammlyl0 M MOMICPKHUBAIONIYIO 036l OOBIYHO CIIEAYET YMEHBIIUTDH
npubimsutensHo Ha 50 % u 75 % y manmeHToB ¢ ymepenHoi (ctanus B mo mkane Yaiina-I1si0)
u 1sokenod (cramus C mo mkane Yainn-Ilpro) creneHpto HapylmieHHs (QYHKIUU TICUYCHH
COOTBETCTBEHHO. Bo3pacraromias u mnojaepKuBaroias 103kl JOHKHBI KOPPEKTUPOBATHCA B
3aBUCHUMOCTH OT KIIMHUYECKOTO ) deKra.

Tayuenmoi noscunozo 6ospacma (cmapute 65 1em)

He Ttpebyercsi mpoBOAUTH KOPPEKLHIO PEXKUMA JO3UPOBAHUS IO CPABHEHUIO C PEKOMEHIyeMOM
cxemoi. ®apMaKOKMHETHKAa JaMOTPHUIKMHA B JTOH BO3PACTHOW TpyIIEe MNPAKTUYECKU HE
OTJIIMYACTCS OT TAKOBOH Yy B3POCIIBIX JIMIL B Bo3pacte A0 65 mer.

Kenwunvl, npunumalowjue 20pMOHANIbHbIE KOHMPAYENMUBDL

a) Ilpumenenue mnpenapata Jlamorpumkun dapmacuHTe3 MHAlMEHTaMH, YK€ MOJYyYarOIIUMU
TOPMOHAJIbHBIE KOHTPALICTITUBBI:

HECMOTpSL Ha TO, YTO NEPOPAIBbHBIE TOPMOHAIBHBIE KOHTPALENTHUBHI MOBBIMIAIOT KIHMPEHC
JAMOTPHUKUHA, OTCYTCTBYET HEOOXOIUMOCTh B CIHEIHATIBHBIX PEKOMEHIAIMAX IO PEKUMY
MOBBILICHUS 103kl mpemnapata Jlamorpumkun @dapmMacuHTE3 B CBSI3U C MPUEMOM TOJBKO
TOPMOHANIBHBIX ~ KOHTPAllENTUBOB. PeXUM TMOBBIIEHUS 703 JOJDKEH COOTBETCTBOBATH
PEKOMEHAYEMBIM yKa3aHUSAM B 3aBHCHMOCTH OT TOTO, J100aBisieTcs U npenapat JIaMoTpumKiH
@®apmMacuHTe3 K BajblpoaraM (MHTHOMTOpaM IJIIOKYPOHH3ALUU JIAMOTPUJDKMHA) WK
WHAYKTOpaM TJIIOKYPOHHU3allMU JaMOTPUDKUHA, UiIu mpemnapar Jlamorpuwmkun DapmacuHTE3
MPUMEHSIETCS B OTCYTCTBHE BAJIBIIPOATOB WM MHAYKTOPOB TIIOKYPOHH3AIMH JTAMOTPUKHHA
(cm. Tabmuiy 1 i mpUMEHEHUs TNpH Jmwiiencud U Tabmumy 2 uis NpuMEHEHHs Tpu
OunoasipHoM apPEeKTUBHOM PaCCTPOICTBE).

0) IlpuMeHeHue TOPMOHAJIBHBIX KOHTPALICTITUBOB TMAallMEHTaAMH, YK€ MOJYyYarOIUMU
nojajepKuBaronue 103el mpemnapara Jlamotpumkun @apmacunte3 u HE momydarommmun
WH/IYKTOPBI TIIOKYPOHU3AIINH JIAMOTPHDKHAHA!

B OOJIBIITMHCTBE CITydaeB TPeOyeTCs: OBBIIIEHHUE MOIISPKUBAOIIEH 03B JIAMOTPHKHHA, HO HE
Oonee yem B 2 pasa. [Ipu Ha3Hau€HWU TOPMOHAIBHBIX KOHTPAIENITUBOB PEKOMEHIYETCs
noBBIIIIeHHE A03bI JamoTpukuHa Ha 50-100 Mr/cyT kaxkIyro HEeNn0 B 3aBUCUMOCTU OT
KJIMHUYECKOH KapTUHBL. He pexoMeHmyeTcs MpeBBIIaTh JaHHBIC 3HAYCHUS, €CIH KIMHUYIECKOe
COCTOSIHME TallMeHTa He TpeOyeT MalbHEWINero MOBBIEHHS 03Bl Mpenapara JlaMoTpummKiH
®dapmacuHTes.

B) llpekparenue npuemMa TOPMOHAIBHBIX KOHTPAIIETITUBOB MAaIllUEHTAMH, YK€ MOIYyYaAIOIIUMU
nojAepkuBaronme A03bl npenapara Jlamorpumkun Papmacunte3 u HE nomydarommmn

WHYKTOPBI TIIFOKYPOHU3ALUH JJAMOTPHUKIHA!
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B OOJILIMHCTBE CIIy4aeB TpeOyeTcsi CHUKEHHE| J03bl HHQEA&%%%?&MEJHE "fﬂélﬁﬂ;[lé%m&

HO He Ooiee yeMm Ha 50 %. PexomeHIyeTcst MOCTENIEHHOEe CHUKEHHE CYTOYHOM JI03BI Mpernapara
Jlamotpumxun Papmacunares Ha 50-100 mr kaxmyro Heaeno (CKOPOCTh CHIDKEHUS HE JO0JDKHA
npeBbIIaTh 25 % oT CyTOYHOM 103kl B HEJENI0) B TeUCHHUE Oosiee 3 HEENb, €CIH KIMHUYECKOEe
COCTOSIHHE MaIleHTa He TpeOyeT MHOTO.
Ipumenenue amazanasupa/pumonagupa
HecMmotpst Ha TOT (pakT, YTO MPU COBMECTHOM NPHUMEHEHHWU C aTa3aHABUPOM/PUTOHABUPOM
KOHIICHTpAIUs JIAMOTPH/KMHA B IJIa3Me KPOBU CHIIKAJIACh, KOPPEKIIUUA PEKUMA JTIO3UPOBAHUS
npenapara  Jlamorpumkua ~— dapMacMHTE3 MpPU  OJHOBPEMEHHOM  NPUMEHEHUH  C
aTa3zaHaBUPOM/pUTOHaBHUpOM He TpeOyercs. [loBbimenue m03el mpemnapara JlamMmoTpumKuH
®dapMacuHTe3 JODKHO TIPOBOJUTHCS HA OCHOBAHMHM PEKOMCHIAIMH, WCXOIS U3 TOTO,
no0aBisieTcsl JIM JAMOTPUKMH K Tepanmuu BajblpoaTaMu (MHTHOUTOPBHI TIIOKYPOHU3AIMH
JaAMOTPHUKUHA), JUO0 K Tepamuu HMHIYKTOpaMH TIIIOKYPOHU3AlWU JIAMOTPUDKUHA, JHOO
JAMOTPHJDKUH TIPUMEHSETCS B OTCYTCTBHE BaJILIIPOATOB WIIM WHAYKTOPOB TIIOKYPOHH3AIMH
JaMOTPHJDKUHA.
Y nanmueHTOB, YK€ MNPUHUMAIONIMX MOAJAEPKUBAIOIIUE J03bl MpenapaTta JlamoTpumkuH
®apMacuHTe3 W HE MNPUHUMAIOMIUX WHAYKTOPHI TIIOKYPOHU3ALMU JaMOTPHIKUHA, TpU
NPUMCHCHUY aTa3aHaBUpPA/pPUTOHABHpA JI03y JAMOTPH/DKHHA, BO3MOXHO, OyaeT HeoOXOaMMO
MOBBICUTH, & IPU OTMEHE aTa3aHaBUPa/PUTOHABHPA — IMOHU3UTH.

eTHU
Onuiencus
Monomepanus snunencuu

Jlemu 6 6o3pacme om 3 00 12 aem (Tabauya 5)

HauanbHas no3a mpenapara Jlamotpumxkun ®apmacuHTe3 HpU MOHOTEpAlMM MHAalUEHTOB C
TUNUYHBIMU aOcaHcamu coctaBisieT 0,3 mr/kr/cyt B 1 unm 2 npuema B TeueHHe 2 HEJENb C
MOCJIETYIOIIUM TMOBBIIeHHEM 10361 10 0,6 Mr/kr/cyT B 1 miu 2 mpreMa B T€YEeHHUE CIIETyFOIINX
2 HelleNb. 3aTeM 103y Tperapara cieayeT yBelMYuBaTh MakcuMaiabHO Ha 0,6 MI/Kr Kakibie
1-2 Henenu 10 JOCTMXKEHUS ONTHMAJbHOTO  TepaneBTHUeckoro 3¢¢ekra. OObIYHasA
NOJUIEp)KUBAIONIas J03a Uil JOCTHKEHHs ONTHMajJbHOTO TepamneBTHdeckoro sddexra
cocraBisieT ot 1 1o 10 mr/kr/cyTt B 1 mim 2 mpuema, XOTsI HEKOTOPBIM TMAI[HEHTaM ¢ THITHYHBIMH
abcaHcaMu Ui JOCTH)KEHMsSI JKelaeMoro TtepamneBTudeckoro s¢dexkra TpeOyroTcs Oosnee
BBICOKHUE JIO3BI.

BcenenctBue pucka pa3BUTHS CHIIM HE CIEAYeT IMPEBHIIATh HAYAJIbHYIO JI03y Mpernapara u

OTKJIOHATHECA OT pEXKUMaA IMOCICAYIOMIETO MOBBIIICHNA JO3bI.
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B cocmase KOMéuHupoeaHHOﬁ mepanuu snujiencuu

Jlemu 6 6o3pacme om 3 00 12 aem (Tabauya 5)

VY manueHToB, NMPUHUMAIOMIMX BajJblpoaThl B codeTanuu ¢ apyrumu [I9I1 wim Oe3 HuX,
HavyaybHas a03a npenapara Jlamorpumkun ®apmacunrtes cocrasiser 0,15 mr/kr/cyt 1 pa3 B
CYyTKHU B TeueHHue 2 Henelb, B nanpHernieM — 0,3 Mr/kr/cyT 1 pa3 B CyTKH B T€UCHHE 2 HEEINb.
3areM 1032 MOXeT OBbITh yBenWdeHa MakcuMaibHO Ha 0,3 Mr/kr kaxasie 1—2 Hemenu 10
JOCTHKEHUS ONTUMAJIBHOTO TeparneBTHuYeckoro agdexra. OObIYHAs MOJAECPKUBAIONIAS 1032 JUIS
JIOCTMDKCHHST ONTUMAJIBLHOTO TeparneBThuueckoro sddekra cocrabnser 1—5 mr/kr/cyt B 1 wmm
2 npuema. MakcumainbHas fgo3a cocrapiser 200 mMr/cyT.

Y nanuentoB, koropele nomydaroT IIOII wnm gpyrue mnpenaparbl, HMHIYLMPYHOIIHE
[JIIOKYPOHU3ALUIO JIAMOTPUDKUHA, B couyeTaHuu ¢ apyrumu IIOI1 unm Ge3 Hux (3a
UCKIIIOYEHUEM BaJbIIPOATOB), HavajbHas 1o03a mpenapata Jlamotpumkun @dapMacuHTe3
cocrapnsieT 0,6 Mr/kr/cyT B 2 mpueMa B Te4eHHe 2 Helelb, B AanbHeiimeM — 1,2 Mr/kr/cyT B 2
npreMa B TEUCHHE 2 HeJellb. 3aTeM 03y CIIeQyeT YBEIMYMBaTh MAaKCHUMalbHO Ha 1,2 MI/Kr
KaKaple 1—2 Hemenu J0 JOCTHIKEHUS ONTHMAIBHOTO TepamneBTudeckoro 3ddekra. OObraHas
NoJAJEp)KUBAtOIasl 7032 [ JOCTHKEHHSI ONTUMAIbHOTO TEpaneBTUYECKOro 3ddekra
cocrtapmsieT 5—15 mr/kr/cyt B 1 unu 2 npuema. MakcumanbHas no3a cocrapiseT 400 mr/cyT.

VY manueHToB, MPUHUMAIOIINX JAPYTHE Mpenaparbl, KOTOPhIe CYyIIECTBEHHO HE HHIHOUPYIOT U He
WUHIYIHPYIOT TIIIOKYPOHHU3AIMIO JIAMOTPHKMHA, HadallbHas J03a mpemnapara JlaMOTpumKiH
®apmacunTe3 cocrapiset 0,3 mr/kr/cyt B 1 unu 2 npuema B TeueHue 2 HeJllelb, B AaJbHEHIIEM
— 0,6 mr/kr/cyt B 1 win 2 npuema B TeueHHE 2 HeleNb. 3aTeM 03y CIelyeT YBEIMYMBaTh
makcumanbHo Ha 0,6 Mr/kr kaxnasle 1—2 Hemenwu, moka He OyJIeT AOCTHTHYT ONTHMATbHBIA
TepaneBTHuecKkuil 3pdext. OObIYHAS MOAACPKUBAIOIIAST 103a IS JOCTUKEHHS] ONTHMAaJIbHOTO
TepaneBTuueckoro 3gdekra cocrapnser 1—10 mr/kr/cyT B 1 unu 2 npuema. MakcumanpsHas 103a
cocrasinser 200 mr/cyT.

Bo3MosxHO, 4TO mammeHTaMm B Bo3pacTe OoT 3 A0 6 yeT morpedyercss MOaIepKUBArOIas 103a,
HaXOJAIIAsAICS Ha BEPXHEH TpaHUIle pEKOMEHIYEeMOTo Jrara3oHa.

BcenenctBue pucka pa3BUTHS ChIIM HE CJEAyeT MPEBHILATh HAYaIbHYIO 03y Ipenapara
JlamoTpumxkuH PapMacHUHTE3 U OTKIIOHATHCS OT PEKHUMA MOCIIEAYIOIETO MOBBIIIEHUS JI03BI.

Hnst obecriedeHus HaJUIeKaIEed TOAIEPKUBAIONICH TEpaneBTUUECKOW J03bI HEOOXOIUMO
KOHTPOJIMPOBATh Maccy Tea peOeHKa U KOPPEKTHPOBATH JI03Y Mperapara npy ee N3MEHEHHH.
[Tpu HeoOxXoauMoOCTH, Ui OOecreYeHrs TOUHOTO JI03UPOBAaHMs Ha HAyaJbHOM JTalle Tepamuu
ciefyeT npuMeHsTh npernapar Jlamorpumkun ®apmacuHTe3 B 0ojiee HU3KOM JJO3MPOBKE C

MOCIICAYIONIUM TIEPEX0I0M Ha TabiaeTku g03upoBkou 25 mr, 50 mr wm 100 mr.
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Tadauuma 5. Pexomenayemblii

pexuM

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 20.03.2024 Ne 5461

nosuposhnin = ipeiiapark " StabotpH un

@apmMacuHTe3 NIPH JeYeHUH MUJIeNCHN Y AeTell B Bo3pacTe oT 3 10 12 jer (cyrouHasi 103a

B MI/KI/CyT)

Pexxum 103upoBaHus Henens 1-2 |Henens 3—4 | [loaaep:xuBaromast
no03a
MoHoTepanusi THTUYHBIX a0CAHCOB 0,3 mr/kr (B|0,6 mr/kr (B|I[loBeimenue no3el Ha 0,6
1 wm 2|1 wmwm 2|MI/KI  KaxIble 1-2
npuemMa) npruemMa) HEJENH 10 JOCTHXKCHUS
MOJJEPKUBAOLIEN 103l
1-10 mr/kr (B 1 umm 2
npuemMa) hi (o)
MaKCUMaJIbHOU JI03b1
200 mr/cyT.
KomOunupoBannas Tepanus c|0,15 wr/kr|0,3  wmr/kr|IloBsimenue no3sl Ha 0,3
BalblipoataMu BHe 3aBucumoctu ot |(1 pa3 B|(1 pa3 B|MI/Kr  Kaxkmele 12
JPYTO# COMYTCTBYIOIICH Teparuu CYTKH) CYTKH) HEJeNH JI0 JTOCTHXKCHUS
MOJJEP>KUBAOIIEN J103BI
1-5 mr/kr/cyt (B 1 umm 2
npruema) bi (4]
MaKCHUMaJIbHOM JI03BI
200 mr/cyT.
Kom6unupoBan |3T1oT pexxum 0,6 mr/kr (B|1,2 mr/kr (B|IloBbimenue no3sl Ha 1,2
Has Tepanus 0e3|J03UpOoBaHMs JIOJDKEH |2 IpUeMa)  |TIpuema) MI/KI  Kaxasle 12
BaJIbIIPOATOB HCIIONIb30BaThCS c HEJeNu 1O JOCTHXKEHUS
(hEeHUTOUHOM, MOJJEPKUBAOIIEN [103BI
KapOaMa3enuHoM, 5—15 wmr/kr/cyT (B 1 nmm
benobapouTanom, 2 nprema) 110
MPUMHIOHOM WIH MaKCUMaJIbHOM JI03BI
JIPYTUMHU HHAYKTOPAMH 400 mr/cyT.
TITFOKYPOHH3AITIH
JaMOTPHIKHUHA
Oror pexum gomken|0,3 mr/kr (B|0,6 mr/kr (B|IloBeimenue no3sl Ha 0,6
HCIIOIB30BaThCS c|l wm 2|1 wm 2|MI/KI  Kaxable 1-2
nperapaTamMu, KOTOPBIE | IprueMa) nprema) HEJCTU JI0 JIOCTHOKCHUS

Crtp. 14341




COOTBETCTBYET ZKCNEPTHOMY OTUETY
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3HAYMTENHHO He R T ot
UHTMOUPYIOT U HE 1-10 mr/kr/cyt (B 1 nnn
HHIYIUPYIOT 2 npuema) hi(e}
[IIIOKYPOHU3AINIO MaKCHMaJIbHOM JI03BI
JaMOTPHUKUHA. 200 mr/cyT.

VY mnamuenrtoB, npunuMaroumx [19I1, ¢dapmakokuHeTHUECKOE B3aMMOICHCTBHE KOTOPHIX C
JAMOTPUIDKMHOM B  HACTOSALIEE BPEMs HEU3BECTHO, JOJDKEH HCIOJIb30BaTbCS  PEKUM
JIO3UPOBAHUS, PEKOMEHJIOBAHHBIM JUIsI TPUMEHEHUs JaMOTpUIKMHA B KOMOMHALMU C
BaJILIIPOATaAMHU.

Ecnu paccuntanHas cyTo4Has J03a y MAalMEHTOB, IPUHUMAIOLIUX BAJIBIIPOAT, COCTABIAET 2,5—5
MTI, TO MOXXHO Ha3HAa4MTh JJAMOTPU/DKHH B JI03UPOBKE 5 MI' Uepe3 JIeHb B TEUEHUE NEPBbIX JBYX
HEZIEIb.

Ecnu paccuntanHas cyTo4Has A03a y NalMEeHTOB, IPUHUMAIOLIUX BaJIbIIPOAT, COCTABIISIET MEHEE
2,5 mr, npenapat Jlamotpumkun @apmMacuHTe3 Ha3HAYAThH HE CIETYeT.

Heo6xonumMo npuHUMaTh BO BHUMAHHUE, YTO JAMOTPUDKUH B JOCTYIHOW JO3UPOBKE S5 MI He
o0ecrneynBaeT TOYHOE O3MPOBAHME JAMOTPUKMHA B COOTBETCTBHM C PEKOMEHIALUSMHU B

HayaJie Tepanuu y JieTel ¢ Maccoi Tena menee 17 kr.

Jemu maaowe 3 1em

ITpumenenue npenapata JlamorpumxkuH PapMacuHTE3 HE U3YYEHO B Ka4€CTBE MOHOTEpANUH Y
JeTe B BO3pacTe 10 2 JIeT WM B Ka4eCTBE JOMOJHHUTEIBLHOW Teparnuu y JIeTei B BO3pacTe 0
1 mecsna. bezonacHocTs 1 3 pexTuBHOCTH Npenapara JlamoTpumkun @apMacuHTE3 B KaUeCTBE
JIOTIOJTHUTEIBHON Tepanuy MapLUualbHbIX MPUIIAJKOB y JAeTel B Bo3pacTe oT 1 mecsna 1o 2 net
HE YCTaHOBJICHBI.

VY nereit mnmaame 3 €T NpUMEHEHNE TBEPBIX JIEKAPCTBEHHBIX (JOPM (KOTOpBIE MTPEIBAPUTEIHLHO
HEJb35 PACTBOPUTSD U T. I1.) HE Pa3peleHo.

bunousipHoe adppeKTHBHOE PacCTPONCTBO

Hemu u noopocmku maaowe 18 nem

[Tpenapat Jlamotpumxun dapmacuHTe3 HEe MOKa3aH A JiedeHHUs] OUNOspHOro ad(eKTUBHOTO
paccTpoicTBa y JIeTeH U MOAPOCTKOB Mutaire 18 er.

BbezonacHocth u 3(h(heKTUBHOCTH MPUMEHEHUS TaMOTPUDKUHA MTPH OUITONIIpHOM a(HEeKTHBHOM
paccTpoiicTBe y MAIMeHTOB 3TOW BO3PACTHOM TpyINIbl HE OIEHUBAIUCH. TakuM o00OpaszoM,
PEKOMEHIalluK TI0 JO3UPOBAHUIO MIPEJIOKUTH HEBO3ZMOXKHO.

Crroco0 nmpuMeHeHus

Jliis mpuema BHYTpb.
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(OO
TaOmeTkn clenyerT IioTaTh [EJINKOM, HE pa3KEBELIBATh, HIE:-| Da3l;|a§1%IB b.

Ecin paccuuranHas po3a mnpenapara Jlamorpumxun @apmacunre3 (Hampumep, mpu
NPUMEHEHUU y JAeTeil (TOJIbKO MpU SMWIENCHH) WIM Yy HAIMEeHTOB C HapyLIeHHWeM (yHKIHU
IICUYEHHN) HE MOKET OBITh pa3jiesieHa Ha LIe0e KOJIMYECTBO TabJIeTOK 0ojiee HU3KOM JO3UPOBKH,
TO NALMEHTY JOJDKHA ObITh Ha3HaueHa Takas [03a, KOTOpas COOTBETCTBYET OJMKalliemy

3HAUEHUIO LeJI0M TabaeTKu Oosiee HU3KON JO3UPOBKHU.

4.3. IlpoTHUBONOKA3AHHS
['MnepuyBCTBUTENFHOCTh K JIAMOTPHIDKMHY WM K JIFOOOMY JpPyromMy M3 BCIIOMOTAaTeIbHBIX

BEIIIECTB, IEPEUNCICHHBIX B pa3nene 6.1.

4.4. OcoOble ykazaHHus U Mepbl NPEeI0CTOPOKHOCTH NIPH NPUMEHEHUH

KoHad cbib

Hmerotcst coo011eHnst 0 MOOOYHBIX PEAKIUIX CO CTOPOHBI KOKH, KOTOPbIE OOBIYHO BOSHUKAIH B
TE€4YEeHHE MEPBbIX § HEJENb 0Cie Havala Tepaluu JaMOTPUIKUHOM. BOJIBIIMHCTBO BBICHITAHUN
HOCHUT JIETKUH XapakTep M MPOXOJUT CAMOCTOATEIbHO, OJHAKO TAaKXKe €CTh COOOLIECHHUS O
BBICBHITIAHUAX THKEIOT0 XapakTepa, MOTpeOOBaBIINX TOCIUTATN3AINY MAlMeHTa U TPEKPALECHUS
npueMa JamMoTpukuHa. OHM BKJIIOYAIU TaKue€ MOTEHUUAIBHO YIPOXKArOIIUE U3HU KOXHbIE
peakmuu, kKak cuHapoM CTuBeHca-/[P)KOHCOHA W TOKCHYECKUN SMHUIECPMATBHBIM HEKPOJIN3
(cunmapom Jlaiiemnna).

Y  B3pocCHbIX MalMEHTOB, MPUMEHAIONIMX JaMOTPUDKUH B paMKaxXx HCCIEAOBaHUN B
COOTBETCTBUU C OOIIETIPUHATHIMUA PEKOMEHIALIUSAMU, TSDKEIIbIE KOXKHBIE PEAKI[MN Pa3BUBAIOTCS C
yactotor mpumepHo 1 Ha 500 marueHToB ¢ snuiencuei. [[puMepHo B MOJOBUHE ITHX CITy4YacB
3apeructpupoBat cunapoM CtuseHca-J>xoncona (1 Ha 1000 nauueHTOB).

VY manueHToB ¢ OUMOJSPHBIMHE PacCTPOMCTBAMU MPU MIpHUEMe JIaMOTPHUKUHA YaCTOTa TSHKEIBIX
KOXKHBIX BBICHIITIAHUM MO JaHHBIM KIMHUYECKUX HCCIEAOBAHUN COCTABISET MPUOIU3ZUTENBHO 1
Ha 1000 nanueHTos.

VYV nereil puCK pa3BUTHS TSDKENbIX KOXXHBIX BBICBIIAHUM BbIlIE, 4YeM Yy B3pocibix. [lo
UMEIOLIUMCS] JTaHHBIM, IOJYyYEHHBIM B HECKOJBKHMX MCCIENOBAaHUSAX IO OLEHKE MPUMEHEHUs
JAMOTPUJIKMHA, YacCTOTa KOXKHBIX BBICBHINIAHUM, MOTPeOOBABIIMX TOCHHUTANU3ALUHU, Yy AeTel
coctasirsuia ot 1 Ha 300 mo 1 Ha 100 neren.

VY nereil HauvanbHbIE MPOSBICHUS CHIIM MOTYT OBITh OIIMOOYHO MPHUHATHI 32 HH(EKIHIO,
MO3TOMY BpayM JIOJKHBI IPUHUMATh BO BHUMaHHUE BO3MOKHOCTh PeaklMy JETeH Ha mpernapar,
MIPOSIBIISIOLIEHCS pa3BUTHEM CHINU U JIMXOPAJKU B TIEPBHIE 8 HE/IEb Tepanuu.

Kpowme Toro, obuiuii puck pa3BUTHS CHINH, IO BCEH BUIUMOCTH, B 3HAYUTEIHLHON Mepe CBsI3aH C:
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- BBICOKOW HaYaJIbHOM 030 JIAMOTPUIKUHA U n@&ﬁn@&%‘“&%&@i{m&é% ! Ig;éMBI

MOBBILIEHUS J103bI BO BPEMSI TEPAIUU JIAMOTPUIPKUHOM;
- O/IHOBPEMEHHBIM IIPUMEHEHUEM BaJIbIIPOATA.

Taxoxe He00X0AUMO MPOSIBIIATE OCTOPOKHOCTD IIPU JICUCHUH MMALMEHTOB, UIMEIOIUX B aHAMHE3€
QJIEprUYecKre peakUuy WM Chblllb B OTBET HAa MPHUEM JPYIMX HPOTHBOAIMICHTUYECKUX
IpenapaToB, MOCKOJIBKY YacTOTa Pa3BUTHS CHINH (HE KiaccH(UIIUPOBABIIEHCS KaK cepbe3Hast)
1ocjae MpUMEHEHHs JaMOTPUKMHA Y TMAallMEeHTOB C TAKUM aHAMHE30M Oblla B TPU pasa BHIIIE,
YeM y MAIUEeHTOB ¢ HEOTATOIIEHHBIM aHAMHE30M.

[Ipu oOHapy>keHMM CBIIM BCE MNALMEHTHl (B3pOCIbIE W JETH) JOJKHBI OBITh HEMEAJICHHO
OCMOTPEHBI BpauoM, W TPUEM JAMOTPUKMHA JODKEH OBITh HEMEUIEHHO NpeKpaiieH, 3a
UCKJIIIOYEHHEM TEX CJIydyaeB, KOIJa OYEBUIHO, YTO PA3BUTHE CHIIM HE CBSI3aHO C IPHUEMOM
npenaparta. He pekomeHayercs BO30OHOBIATH NMPUEM JIAMOTPHKMHA B CIydasX, KOIrJa €ro
IpeIecTByIOlIee Ha3HaUYeHHE ObI0O OTMEHEHO M3-3a Pa3BUTHUS KOXKHON peakiMM, CBSI3aHHOM ¢
IPUMEHEHHUEM JIAMOTPH/IKUHA, 32 UCKIIIOUYEHUEM CIIy4aeB, KOI/Ia 0KHU/1aeMblil TepaneBTUYECKUIl
3 EeKT OT MPUMEHEHUS MperapaTa OYeBHIHO MPEBHIIIAET BOZMOKHBIE PUCKH.

Coo01manoch TaKxe, 4TO ChbIIlb MOXKET Pa3BUBATbCA KaK 4YacTh JIEKAPCTBEHHOH peakuuu ¢
s03uHOGmIMell 1 cucremMHbiMH nposiBieHussMu (DRESS cunznpom), Tak ke M3BECTHOM Kak
CUHAPOM THUIEPUYYBCTBUTEIBHOCTH. OJTO COCTOSIHUE CBS3aHHO C PAa3JIMYHBIMU CHUCTEMHBIMHU
NPOSIBICHUSIMHU, BKJIIOYasl JIMXOPAAKY, JUM(aJeHONATHIO, OTE€YHOCTh JIMIA, HApYILIEHUS CO
CTOPOHBI KPOBH, NIEYEHU U TOYEK U ACENTUYECKUN MEHMHIUT. TsKECTh MPOSBICHUS CHHIPOMA
BapbUPYET B LIMPOKUX MPEIENIaX U B PEIKUX CIydasX MOXKET MPUBOAUTH K Pa3BUTHIO CHHIPOMA
JABC u monumopraHHoil HeIocTaToyHOCTH. HeoOXoaumMo OTMETHUTh, YTO paHHHUE IMPOSBIICHUS
CUHApOMa THIEPYYBCTBUTEIBHOCTU (T.€. JMXOpajKa, JuM(aJeHonaTusi) MOTryT HaOJI0aThCs
Jla)ke B OTCYTCTBUE SBHBIX MNposBIeHHH cbin. Ilpn pa3BUTHM NOJOOHBIX NPU3HAKOB W
CHUMIITOMOB TallMEHT JIOJKEH HEMEAJIEHHO 0OpaTUThCS K Bpady, U €CiM He OyJeT ycTaHOBJIeHa
Jpyrasi IpU4MHa CUMITOMOB, JIAMOTPUKUH CJI€TyeT OTMEHUTb.

AcenTtryecknii MEHUHTUT

Pa3BuTHEe acenTUYECKOTO MEHUHTHTA SBISETCS OOpaTMUMBIM TIpU OTMEHE I[Ipemapara B
OOJNBIIMHCTBE CIIy4aeB, HO BO30OHOBISETCS B psle CIy4yaeB MPU TOBTOPHOM Ha3HAYECHUHU
JaMOTpHUIKHUHA. HOBTOpHO@ NPUMCHCHUC TIPHUBOJIUT K 6I)ICTpOMy BO3BpalliICHUIO CHMIITOMOB,
KOTOpBIE€ 4acTO HaO0at0TCs B OoJee Tsokenon Gopme. JIaMOTpUKMH HE ClIeTyeT Ha3HAadaTh
MOBTOPHO TMAallMEHTaM, Yy KOTOPHIX JIEYCHHE paHee OBUI0O OTMEHEHO W3-3a pa3BUTHUS

ACCIITUYCCKOIO MCHHUHTIUTA, CBA3AaHHOI'O C MIPUMCHCHUCM JIAMOTPHU’KHNHA.
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'emodarommrapusii uMdboructruonuros (I'JIT

VY nmanueHToB, NPUHUMAOIINX JIAMOTPUDKUH, OBUIH 3aperucTpupoBansl ciyyan passutus [JII.
['JII" mpencraBnsieT coO60ii CHHAPOM MAaTOJIOTUYECKON aKTHUBALIMU UMMYHHON CHCTEMBI, KOTOPBIH
MOKET MpPEACTaBIATh yrpo3y s XKu3HU. OH XapakTepusyercsi TaKUMU KJIMHUYECKUMU
IpU3HAKAMU M CHUMITOMaMH, Kak JIMXOpPaJKa, Cblllb, HEBPOJIOTMYECKHE CHMIITOMBI,
rernarocIuvieHOMeranusi,  JuMQaaeHonaTus,  LUTONEHUS,  IOBBIIIEHHE  CHIBOPOTOYHOM
KOHIIGHTpaUuu (eppuTHHA, TUNEPTPUIIIMLIEPUACMHUST M HapylIeHUS (QYHKIUU TECYCHH U
CBepThIBaHUs KpoBH. Kak IpaBmiio, CHMIITOMBI NOSABIIAIOTCSA B T€UYEeHUE 4 HENeb M0Cie HaJaa
JICUYEHUS.

HeoGxonuMo HememieHHO oO0CieoBaTh MAIMEHTOB, Y KOTOPBIX DPAa3BUBAIOTCA YKa3aHHBIC
MPU3HAKK M CUMIITOMBI, U paccMoTperh auarHo3 [JII. Crnemyer mnpekpatuth Tepanuio
JaMOTPUIKUHOM, €CIIM Jpyrasi IPUYMHA PA3BUTUS CHMITOMOB HE MOXET ObITh YCTaHOBJICHA.

I"'opMoHaJIbHBIC KOHTPALCITHUBEI

Brusanue 20pMOHAIbHBIX KOHMPAYENnmueos Ha hapmMaKoKUHEMUKY J1aMOMpPUOHCUHA

bbuto TIOKa3aHO, YTO KOMOWHWPOBAHHBIN Mpenapar dTUHWIACTPAIUoN + seBoHoprecTpen (30
MKT + 150 MKT) mpuOIM3UTENbHO B 2 pa3a MOBBIIIAET KIMPEHC JIAMOTPUKHHA, YTO IPUBOJHT K
CHIDKCHUIO KOHIIGHTPAllMM JIaMOTPU/DKMHA B IUIa3Me KpoBU. [Ipu ero HazHaueHHMH IS
JOCTIDKEHUSI MaKCUMAJIbHOTO — TepameBThdeckoro dsddexkra B OONBIIMHCTBE  CiIydacB
noTpeOyeTcsl MOBBIIIEHUE TTOICPKUBAIOIINX 03 JTAMOTPUIKWHA, HO He Oosee yeM B 2 paza. Y
KEHIUH, YXe HEe MPUHUMAIOIIUX HWHIYKTOPbl INIIOKYPOHUPOBAHMUS JIAMOTPUUKMHA U
IPUHUMAIOIIUX FOPMOHAJIbHBIE KOHTPALENITUBBI, CXeMa JICUEHHUs] KOTOPBIX BKIIIOYAET HEAEIIO
npreMa HeaKTUBHOTO TpernapaTa (WM HelIeIbHBIN MepephlB B IpUeMe KOHTpPAIENTHBA), B 3TOT
nepuoJl BpeMeHH OyJieT HaOIoJaThCsl MOCTENICHHOE TPAH3UTOPHOE TIOBHIIICHHE KOHIICHTPAIUN
JaMoTpukuHa. [ToBblIeHne KOHIIEHTpAMK OyIeT BBIPaXKEHO CUIIbHEE, €CIIN YBEJTMUEHHUE J103bI
JaMOTpUKUHA OyZeT MPOBOAMTHCSA 3a HECKOJBKO JHEH 10 IpuemMa WIM B MEpUoj Npuema
HEaKTHBHOTO Tperapara.

MenuuuHckiue paOOTHUKM JOJDKHBI BJIAAETh KIMHUYECKUMH HaBBIKAMH BEJCHHS IKCHIIHH,
KOTOpble Ha (OHE JeyeHHs JTaMOTPUIKMHOM HAYMHAIOT WM IPEKpaIlalT MPUHUMATh
TOPMOHAJIbHBIE KOHTPALIETITUBBI, TOCKOJIBKY B OOJIBIIIMHCTBE CIy4YaeB 3TO MOTPeOyeT KOPPEeKIHU
JI03BI JIAMOTPH/IKHHA.

Jlpyrue mepopaibHble KOHTPALENTHBBI M TOPMOHAJIBHAS 3aMECTUTENbHAs Tepamusi He ObUH
U3y4YeHbl, OJHAKO OHM MOTYT OKa3blBaTh MOJO0HOE BIMSIHHE Ha (PAPMAKOKHMHETHYECKUE

napaMeTphbl JIAMOTPHUIKHUHA.
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Bausnue namompuoscuna Ha papmaxokuHemury 20pMoﬁgﬁ%£bJ§gé;%§J%hiu%% Tb 0002)

B wuccrnepmoBanmm ¢ ywactuem 16 370pOBBIX JI0OpPOBOJIBLIEB COBMECTHOE IPHMEHEHHE
JAMOTPU/DKMHA W KOMOWHUPOBAHHOTO TOPMOHAIBHOTO KOHTpAalenTHBa  (COAEPIKAIIETO
STUHWIACTPAIUONI M JICBOHOPrecTped) MPHUBOJWIO K YMEPEHHOMY IMOBBIIICHUIO KIHpPEHca
JIeBOHOprecTpena U u3MeHeHusM KoHueHTparuu POCI' u JII'. BausHue 3TUX M3MEHEHUM Ha
OBYJIATOPHYIO aKTHBHOCTh SIMYHUKOB HEM3BECTHO. OJHAKO HEJb3sl MUCKIIOYUTH BO3MOXKHOCTb,
YTO y HEKOTOPBIX JKEHIIUH, MPUHUMAIOIINX JIAMOTPUIKUH U TOPMOHAJIbHBIE KOHTPALICTITUBBI,
9TH U3MEHEHUS MOTyT BbI3BaTh CHIDKEHHE J((EKTUBHOCTH KOHTpauenTuBoB. llosTomy
JKEHIIUHBI, NPUHUMAIOIIUE JIAMOTPHUIKUH, JOJDKHBI OBITh  MPOMHCTPYKTHUPOBAHBI O
HEOOXOAMMOCTH HEMEIJIEHHO CcOo00IIaTh Bpady 00 M3MEHEHHUSX B XapaKTepe MEHCTPYaJbHOTO
[IMKJIA, T.€. O BHE3AITHBIX KPOBOTCUCHHSIX.

Jlur I/II[DOd)OJ'IaT pPEAYKTAa3a

JlaMOTpUIKUH  SIBISIETCA  Ca0bIM ~ MHTHOUTOPOM  TUTHAPO(DONAT peayKTa3bl, IOITOMY
CYUIECTBYET BEPOSITHOCTh BO3ACHUCTBHUS IMpernapara Ha MeTaboims3Mm (GoJaToB MpH  €ro
JUITENIbHOM TnpuMeHeHuHn. OpgHako OBUIO TOKa3aHO, YTO JIAMOTPH/KUH HE BBI3BIBACT
CYILIECTBEHHBIX M3MEHEHUN KOHIICHTpAIlMM TeMOrjo0MHa, CPpEAHEro o0beMa SPUTPOLMTOB U
KOHIIEHTpaluu (HOJIaTOB B CHIBOPOTKE KPOBH HIIM SPUTPOIUTAX MPH ATUTEILHOCTH MPUMEHEHUS
npemnapara 10 1 rona, a TaKke He BBI3BIBACT CYNIECTBEHHBIX M3MEHEHUI KOHIIEHTpanuu (ojIaToB
B OPUTPOLIUTAX MPH JUTUTEIbHOCTH IPUMEHEHHUS Ipenapara ;1o S JieT.

BausHue 1aMOTpHIKUHA Ha CV6CTDaTLI IIEPEHOCYNKOB OPraHNYSCKUX KATHOHOB 2 (OCT 2)

JIaMOTpUIKUH ~ SIBISIETCS MHTHOMTOPOM  KaHAJIbLIEBOM CEKpEelMH IOCPEICTBOM OEeNIKOB-
NEPEeHOCUUKOB oprannyeckux kaTHoHOB 2 (OCT 2). DTo MoOXeT HNpHUBECTH K IOBBILICHHUIO
MJIa3MEHHOW KOHIEHTPAILMU HEKOTOPBIX JIEKAPCTBEHHBIX CPE/ICTB, KOTOPBIE BHIBOJATCS TNIABHBIM
oOpa3oM yepe3 nmouku. CoBMecTHOE pUMEHEHHe JlaMoTpukuHa U cyoctpatoB OCT 2 ¢ y3kum
TEpaneBTUUECKUM TUAIa30HOM, HarpuMep, 1odheTminaa, He peKOMEHYeTCs.

IToyeyHas HETOCTATOYHOCTD

B wuccrnenoBaHuax 1o OIEHKE OJHOKPATHOTO MPUMEHEHUs JaMOTPUDKHWHA Yy TMAalMeHTOB C
TePMHUHAILHOM CTaguell TMOYEYHOW HEJOCTATOYHOCTH HE OBLIO BBISIBJICHO 3HAYUTEIBHBIX
W3MEHEHUN KOHUEHTpalMu JaMOTPUKMHA B Ia3Me KpoBU. OJIHAKO HAKOIUIEHUE
TIIOKYPOHHJIHOTO ~ METa0oJMTa BEChbMa BEpPOSTHO, TOITOMY HEOOXOJMMO  TMPOSBISATH
OCTOPOKHOCTD TIPH JICUEHUH TTAIIUEHTOB C TTIOY€YHON HET0CTATOYHOCTHIO.

[TanpeHThl, IPUHUMAIOIIKE APYTHE peapaThl, COASPKAIINE JIAMOTPUIKIH

Henb3st npuMeHATh TaMOTPHIKHH (B (hopMax BBIYCKA C HEMEJIEHHBIM BBHICBOOOXK/IEHUEM WIIN
B (hopme TabieTOK ¢ MPOJOHTUPOBAHHBIM BBICBOOOXKJIECHUEM) Y MALMEHTOB, YXKe MOIyYarolInX

Kakue-JIn0o Apyrue mpenaparsl, CoAeprKaliue JaMOTPUIKUH, 0€3 KOHCYJIbTAllMU Bpaya.
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Bpyragonono0usie nsmenenus Ha DKIT

OdeHb peako Ha oHe MPUMEHEHHSI TAMOTPHDKIHA HAOII0JAI0OCh pa3BUTHE Opyraaonoq00HbIX
u3menenuit Ha DKI', olHaKO TPUYUHHO-CIIEICTBEHHAS CBS3h C TIPUMEHEHUEM JIAMOTPUKHHA HE
ycraHoBieHa. [loaToMy mepen NpUMEHEHHEM JaMOTPU/DKWUHA Y TAIMEHTOB C CHHIPOMOM
bpyrana cinemyer TIIaTelIbHO PACCMOTPETh BO3MOXXHOCTh TAKOTO JICUCHHUSI.

HaDVLHeHI/Ie CEPACYHOTO pUTMA U ITPOBOAMMOCTH

Pesynmprartel  umcciaemoBaHmii  IN VIO moka3zaiu, 4YTO  JIAMOTPU/DKMH — oOJjajgaer
IPOTUBOAPUTMHUYECKON aKTUBHOCTBIO Kiacca IB npu npuMeHeHnn B TepaneBTHUECKH 3HaUUMBIX
KOHIeHTpauusx. COrllacHO JaHHBIM IN VItr0 JIaMOTPH/DKHH IOTEHIUAIBHO MOXKET 3aMEIJISTh
KEIyJA0YKOBYIO IPOBOAUMOCTh (pacmupsis Kommuiekc QRS) u BbI3bIBaTH NPOAPUTMHUIO Y
NAIMEHTOB C KIIMHUYECKU 3HAYMMBIMH CTPYKTYPHBIMHU WIIH (DYHKIIMOHAJTEHBIMHU 3200JI€BaHUSIMUI
cepaua. CrienoBarenbHO, OKUJaeMas Wi HaOJrogaeMmas 1osib3a MpH MpHEeMe JIAMOTPHDKHHA
JIOJDKHA TPEBBINIATh NOTEHIMAIbHBIA PHUCK CEpPbEe3HBIX WIM (DaTalbHBIX OCIOKHEHHH CO
cTopoHbl cepana. OTHOBPEMEHHBI NpUEM JPYIHX OJOKAaTOPOB HATPHEBBIX KAaHAIOB MOXKET
YBEIMYUTH PUCK BOSHUKHOBEHUS MPOAPUTMHUH.

oOnuuencus

Pe3kas oTMeHa mpuema JaMOTPUIKMHA, KaK U APYTUX HPOTUBOAMIICNTUYECKUX IpEnapaToB
(IT211), MokeT CcrIpoBOIMPOBATH peuuaAnuB cynopor. Ecim cocTosHue mamueHta He Tpelyer
PE3KOTO TMPEKpAIIeHUs] TePalliu B CBSA3HM C YTPO30i O€30MacHOCTH TMaIMeHTa (HampuMmep, MpH
HOSIBIICHUHU CBITH), 103y JaMOTPUKUHA CJelyeT CHUXKATh [TOCTENICHHO B TEUEHHUE 2-X HeJlelb.

B nureparype umerorcs cOOOLIEHHS O TOM, YTO TSDKENbIE CyJIOpPOXKHBbIE MPUCTYIBI, BKIHOYAs
SMHUJIENTUYECKHIA CTaTyC, MOTYT TPHBECTH K pPa3BUTHIO pabIOMHONIN3a, TOJIHOPTaHHBIX
HapyIIEHWH ¥ JUCCEMHHUPOBAHHOTO BHYTPUCOCYIMCTOTO CBEPTHIBAHUS, WHOT/A C JICTAIILHBIM
ucxonoM. [logo6Hsle cayyan HabIrOAaIKCh HA (POHE TPUMEHEHUS JTaMOTPUIKUHA.

CynnuuansHBIA PUCK

CUMIOTOMBI JETIPECCUU /MM OUITOJSIPHOTO PAaCCTPOWCTBA MOTYT OTMEYATHCS Y MAIMEHTOB C
snwiencuedt. Takke OBUIO MOKa3aHO, YTO MALMEHThl C OJMHUJIENCHe U OUIOJISPHBIM
paccTpoiiCTBOM HAaXOATCS B TPYIINE BBICOKOTO PUCKA CYUIH/IOB.

Y 25-50 % mnauuMeHTOB C OWIIOJISPHBIM pPAacCTPOMCTBOM HabmOAamach XOTs OBl OAHA
CyWIUIaTbHAS TIOMBITKA, Y TAKUX MAI[MEHTOB MOXXET OTMEYaThCsl YCYTyOJICHHWE CHMIITTOMOB
NETIPECCUU  W/WIIM  TIOSIBTICHHE CYWIUAAIBHBIX MBICICH W CYHIUAAIBHOTO TIOBEICHHS
(cyMIMIanbHOCTh), HE3aBUCUMO OT IIpHEeMa [pernaparoB Uil JIEYEHUS OHIOJISAPHOTO
paccTpoiicTBa, BKIOYAs JTAMOTPHIKHH.

CyunuansHble MBICITH U CYWIIUAATBHOE TIOBEACHNE OTMEYAINCh y MAIMeHTOB, IPUHAMABIIIX

[1911 mo HECKONMBKUM TIOKA3aHMAM, BKIIFOYAs SMUJICTICHIO U OUIIOISIPHOE paccTpoiicTBo. Mera-
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JAMOTPUJIKUH) TaKXKe MOKa3aJl HE3HAUNTENIBHOE YBEIMYEHUE CYULUAAIBHOTO pucka. MexaHusm
pa3BUTHS JAHHOTO PHUCKAa HEU3BECTEH, M JOCTYIHBIE JAHHBIE HE MCKIIOYAlOT BO3MOKHOCTHU
MOBBIIICHKS PUCKA CYULIMA IIPU IPUMEHEHUU JIAMOTPU KU HA.

Takum 00pa3oM, MaUEeHThl JOKHBI HAXOIUTHCS O] THIATEIbHBIM HAOIIOJCHUEM Ha MPEAMET
BO3HUKHOBEHUS CYMIMJAJIbHBIX MbICIEH U noBeaeHud. [lanneHTsl (M Iua, OCyIIeCTBISIOLINE
yXOJl 3a MAallMEeHTaMH) JOJDKHBI ObITh MPOMH()OPMHUPOBAHBI O HEOOXOAWMOCTH MEAMIIMHCKON
KOHCYJIbTallU! IIPY BO3HUKHOBEHUH TAKUX CUMIITOMOB.

bunonsapHoe ad)d)eKTI/IBHoe PACCTPOICTBO

Knunuueckoe yxyowenue y nayuenmos ¢ 6unoaapuvim agghekmusHvlM paccmpoucmeom

VY mnauMeHToB ¢ OWIONSPHBIM PACCTPOMCTBOM, MOJYHYAIOUIUX JAMOTPUIKUH, HEOOXOIMMO
TIIATETFHO MOHHUTOPHUPOBATh CHUMITOMBI KJIMHUYECKOTO YXYAIICHUS (BKJIIOYas TMOSIBICHUE
HOBBIX CHUMIITOMOB) W CYUIUAAIBHOCTH, OCOOEHHO B Hayalle Kypca J€UYeHUS MU B MOMEHT
W3MEHEHUS N103bl. []allMeHThl, Y KOTOPBIX B AaHAMHE3€ OTMEYAIUCHh CYULIMAAIBHBIE MBICIU HIIH
CYUUHJAIBHOE MOBEAEHUE, MOJIOAbIC MAMEHThl U MAUMEHTHl C BBIPAKEHHBIM CYyULHUIATIBHBIM
MBIIUIEHUEM [0 Hayaja Tepalnuud HaXOAATCS B IPYINIE BBICOKOIO PHCKAa BO3HUKHOBEHUS
CYMIUJAIBHBIX MBICIIEH WJIM CYULUIATbHOTO MTOBEACHUS; TAKUE MALUEHTHI JOJKHBI HAXOAUThCS
0] CTPOTHM HAOJIIOCHNEM BO BPEMS JICUCHUSI.

[TaniuenTs! (M JTUIIa, OCYIIECTBIISIIONINE YXO/1 32 MAIlMEHTaMH) JTOJDKHBI OBITh TIPEAYIIPEKICHBI O
HEO0OXOIMMOCTH HaONIOICHUS Ha MPEAMET JTIO0BIX YXYAIICHUI COCTOSIHUS MAIlMeHTOB (BKIItOUYas
MOSIBJICHHE HOBBIX CHMIITOMOB) W/MIM TIOSBIICHUS CYMIIMJANBHBIX MBICICH/TIOBEACHUS WU
MBICIIEHl O TPUYMHEHHM Bpega cede M JOHKHbI HEMEMJIEHHO OOpaTUThCS 3a MEIHULHMHCKON
MTOMOUIBIO TIPU MOSIBIICHUHM TAaKUX CUMIITOMOB.

Cnenyer paccMOTpPETh BO3MOXHOCTb BHECEHMSI M3MEHEHHM B pPEXHUM Tepaluu, BKIKOYas
BO3MOXXHOCTh OTMEHBI Tperapara, y MalUeHTOB, Y KOTOPBIX HAaOIIOAaeTcsi KIMHHYECKOe
yXyamieHue (BKJIIOYasi TMOSBJIICHHE HOBBIX CHMIITOMOB) W/WJIM TIOSIBIIEHWE CYUIIMIATbHBIX
MBbICIIEII/TIOBEIEHUsI, OCOOCHHO €CJIM 3TU CUMITOMBI TsDKEJIbIe, C BHE3AIIHBIM HA4ajlOM U paHee
HE OTMEYaJIUCh.

BcnomoraTensHbI€ BelllecTBa

[Ipenapar Jlamotpumkun dapmMacuHTe3 COAEPKHUT JIaKTO3y Oe3BonHyto. Ilaruentam ¢ penko
BCTPEYAIOIICIHCS HACIEJACTBEHHOW HEMEPEHOCUMOCTBIO TaaKTO3bl, JACHUIIUTOM JIAKTA3bl

nonapeﬁ WM TII0K030-TalaKTO3HOM Manba6cop6uneﬁ HEC CJICAYCT IIPUHUMATD 3TOT IIPCIiapar.
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Paszeumue oemeii

JlanHble O BIMSHUU JIAaMOTPUJP)KMHA Ha POCT, I[IOJOBOE CO3PEBaHUE, KOTHUTHUBHOE,
SMOITMOHAIBHOE U MOBEJICHYCCKOE Pa3BUTHE JETEH OTCYTCTBYIOT.

Koorcnas coine

VYV nerell puCK pa3BUTHS TSKEJIBIX KOXHBIX BBICHIIIAHUNM BBINIEC, YEM Y B3POCIBIX (CM. BBIIIE
«KoxHas ChIlby).

Onunencus

He y Bcex nmereit 3¢ (peKTHBHOCTD TaMOTPUKUHA TIPH JICYCHUU TUITUIHBIX a0CAHCOB CTaOWJIbHA.
bunonsapnoe agpgpexmuenoe paccmpoticmeo

Jleyenune aHTHAETIPECCAHTAMH COMPOBOXKIACTCS YBEJIMUYCHUEM PUCKA CYUIIUJATBHBIX MBICICH U
MOBEJCHUS Y JIeTed M MOAPOCTKOB Miajame 18 jer ¢ KIMHMYECKOW Aenpeccued u ApyruMu

MCUXUYICCKUMU HAPYUICHUSIMMU.

4.5. B3zauMmopeiicTBHe ¢ JAPYrMMH JeKApPCTBEHHbIMU NpenapaTaMM W [pyrue BHAbI
B3aNMOeliCTBUSA

beiio  oOHapyxeno, uto ypumuH-5’-mudocdo (YIAD-)-rmokyporuarpancdepassr  (YI'T)
SBISIOTCS  ()epMEHTaMM, OTBEUYAIOMIMMH 32 MeTa0oJu3M  JaMOoTpukuHa. IlosTomy
JIEKapCTBEHHbIE  Iperaparbl, KOTOPHIE SIBISIOTCS HMHIYKTOPAaMH WJIW  HHTHOMTOpaMu
[JIIOKYPOHUPOBAHUS, MOTYT BJIMSTh Ha KaXyIIMHCS KIMPEHC JaMOTpupKuHA. CUibHbIE WIH
yMepeHHble MHIYKTOpbI u3odepmenta rutoxpoma P450 3A4 (CYP3A4), koTopble Takxke, Kak
U3BECTHO, fABJAOTCA UHAYKTOpamMu YI'T, MOTyT Takke yCHJIMBaTh METa0OIU3M JIaMOTPU/KUHA.
OTCyTCTBYIOT J0OKa3aTelbCTBAa TOTO, YTO JAMOTPUJKUH BBI3BIBAET KIMHUYECKH 3HAUUMYIO
UHAYKIUIO WM UHTUOMpoBaHue H30(epMeHTOB IuToxpoma P450. JlamMOTpuIKUH MOXET
UHIYyLIMPOBAaTh CBOW COOCTBEHHBIH MeTa0oIM3M, HO 3TOT 3(Q(EeKT BBIPaKEH YMEPEHHO, U
MaJIOBEPOATHO, YTO OH UMEET KJIMHUYECKH 3HAUUMBIE MTOCIEACTBHUSL.

JlexapcTBeHHbIE Mpenaparbl, KOTOpble, Kak OBLJIO MPOJEMOHCTPUPOBAHO, OKa3bIBAIOT
KJIMHUYECKH 3HAYMMOE BIIUSHHE Ha KOHIIEHTPALMIO JJaMOTPUKUHA, TIEpeYrClIieHbl B TabauIe 6.
Kpome Toro, B 3T0# Tabnuie nepeyrciaeHbl JEKapCTBEHHBIE Mpenaparbl, KOTOpble, Kak ObLIO
MOKa3aHO, OKa3bIBAIOT HE3HAUMTEJIHHOE BIMSHHE Ha KOHIEHTPAIMIO JIAMOTPUDKMHA WIH HE
OKa3bIBAIOT ero BoooOmie. OObIUHO HE CIIEAyeT OKHUIaTh, YTO COBMECTHOE NMPUMEHEHHE TaKHX
JIEKapCTBEHHBIX IPENapaToB MPHUBEIET K KaKUM-THOO KIMHMUYECKUM HocieAcTBUsIM. OHaKO
clieflyeT YJeIUTh BHHUMAaHHME TMAalUMEHTaM C DSIWIENCHEeH, OCOOCHHO YYBCTBUTEIBHOH K

KOJICOAHHSIM KOHOCHTPAUUN JTJAMOTPUIPKUHA.
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Tabauna 6. Bausinue Ipyrux npenapaToB Ha mmkvﬁm;m;hﬂ(ﬁ‘gh%gj ooo2)
IIpenaparsl, IIpenapatsl, ymenbmamomue | [Ipenaparsi, OKa3bIBalOIINe
yBeJIHYHBAIOIIHE KOHI[eHTPALMIO JIAMOTPH/UKHHA | He3HAYMTeJIbHOEe BJIUSIHHE WJIH
KOHI[€HTPALMIO He OKAa3bIBalolfe BJIHSHHE HA
JJAMOTPUIKUHA KOHUEHTPALMIO JTAMOTPH/ZKMHA
Banbrnpoartsl ATazaHaBUp/pUTOHABUD, Apununpasos, OynpOIHOH,
KapOamasemnuH, rabaneHTuH, 30HUCAMUTI,
JIONMHABUP/PUTOHABHP, HPUMHJIOH, |JIAKOCAMHU]I, JeBETHpAIlEeTaM,
pudamMnunuH, (eHUTOHH, | TpenapaTsl JIMTHUS, OKCKapOa3enuH,
(beHobapbuTan, KOMOMHHPOBAHHBIM | OJIAH3AINH, napareramoll,
npenapar nepamIiaHes, nperadaivH,
STHHWIACTPAINOII/JIEBOHOPTECTPEIl | TOMHpamMarT, pendamar

VYkazaHus 1o O03UPOBAaHUIO Tperapara cM. B pazgene 4.2; g KCHIIWH, MPUHUMAIOIINX
TOPMOHAJIBHBIC KOHTPAUCHUTUBLBI, TAKKE CM. IOJAPa3acia <<FOpMOHaJII)HI)Ie KOHTpaluClITUBLD> B
paznene 4.4.

Bsaumogericteus ¢ 11011

BanbnpoeBass Kkuciora, KOTOpas HHTHOMPYET IIIIOKYPOHU3ALMIO JIAMOTPHUJKMHA, CHUXKAET
METa00IM3M JIAMOTPUDKUHA U YAJIHHSET €r0 CPETHUH NMepro/T TIOTyBbIBEICHHS ITOYTH B 2 pasa.
Omnpenenennsle 1911 (Takue kak ¢eHUTOMH, KapbamaszenuH, ¢eHobdapOuTan W MPUMHUIOH),
KOTOpble MHAYLHUPYIOT H30(epMeHThl nutoxpoma P450, taxxe unmyuupyror YI'T u, takum
00pa3oM, YCKOPSIOT MeTaboiM3M JlaMoTpukMHA. Coo0INanoch O pa3BUTUHU HEKENATENbHBIX
SBJIGHUH CO CTOPOHBI LIEHTPAJbHOM HEPBHOW CHCTEMBI, BKJIIOYABIIHUX TOJIOBOKPYKEHHE,
aTaKCHUIO, AMIUIONHIO, HEYETKOCTh 3PEHHS W TOLIHOTY Y MAlMEHTOB, HAa4aBIIUX NPUHUMATh
kKapOamazenuH Ha (oHe Tepanuu JaMOTPUIKMHOM. ODTH HEKeNaTelIbHble SBICHHUS OOBIYHO
IOPOXOAWIM TIOCNIE CHIDKEHHMsS J03bl KapOamaszenuHa. AHaNOrHMuHbIA 3¢ ¢ekT Habmopaics B
UCCJIEIOBAaHUM TPUMEHEHUs JIaMOTPUKMHA U OKCKapOa3enuHa Yy 3/I0pOBBIX B3POCIBIX
J0OpOBOJIBIIEB, HO PE3YbTAT CHUKEHUS 103 HE N3YydaJICsl.

B wuccnenoBaHum C  ydyacTHeM 3/I0pOBBIX B3POCIBIX J0OpPOBOJBLIEB MpPHU MPUMEHEHHH
JamoTpukuHa B 103e 200 Mr u okckapOazenusa B go3e 1200 Mr okckapOa3enuH He W3MEHSUI
MeTaboIM3M JIaMOTPUKUHA, a JAMOTPUKUH HE U3MEHSI METa00Iu3M OKCKapOa3enuHa.

B wuccnenoBannu ¢ ydacTueM 3J0pOBBIX JOOPOBOJIBIIEB COBMECTHOE MpHMeHeHue (embamara
(1200 mr 2 paza B cytku) u damoTpukuHa (100 mr 2 paza B cyTku B TeueHue 10 qHeil) He

MPUBOAUIIO K KIIMHUYCCKH 3HAYNMbIM U3MCHCHUAM (I)apMaKOKI/IHCTI/IKI/I JIaMOTpHU KU HA.
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MPUHUMABIINX JIAMOTPU/DKUH C TaballeHTHHOM MW 0e3 Hero, BBISIBIEHO, YTO Ta0aleHTUH He
NPUBOIUT K M3MEHEHUIO KKYILETroCs KIIMPEHCa JIaMOTPUDKHHA.

Bo3moxHbIe  JeKapCTBEHHbIE — B3aWMOJACWCTBUS  JIeBETHpalleTaMa W JAMOTPHKUHA
UCCJIEIOBAIUCh IIyTeM OLIEHKH CBHIBOPOTOYHBIX KOHIIEHTpaluii o0OMX IpenapaToB B XOJe
1a1e00-KOHTPOIIMPYEMBIX KIMHUYECKHX HCCIEOBaHUN. OTH JaHHBIE MOKa3bIBAIOT, YTO
JAaMOTPUKUH HE BIHSET HA (apMaKOKMHETUKY JIeBETHpalleTaMa, a JeBeTUpaleTaM He BIIUSET
Ha (apMaKOKHMHETUKY JTaMOTPUJKHHA.

CoBmecTHOe npuMeHeHne nperadasmaa (200 Mr 3 paza B CyTKH) HE OKa3bIBajO BIIMSHUS Ha
PABHOBECHBIE KOHLEHTpAIIMM JAMOTPUDKMHA B IJ1azMe KpoBU. DapMaKOKMHETHYECKHE
B3aUMO/JICHCTBHS MEXY JTAMOTPHIKUHOM H ITPEerabalnHOM OTCYTCTBYIOT.

[IpumeneHue TomupaMaTa HE NPUBOIWIO K HM3MEHEHHMIO KOHIICHTPAIMH JIAMOTPUKHHA B
1a3mMe Kposu. [Ipuem naMoTpuKiHa TPUBOAKI K YBEJIMYEHUIO KOHIIEHTPALMK TONMpaMaTa Ha
15 %.

B xone uccnenoBanus malMeHTOB € SMMWICTICHEH COBMECTHOE MpuMeHeHue 3onucamuaa (200—
400 wmr/cyt) c namotrpumkuHoM (150-500 wmr/cyt) B TeueHue 35 AHEH He OKa3bIBajo
3HAYUTENILHOTO BIUSHUA HA ()apMaKOKHMHETHKY JaMOTPUKIHA.

OpnnoBpemenHoe npuMmeHenue nakocamunaa (200, 400 wimm 600 Mr/cyTkm) HE BIMSAIO Ha
KOHIICHTPAILIMIO JIAMOTPU/DKMHA B TUIa3M€ KPOBH B IUTANE00-KOHTPOIHPYEMBIX KIMHHYECKUX
MCCIIEIOBAHMSIX C YYaCTHEM MaIllMEHTOB C MapIHaIbHBIMU MPHUITAIKAMH.

B oObenuHeHHOM aHanM3e MJAaHHBIX TpeX IUIale0O0-KOHTPOJIUPYEMbIX — KIMHHUYECKHX
UCCIIEIOBaHMIA, B KOTOPBIX W3YyYalH JIOTOJIHUTEIFHOE IPUMEHEHNE TIepaMITaHeNa y MalueHTOB C
NapIUATLHBIMA TIPUMAJKAMA W TIEPBUYHBIMH TEHEPAIM30BAHHBIMU TOHUKO-KIIOHHYECKUMU
MpUIaJKaMy, HauOoJee BBICOKAs M3y4yeHHas jJ03a nepammanena (12 Mmr/cyTku) MpHBOIWIA K
MOBBILICHHUIO KJIMPEHCa TaMOTpUKuHa MeHee yeM Ha 10 %.

Hecwmotps Ha TO, 4TO paHee coo0Ianoch 00 N3MEHEHNH KOHIIEHTPAIIUH B TJIa3Me KPOBHU JAPYTUX
[1DI1, KOHTpOJHMpYyEeMbIe WCCIEIOBAHUS HE TIOKa3ajld, YTO JIAMOTPH/UKMH BIUSET Ha
KOHIICHTPAIIMIO B IJIa3Me KpoBu comytcTByromux [IDI1. Pesynbratel mcciegoBanuii in Vvitro
MOKa3aJI, YTO JTAMOTPUKUH He BbITecHseT Apyrue [1311 u3 ydacTkoB cBs3bIBaHUS C OETKAMHU.

BSaI/IMOJIeI\/’ICTBI/Ie C APYI'UMM IICUXOTPOIMHBIMU IIperiapaTaMu

dapMakOKHMHETHKA JTUTHS TIPU TpreMe 0e3BOAHOTO TIIFOKOHATA JIUTHUS (10 2 T 2 pa3a B CYyTKH B
TeyeHue 6 nHei) y 20 370pOBbIX TOOPOBOJIBIEB HE MEHSAJIACh IPU COBMECTHOM NMPUMEHEHHU
JaMoTpuKuHa B 03¢ 100 mr/cyT.

MHOTOKpaTHbIA MpreM OyImpoNHOHa BHYTPh HE OKa3bIBAI CTATHCTUYECKH 3HAYMMOTO BIIHSHUS

Ha (apMaKOKHMHETHKY OJHOKPATHOW JI03bI JAMOTPUDKHHA y 12 yYaCTHUKOB M BBI3BIBAJ TOJIBKO
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He3HaunTenbHoe yBenmdenue AUC  (turolaaum HJE':&E%%GJ&%H{Q&E% 0 :IIC—b-'}/%BOI\/'I

«KOHIEHTpAIUs — BPEMs») JIAMOTPHIKUHA TITIOKYPOHHIA.

B wuccnenoBanuu ¢ ydacTHeM 3A0POBBIX B3pPOCIBIX J0OpPOBOJIBLIEB OJIAH3AMMH B 03¢ 15 Mr

camkal AUC u Cpax JaMoTpugxkuHa B cpeagHeM Ha 24 % u 20 % COOTBETCTBEHHO.

JlamotpukuH B 103¢ 200 Mr He BIUsIT HA (hapMaKOKHHETUKY OJIaH3aIlHa.

MHOroKpaTHbI TpueM JaMoTpuUkuHAa BHYTpPH (400 Mr/cyT) He OKas3bplBajdl KIMHUYECKH

3HAYMMOTO BJIMSHUS Ha (PApMaKOKMHETUKY PUCIIEPHIOHA IMOCIE MPHUEMa Pa3oBOM 03Bl 2 MI Y

14 310pOBBIX B3POCIBIX TOOPOBOJIBIICB.

[Ipu 3TOM OTMEUANIaCh COHIUBOCTD:

e y 12 u3 14 n0OpOBOJBIEB MPU COBMECTHOM MPUMEHEHHM PHUCIIEPHIIOHA B J103€ 2 MI U
JTAMOTPUJIKUHA;

e vy 1 u3 20 1oOpOBOIBLEB IPU IPUEME TOIBKO PUCIICPHIOHA;

® HHU Y OJHOTO JI00pPOBOJIBIIA TIPH MIPHEME TOIBKO JTaAMOTPHIKIHA.

B wuccrnenoBanuu ¢ ydactueM 18 B3pOCHBIX MAlMEHTOB ¢ OUINONSIPHBIM ad(dHEeKTUBHBIM

pacctpoiictBoM | Tuma, mony4aBIIMX [0 YCTAaHOBJIEHHOW CXEM€ JIAaMOTPUKUH (HE MEHee

100 mr/cyT), 10361 apunumnpasoia yeenruauBaim ¢ 10 Mr/cyT 10 koHewHOTO 3Ha4eHus 30 Mr/cyT

B T€UEHHUE 7-JHEBHOTO NEpPHOJia U Jlajee MpOoJ0JIKAIN JIEUeHUE ¢ MPUEeMOM IpemnapaTta | pa3 B

CYyTKHM B TeueHue emie 7 aHei. Habmromamoch cpennee cHimkeHue npumepHo Ha 10 % Cmax 1

AUC namotpupkuHa.

B oakcmepuMeHTax 1O HMHIHOMpPOBaHHMIO IN VItr0 OBUIO [MOKAa3aHO, 4YTO MHpPU COBMECTHOM

WHKYyOallud aMHUTPUNTHINH, OyNpOMHOH, KIOHa3enaMm, (IyOKCeTUH, TaloNmepuaona WIH

Jopa3enaM OKa3blBalldi MHHHMMAIbHOE BIHMSHHE Ha O0pa3oBaHHE OCHOBHOrO MeTabonuTta

namoTpwKuH-2-N-rmrokyporuaa.  JlanHaeile 1Mo  m3ydeHWio Mertabonm3ma  Oydypaona

MHUKPOCOMAIBHBIMH (EpPMEHTAMU TI€YCHH, BBIJICICHHBIMU Yy YEJOBEKa, IMO3BOJWIIM CJeNaTh

BBIBOJI, 4YTO JIAMOTPH/DKMH HE CHIIKAeT KJIHMPEHC IMPernapaToB, METa0OIU3UPYIOIIUXCS

npeumyinecTBeHHo u3odepmentamu CYP2D6. Pesynbrarel ncciemoBaHuii N Vitro Taxoke

MO3BOJIIOT IPEANONOKUTh, YTO KJIO3aIlluH, (DEHEN3UH, PUCIEPUAOH, CEPTPAINH WM TPa30J0H

BPSIJI JIM MOTYT OKa3bIBaTh BIUSHUE HA KIIMPEHC JIAMOTPHKUHA.

BiauMoaelicTBUS ¢ TOPMOHAIbHEIMU KOHTPAllENTUBAMU

Bnusinue 20pMoHanbHblX KOHMPAYENMUE08 Ha PapMaAKOKUHEMUKY 1aMOMPUOICUHA

B wuccnegoBanun ¢ ydactueM 16  KEHIIUH-I0OpPOBOJIBLIEB OTMEYEHO, 4YTO IpPUEM
KOMOMHHMPOBAHHBIX MEPOPAIbHBIX KOHTPALIENITUBOB, cojepkaux 30 MKI 3TUHUJIACTPAANOIA U
150 Mkr neBoHoprecTpena B OIHON TaOyieTKe, BBI3BIBAI MPUOIU3UTENBHO JBYKpaTHOE
NOBBIIIEHUE KJIMPEHCa JaMOTPUKMHA ([Ocie ero NpueMa BHYTpPb), UYTO MNPUBOJWIO K

caHmkeHNI0 AUC 1 Cmax TaMOTpUIKKHA B cpeqHeM Ha 52 % u 39 % cooTBeTcTBeHHO. B Teuenne
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HeJlenn, CBOOOJHOW OT mpuema mpemnapara [(T. €. h@&'%@ﬁ%ﬁﬁbﬂ%'ﬁéﬁﬁfsg :'ﬁ:l :l'll:bjll/feMe

KOHTpAIICNITUBA), HAOJI0JAIOCh IMOCTEIIEHHOE IOBBIIICHUE KOHIICHTPALUHU JaMOTPUKUHA B
CBIBOPOTKE KPOBH, IPU 3TOM KOHLEHTpALMs JaMOTPHUIKMHA, U3MEPEHHAsI B KOHIIE 3TOM Henenu
nepe]] BBeIeHWEM CIeAyIouIeil 103bl, Oblia B CpeIHEM NMPUMEPHO B 2 pa3a BbIIIE, YeM B EPUOJ
COBMECTHOTI'O ITpHEMA.

Brusanue namompuodicuna Ha papmMaKkoKuHemuKy 20pMOHAIbHIX KOHMPAYEenmueos

B wuccnenoBanum ¢ ywyactuem 16 SKeHIIMH-TOOPOBOJIBLIEB TMOKAa3aHO, YTO B IEPHOA
PaBHOBECHBIXKOHIIEHTpAaMi JamMoTpukuH B no3e 300 Mr He Biusia Ha (papMaKOKUHETUKY
STUHWIACTPAIUOa — KOMIIOHEHTa KOMOWHUPOBAHHOTO MEPOPAIIbHOTO KOHTPALECNITHBA.
OTMmeuanoch yMEPEHHOE MOBBIILIEHUE KIMPEHCA KOMIIOHEHTA MEPOPaIbHOI0 KOHTPALEITUBA —
JIeBoHOprecTpena (mocie ero mpuema BHYTpPb), 4TO NpuBOAMWIO K CHIDKCHHI0O AUC U Cmax
JneBoHoprecTpena B cpeaHeM Ha 19 % u 12 % coorBercTBeHHO. M3MepeHue ChIBOPOTOUHOIO
ypoBHs GoiHKynocTumyupytomiero ropmona (OCI), morennusupytomiero ropmona (JIIN) u
ACTpaZuoia BO BPEMsI ITOrO MCCIEAOBAaHUS BBIBUIO HEKOTOPOE YMEHBIIEHHE I10/aBJICHUS
TOPMOHAJIbHOM aKTUBHOCTH SIMYHUKOB Y HEKOTOPBIX JKEHIIUH, XOTS U3MEPEHUE CHIBOPOTOUHOIO
MIPOrecTepoOHa HU Yy OJHOW W3 16 KEHIIMH HE BBIABWIO TOPMOHAJIBHOTO MOATBEPKICHUS
OBYJISILIMM. BiusiHHE yMEpPEHHOIO MOBBINIEHUSI KIMPEHCA JIEBOHOPrecTpesna M HW3MEHEHUs
ceiBopoTouHOro ypoBHA @CI" u JII' Ha OBYJISMOHHYIO aKTUBHOCTb SIMYHUKOB HE YCTAHOBJICHO.
Bnusnue apyrux no3 mamorpumkuHa (kpome 300 Mr/cyT) He M3y4yaloch, M MCCIEAOBAaHHUS C
JpYTMMH TOPMOHAJIBHBIMHU IIpenapaTaMy He IPOBOAMIINCE.

BzauMoeicTBHS ¢ APYTUMHU IIpenapaTamMu

B uccnenoBanuu ¢ yuactuem 10 My>X4uH-100pOBOJIBLIEB BBISIBICHO, YTO pU(aMIIUIIMH TOBBIIIAI
KIUPEHC JIaMOTPUDKMHA U CHIKAJI €ro IMepuoj IOJyBbIBEIEHUS Ojaroaaps HHIyKUIUU
(epMEeHTOB TME4YeHH, OTBETCTBEHHBIX 3a TJIIOKypoHM3auuio. [lanueHtam, OJHOBPEMEHHO
OPUHUMAIOIUM pU(AMIUIMH, CIEIyeT PEeKOMEHJI0BATh CXEMY J03UPOBAHMS JIAMOTPHJKUHA C
COIYTCTBYIOIIMMHU UHAYKTOPAMHU [IIOKYPOHHU3ALIH.

B wuccnegoBaHuu ¢ ydactueM 3/10pOBBIX JOOPOBOJBIEB NpPHU NPUMEHEHHM JIONMHABUpPA U
pUTOHaBHpa HAOIIOAANOCH CHIKEHHME MpuMepHO Ha 50 % KOHIEHTpaluu JaMOTPUIKUHA B
IUIa3ME€  KPOBHM, BO3MOXKHO, BCIEJICTBUE MHAYKIMM IIIOKypoHu3auuu. IlanmeHrawm,
OJIHOBPEMEHHO MNPUHHMMAIOIIUM JIONIMHABUP W PUTOHABUP, CIIEAYET PEKOMEHIOBaTh CXEMY
JIO3UPOBAHUS JIAMOTPUJKHHA C COMMYTCTBYIOIMMHU UHAYKTOPAMHU TJIFOKYPOHHU3AINH.

B uccrnenoBanum ¢ yyacTueM 370pPOBBIX B3pOCIBIX JAOOpPOBOJIBLIEB MPHUEM aTa3aHaBUPA W/WIH
putonasupa (300 mr/100 mr) npuBoami k cHkeHUto 3HadYeHU AUC U Cmax TaMOTpUTKIHA B

iasme KpoBH (B pazoBoit no3e 100 mr) B cpeanem Ha 32 % u 6 % COOTBETCTBEHHO.
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(HOC B4 HOCTH 0002
B wuccnenoBanum ¢ y4acTMEM 3J0POBBIX B3POCIBIX ﬂ(')ngB(;!E‘t—IléBEHE;l;)%E&gMOHTB 1'1036-'1 r

(uetsipe pa3a B 1eHb) cHIKAT AUC U Cmin JaMOTPHIKMHA B IJIa3Me KpoBU B cpeaHeM Ha 20 %
U 25 % COOTBETCTBEHHO.

PesynbTaThl MCClaemOBaHUil IN VIO MO OLEHKE BIMSHUS JIAMOTPUDKHHA Ha KaTHOHHBIC
MEPEHOCUYUKN OPraHUYEeCKHX CYOCTpaTOB IOKa3aJid, YTO HMMEHHO JAMOTPUKUH, a HE €ero
metabomutr  2(N)-TIIOKYpPOHUZ,  SBISETCS  MHTHOMTOPOM  KAaTHOHHBIX  TEPEHOCYUKOB
OPraHWYECKUX CYOCTpaTOB B IMOTEHIMAIbHO KIMHUYECKH 3HAYMMBIX KOHIEHTpalusix. OTU
JaHHbIE TOKAa3bIBAIOT, YTO JIAMOTPUKHH SIBISETCSI MHIMOUTOPOM KaTHOHHBIX MEPEHOCUYUKOB
opranuyeckux cyocrpaToB co 3HaueHHeM [Cso, paBHBIM 53,8 MKM.

Bunsiuue Ha n1adopaTopHbIe ITOKA3ATENU

JlaMOTpUKMH, Kak COoOOINanoch, BIUSET HAa TMPOBEICHHE HEKOTOPBIX JKCIIPECC-METO/I0B
aHaJlM3a MOYHM C LEJbI0 BBISBICHHUS 3alpElIeHHBIX MPEenapaToB, YTO MOXET MPHUBECTH K
JIO’KHOTIOJIOKUTENBHBIM pe3yJibTaTaM, B YaCTHOCTH MpH BbIsBICHUHM (eHuuknuanaa. s
MOTBEPIKIICHUS TTOJIOKUTEIHHOTO PEe3yJIbTaTa JOKEH HCIIONBb30BaThes Ooliee CrierupuIHbIN

aJbTEPHATUBHBIA XUMHYECKUA METO/I.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALHS

bepeMeHHOCTB

Puck, cesazannsiii ¢ I11911 6 yerom

KenmuHaMm, CHOCOOHBIM K JETOPOKICHHIO, HEOOXOJMMO IPOKOHCYJIBTUPOBATHCS  CO
CHEeUaINCTaMHU.

B ciyuae ecnu skeHIIMHA IIAHUPYET OEPEMEHHOCTh, HE00X0aUMOCTh B jieuenuu [1311 nomkna
OBITH NEpECMOTPEHA. Y JKEHIINH, KOTOPBIM IIPOBOJUTCS JI€UEHUE SIIIEIICUH, CIeyeT U30eraTh
BHE3AIHOTO MPEKPALEHUS TPOTUBOIUIENTUUECKON TEpANuy, TaK KaK 3TO MOYKET MPHUBECTH K
BO300HOBJICHUIO TMPHUMAIKOB, YTO MOXET HMETh CEphe3HbIE IMOCIEACTBUS I KEHIIUHBI U
Oynyuero pebenka. Y moromcTtBa marepeil, nomydaBmux [IOI1, puck BpoXIEHHBIX MOPOKOB
Pa3BUTHS YBETUUMBAETCS B 2—3 pasa Mo CPaBHEHMIO C 0KHJIaeMOM 3a00J1€Ba€MOCTHIO HACETICHUS
B 1I€JI0OM, cocTaBisonieil okosuo 3 %. Haubonee yacTo perucTpupyeMbIMi OPOKAMU SIBIISIOTCS
pacuienuHa BepxHeil ryObl, TOPOKH Cepilla U COCYAOB, Ae(eKThl pa3BUTHS HEPBHOH TPYyOKH.
MmuoxectBenHass Tepanust [IDI1 cBsizana c¢ Oosiee BBICOKUM PHCKOM BO3HUKHOBEHUS
BPOKJCHHBIX MOPOKOB Pa3BUTHS, YEM MOHOTEpAmusi, B 3TOW CBS3H, 10 BO3MOXXHOCTH, CIEAYyET
IIPUMEHATH MOHOTEPAIHIO.

Puck, ceazannviii ¢ npuemom 1amompuoicuna

JlamoTpuKuH OKa3biBaeT ciaaboe MHrHOMpyIollee BIMSHUE Ha peayKTa3dy IUTHAPO(OIHeBOH

KHCJIIOTBI U IMO3TOMY, TCOPCTUUCCKH, MOXKCET IMPUBCCTH K IMOBBIICHHOMY PUCKY HApYUICHUA
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SKCMEPTHOMY OTYETY

paccMOTpeTh BO3MOXKHOCTH INpuemMa (ONMEeBOW KHUCIOTBI BO BpeMs  IUIAHUPOBAHUS
OepeMEHHOCTH U Ha paHHUX CTaJAUSIX OCPEMEHHOCTH.

JlaHHbIE MOCTPETUCTPALMOHHOTO HAOMIOJEHUS W3 HECKOJIbKUX MPOCIEKTUBHBIX PETUCTPOB
OEpEeMEHHOCTH TTO3BOJIMIIM 33I0KYMEHTHPOBATh UCXO/IbI OepeMeHHOCTeH 0K010 8 700 >KeHIUH,
MOJTyYaBIIUX MOHOTEPANUIO JTAMOTPHKMHOM B TIEPBOM TpUMeECTpe OepeMeHHocTH. B menmom,
MOJTy4YCHHBIC JAHHBIE HE TMOATBEPKIAIOT OOIIEro YBEIMYEHUS PUCKA BO3HUKHOBEHUS
BPOXKJICHHBIX IIOPOKOB pa3BUTHS. XOTA M3 OrPAHMYEHHOIO KOJMYECTBA PETUCTPOB
OepeMEHHOCTH HUMEIOTCS COOOILIEHUS 00 YBEIMYEHUU pPHUCKA DPA3BUTHS IMOPOKOB POTOBOM
MOJIOCTH, 3aBEPIICHHOE HCCIEAOBAHUE MO THUIY CIy4al-KOHTPOJIb HE BBISIBUJIO YBEJIWYEHUS
pHYCKa pa3BUTHS IMOPOKOB POTOBOM MOJIOCTH MO CPABHEHHIO C JPYTUMU CEPHhE3HBIMU MOPOKAMH
pa3BUTHS, BOZHUKAIOLIMMU I1OCJIE IPUMEHEHHUS JIAMOTPHIKUHA.

JlaHHBIX O MPUMEHEHUIO JAMOTPHKUHA MPH KOMOMHHPOBAHHOW Tepamuu HEJ0CTAaTOYHO,
4yTOOBI OIICHUTH, CBS3aH JIM PUCK BO3HUKHOBEHHS TTOPOKOB PA3BUTHS C APYTHMMH IpenapaTami,
MPUMEHSIEMBIMU B KOMOWHAITUY C TAMOTPHIKUHOM.

Tak e, Kak U Ipyrue npemnapartsl, npenapat Jlamotpuxua @apmacuHTe3 JOHKEH Ha3HAYATHCA
BO BpeMsi OEpEeMEHHOCTH TOJBKO B TOM cCIlydae, e€ClIHM O)KHJaemas TepaneBTHYecKas I0Jib3a
MPEBBINIAET MOTEHIIUATBHBIN PUCK.

®uU3NOIOTUYECKHE W3MEHEHUs TpH OEepEeMEHHOCTH MOTYT OKa3bIBaTh BJIMSHUE HA YPOBEHBb
JaAMOTPHUKMHA W/WIKM ero TepamneBTHUecKuil 3ddexT. MmeroTcs cooOIlneHrus O CHUKEHUU
YPOBHS JJaMOTPHIKUHA B TJIa3Me KPOBU BO BpeMs OEPEMEHHOCTH C BO3MOKHBIM PHCKOM MOTEPU
KOHTpoJIg npunaakos. [locie pogoB ypoBeHb JaMOTPUKUHA MOXKET OBICTPO YBEIUYHBATHCS C
PUCKOM pa3BUTHSl HEXKENATEIbHBIX PEAKIUN, 3aBUCIIIMX OT J03bl. [loaToOMy ypoBeHBb
JAMOTPUJIKUHA B CHIBOPOTKE KPOBHM CIIEyeT KOHTPOJIUPOBATH MEpel, BO BpeMs M IOCIe
OepeMeHHOCTH, a TaKke cpasy mocie pojaoB. [Ipu HEOOXOAUMOCTH cielyeT MPOBECTH MOI00p
JIO3bI JIJIs1 TIOJI/IEP KaHUST YPOBHS JIAMOTPHUDKHHA B CBIBOPOTKE KPOBH HAa TOM K€ YPOBHE, YTO U
110 OEpeMEHHOCTH, WJIN MOA00paTh 103y B 3aBUCUMOCTH OT KJIMHUYECKOTro oTBeTa. Kpome Toro,
MIOCJIE POJIOB CJIEAYET KOHTPOJIUPOBATH HEXKENATENbHbBIE PEAKIIUHU, CBA3aHHBIE C JO30i1.
JlakTanus

JlaMOTpHUKMH B pa3IMYHON CTETEHHW MPOHHKAET B T'PYJHOE MOJIOKO, 00IIas KOHIICHTpaIUs
JAMOTPUDKWHA Y JCTeH, HaXOMAIIMXCS Ha TPYJAHOM BCKapMJIMBAHUM, MOXET JOCTUTATh
npumepHo 50 % OT KOHUEHTpaluu JTaMOTPUJKUHA, 3apErUCTPUpPOBAHHON y Marepu. Takum
o0pa3oM, y HEKOTOPBIX JAeTed, HaXOIAIIMXCS Ha TPYJHOM BCKAPMIIMBAHHH, CHIBOPOTOYHAS
KOHIIGHTpAaIlUs JIAMOTPUDKUHA MOXKET JOCTHTaTh YPOBHS, TPH KOTOPOM TIPOSBIISIFOTCS

dapmakonoruueckue 3hHeKTsl.
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NOTEHIMATIBHBIN PUCK PAa3BUTHS HEXENATEIbHBIX PeaKni y peOeHKa.

Ecnu sxeHmuHa, npuHuMaromas npenapar Jlamorpumkun dPapMmacuHTe3, pelaeT KOPMUTH
IpyZblo, TO y peOeHKa HEOOXOJMMO MOHUTOPUPOBATH MOSBICHUE KAKUX-THOO HEXelaTeIbHbIX
peaKIui.

DdepTUabHOCTD

HccnenoBanust 1m0 M3YyYEHHIO PENPOAYKTUBHOM (YHKIMH IKHUBOTHBIX TPH TPUMEHEHUHU
JaMOTPUAKUHA HE BBIABUIM HapyIleHUs (PepTUILHOCTH.

I/ICCJ'IG,I[OBaHI/IH 110 BJIMSIHUIO JIAMOTPHUI’)KWMHA Ha (bepTI/IJ'IBHOCTB YCJIOBEKA HE IIPOBOAUIINCE.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpPeACTBAMH M padorath ¢
MeXaHMu3MaMH

JlBa poBeICHHBIX MCCIIEJOBAHUS C yYaCTHEM 3/I0POBBIX JOOPOBOJIBIIEB MOKA3AJIM, YTO BIUSHHUE
JAMOTPUJKMHA HA TOYHYIO 3PHUTEIbHO-MOTOPHYIO KOOpPAMHALIMIO, JBUXKEHHUS TIJla3 U
CyOBEKTHBHBIM CeNaTHBHBIH A(P(GEKT He OTIMYaJIoch OT BIMsAHHA Tuiane6o. Kwmerorcs
cooOuieHns 0 MoO0YHbIX d(pdeKTax JTaMOTPHIKMHA HEBPOJOTMUECKOro XapakTepa, TaKMX Kak
rOJOBOKpY)XeHHue u jumuionud. [losTomy mpexae, yeM cecTb 3a pyJb aBTOMOOMIS WIH
YOPaBIATh MEXaHU3MaMH, MalMEeHTbl JOJDKHBI OLEHUTh BIUSHUE JIAMOTPUDKMHA HAa CBOE
COCTOSIHHUE.

Tak kak >QQeKxT BceX NMPOTUBOIMMWIECHTHUECKUX CPEJICTB XapaKTepU3yeTCs WHIUBHYyaTbHON
BapHabeIbHOCThIO, TO TMALMEHTHl JOJDKHBI TNPOKOHCYJIBTUPOBATHCS CO CBOMM BpadoM o

BO3MOXXHOCTH BOJHUTH aBTOMOOMJIb.

4.8. Hexkes1aTelbHbIEe peaKIUH

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

HexenarenbHble peakiuy, BBIABIECHHBIE B XOJA€ KIMHMYECKHUX HCCIEAOBAHUN y NAIMEHTOB C
NWIIeNiCued WM OMNOJSPHBIM ap(EeKTUBHBIM PACCTPOMCTBOM, ObLIM pa3ielieHbl Ha IPYIMIb,
XapaKkTepHbIe I OTJENbHBIX MOKa3aHUM K NMPUMEHEHUI0. J[OMoNHUTeNbHbIE HeXeNlaTellbHbIe
pEaKIMHY, BBISIBIEHHBIE B XOJI€ MOCTPETUCTPAIIMOHHOIO HAOIIOJCHUS 110 00OMM IOKa3aHUSM K
NPUMEHEHHIO0, BKIIOUeHbl B moxpasnen «lloctperucrpannonHoe HabmoaeHue». Ilpu
paccMOTpeHuH 001mIero mpoduias Oe30MacHOCTH JIAMOTPUDKHHA CJEAYeT O3HAKOMHTHCS C
uHpopMaluel, cojiepKaleicst BO BCeX TpexX Moapasienax.

Tabauunoe pE3IOME HEXKENaTEIbHBIX PEaKIINM

HexxenarensHbIe p€akuuu, IMpCACTAaBJICHHBIC HMXKE, TMCPEUYHUCICHBI B COOTBETCTBUU C

MOPAXKCHHUEM OPraHOB U CUCTEM OPraHOB U YacTOTOM BCTPCHACMOCTH.
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YacToTa BCTPEYAEMOCTH OIPEICISETCS CIETYIOIIUM dgldgzm-\laE%; i TRl S EZ" -li/zlg).:,l:lf;ngO

(= 1/100, 1o < 1/10), Hewacto (= 1/1 000, vHo < 1/100), peaxo (= 1/10 000, vHo < 1/1 000), oueHn

penko (< 1/10 000), gacTtora Heu3BecTHa (HA OCHOBAaHWU HWMEIOIIUXCS JIAaHHBIX OIICHHUTH

HEBO3MOJKHO).

Kareropun uactoTsl ObUIM COPMHUPOBAHBI Ha OCHOBAaHMM KIMHMYECKMX HCCIEIOBaHUN

Ipernapara ¥ NOCTPEruCTPALlMOHHOTO HaOII0ICHNUS.

Yacmoma ecmpeuaemocmu HedcenamenbHblX peakyuil

Inunencus

Crnenyromue HexenaTeIbHble peakMi ObLIM BBISIBICHBI B X0J1€ KIMHUYECKUX UCCIIEIOBaHUN y

NAIMEeHTOB C SIWICNICHEH, W MpH OIEHKe 00Imero npoduis 0e30MacHOCTH JIaAMOTPHKHHA

JIOJDKHBI PacCMaTPHUBATHCS COBMECTHO C HEXKENATEIbHBIMU PEaKIMsIMH, BBIIBICHHBIMU B XOJI€

KJIMHUYECKMX MCCIIEJOBAHUHN y MALMEHTOB ¢ OUIOJIAPHBIM a(@PEeKTHBHBIM PACCTPOMCTBOM MU

HOCTPErUCTPALIMOHHOTO TPUMEHEHHs ITpernapara.

Hapywenus co cmoponul Kposu u tum@amudeckou cucmembl

OueHb penko: reMaToJIOrMYeCcKre HapyleHus (BKJI0Yas HEMTPOIEHHUIO, JIEHKOIIEHUIO,
aHEeMHIO0,  TPOMOOLIUTONEHUIO,  MAHIMTONEHUIO,  AMJIACTUYECKYIO
aHEMHUIO, arpaHyJIOLMUTO3), TUM(paIeHONaTHs.

['emaTonorunyeckue HapymeHus 1 TMM(aIeHONaThsI MOTYT OBITh CBSI3aHBI HJIM HE CBS3AaHBI C

CUHJPOMOM TMIIEPUYBCTBUTEIBHOCTH (CM. HAPYIIEHUS CO CTOPOHBI UMMYHHON CUCTEMBI**).

Hapywenus co cmopoHbl uMMyHHOU cuUcmembl

Odenb penko: DRESS cunapoMm win CHHAPOM THIIEPYYBCTBUTENBHOCTU** (BKIIOYAs
TaKWe CHMIITOMBI, KakK JHMXOpajaka, JuMdaneHonaTtus, OTEK JUIA,
HapyIIEHHs CO CTOPOHBI KPOBH, ()YHKIIMU TICUCHH U TIOYEK).

** Taxoke ObUIM MOJIy4€Hbl COOOIIEHUS O PAa3BUTHH CBIIIM B paMKax 3TOTO CHHJIpPOMa, KOTOPBIH

IOPOTEKAEeT C Pa3IMYHOW CTENEeHbI0 KIMHUYECKOW TSDKECTHM M MOXKET B PEIKHX CIydasx

NPUBOJNUTE K Pa3BUTHIO CHHAPOMA JUCCEMHHHUPOBAHHOTO BHYTPHCOCYAMCTOTO CBEPTHIBAHUS

(ABC) m mnonmopraHHOM HEJOCTaTOYHOCTU. BakHO OTMETUTH, YTO paHHUE MPOSBICHUS

TUIEPUYBCTBUTEIBHOCTH (HAapUMeEp, JUXOpajaka, JUMQaaeHONaTHusi) MOTYT IMPHCYTCTBOBAaTh

Jla’ke MPHU OTCYTCTBUM SIBHBIX MPU3HAKOB ChIMU. [IpH pa3BUTHM TaKUX MPU3HAKOB U CUMIITOMOB

MAIUEHT JOJIKEeH ObITh HEMEIJIEHHO OCMOTPEH BpadyoM, M, €CIM He OyJeT yCTaHOBJIEHa Jpyras

NPUYHHA Pa3BUTHSI CHMIITOMOB, TAMOTPHUIKUH CIIETyeT OTMEHHTb.

Icuxuueckue napywenus

Yacro: arpecCUBHOCTD, Pa3PaXKUTEIbHOCTb.

OueHb penko: TUKH, TAJUTFOLIUHAIIMH, CIyTAHHOCTh CO3HAHUSI.

Hapywenus co cmoponul nepénoti cucmemol
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(NOCNEQCBATENEHOCTE 0002)

OueHsb YacTo: roJ0BHAas 00Jb.

Yacro: COHJIUBOCTbH, OECCOHHUIIA, TOJIOBOKPYKEHUE, TPEMOP.
Heuacro: aTaKcus.

Penxo: HUCTarM.

Hapywenus co cmoponwl opeana 3penus

Heuacro: JUIUIONUS, HEYETKOCTD 3PEHUS.

Kenyoouno-kuuieunvie napyuenus

Yacro: TOLIHOTA, PBOTA, JUapesl.

Hapywenus co cmoponvl neuenu u sicenuedbl8o0auux nymeti

OueHb penko: MOBBIIIIEHUE AKTUBHOCTH IEYEHOUYHBIX (DEPMEHTOB, HapylIeHHE
(GYHKIUM [1eYeHH, IEYeHOYHAasi HEJOCTaTOUYHOCTb.

Hapymenuss ¢GyHKOuM Te4eHH OOBIYHO Pa3BUBAIOTCA B COYETAaHHMM C  PEAKIUSIMU

TUIIEPUYBCTBUTEIBHOCTH, HO B EIWHUYHBIX CIIy4asX OTMEYaJIUCh U B OTCYTCTBUE SIBHBIX

IPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH.

HapymeHuﬂ CO CNMOPOHBL KOJHCU U NOOKONCHBIX MKAHel

Ouenb yacro: KOJKHasl ChIIIb.
Penxo: cunapoM CtuBeHca—/[>KOHCOHa.
Ouensb penko: TOKCUYECKHUH ANUECPMAIIbHBIA HEKPOJIU3.

B nononHUTENbHBIX ABOMHBIX CIIENBIX KIMHUYECKUX UCCIEAOBAHUSIX Y B3POCIBIX KOXKHAS ChINb
Habmonanack y 10 % u MeHee MalMeHTOB, MPUHUMABIIHNX JIAMOTPUDKHUH, U Y 5 % MalMeHToB,
npuHUMaBImIUX Mane6o. Y 2 % mNanueHTOB BO3HUKHOBEHHE KOXKHOM CBIMTU TOCTYKHUIO
MPUYMHOW OTMEHBI JamMoTpukuHA. ChIllb, OOBIYHO MAaKyJO-TIAMYJE3HOTO XapakTepa, B
OCHOBHOM TIOSIBJISIETCS B TE€UEHWE § HENETh C MOMEHTA Hayajla Tepalud M MPOXOAHUT TOCIe
OTMEHBI TAMOTPHUJIKUHA.
HmeroTcss cOOOIIeHHUsI O PEAKUX CIydasX pa3BUTUS TsDKEJIOW, MOTEHIMAIbHO OMAacHOW Mamis
JKU3HU  KOXKHOW  ChIlK, BKAro4Yas cuHapoM CtuBeHca—[[)KOHCOHA W TOKCUYECKHI
nUAepMalbHbIN Hekponu3 (cunapom Jlaienna). XoTs B OONBIIMHCTBE CIy4aeB IPU OTMEHE
mpernapaTa IpoUCXOAIO 00paTHOE pa3BUTHE CUMIITOMOB, Y HEKOTOPBIX MAllMEHTOB OCTABAIUCH
HeoOpaTuMble PYOIbl, ¥ B PEIKUX CIy4asX ObUIM 3aperMCTPUPOBAHBI JIETAbHBIE HCXOJbI,
CBSI3aHHBIE C IPUEMOM IIpernapara.
OOmIuit pUCK MOSIBJICHUS CHIITA TECHO CBSI3aH C:
® BBICOKOM HAYaAJIbHOW J030M JaMOTPUI)KMHA M IPEBBILICHUEM PEKOMEHIYEMOW CXEMBbI
MOBBIIIECHUS 1036l BO BPEMS TEPANNU JTaMOTPHUIKUHOM;

¢ CONYTCTBYIOIIUM IMPUMCHCHUCM BaJIbIIPpOATA.
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Taxke ObUIM MOJTYYEHBI COOOIIECHUS O Pa3BUTHH cmn%'éaMﬁéiKE%glrlﬁtﬁag :bgaﬁ'h'lﬁn Cc

so3uHOpuIMe u cucreMHbiMu TposiBieHusiME (DRESS cungpom), Taxke HM3BECTHOH Kak
CHHJIPOM THIEPUYYBCTBUTEIBHOCTH. DTO COCTOSHHE CBS3aHO C PA3JIMYHBIMH CHCTEMHBIMHU
MIPOSIBIICHUSIMU (CM. HAPYIICHUSI CO CTOPOHBI UMMYHHOM CHCTEMBI™ *).

Hapywenus co cmoponwl mbluieunotl, CKkeiemHotl U cOeOuHUmMenbHOU mKanu

OueHb penko: BOJIYAHOYHO-TIOTOOHBIA CHHPOM.

Obwue napywenus u peakyuu ¢ mecme 68e0eHUsl

Yacro: YTOMJISIEMOCTb.

bunonsapHoe ad)d)eKTI/IBHoe PacCTPORCTBO

Crenyromue HexenaTeabHble pEaKii ObUIM BBISBICHBI B X0JI€ KIMHUYECKUX HCCIIEIOBaHUN Y
NAIMEeHTOB ¢ OUMNOJSpHBIM ap(PEeKTUBHBIM PACCTPOMCTBOM W TPHU OIEHKE OOMIero MpoQuis
0€30MacHOCTH JIAaMOTPUDKMHA JIOJDKHBI PACCMATPUBATHCS COBMECTHO C HEXKelaTeIbHBIMU
pEaKIusIMU, BBISIBJICHHBIMH B X0JI€ KIIMHUYECKHUX UCCIIEIOBAaHUI Y MAIIMEHTOB C AMHIICTICUEH U B
X0/1€ MOCTPETUCTPALIMOHHOT'O HAOJIIOICHUSI.

Hapywenus co cmoponvl nepenoti cucmembl

OueHb yacTo: rOJIOBHAs 0OJIb.

Yacro: QXKHUTAalNs, COHIIUBOCTb, TOJOBOKPY>KEHUE.

Hapywenus co cmoponsl Kodtcu u noOOKOINCHbIX MKAHel

Ouenp yacro: KOXHasl ChIIb.

Penko: cunapom CtuBeHca—/[)xoHcoHa.

[Tpu oueHke Bcex HcCleOBaHUM (KOHTPOIMPYEMBIX U HEKOHTPOJIUPYEMBIX) 1O NMPUMEHEHHUIO
JAMOTPU/IKMHA y TAIMEHTOB C OUIOJAPHBIM aQ@PEKTUBHBIM PACCTPONCTBOM KOXKHAsI CHIIb
BO3HUKaNa y 12 % manuMeHToB, MOJIy4aBIIMX JAMOTPUKHH, TOI/Ia KaKk B KOHTPOJIUPYEMBIX
KJIMHUYECKHX MCCIEOBAaHUSAX Y TALMEHTOB C OWIOJSAPHBIM ap@EeKTHUBHBIM paccTpOHCTBOM
KOXKHasl ChIIIb BO3HUKaJA Y 8 % IMalMEeHTOB, MOIYy4aBIINX JIAMOTPUDKHH, U Y 6 % NalMeHTOB,
MOJTy4aBIINX I1ane0o.

Hapywenus co cmoponul mbiuieunotl, ckeiemHotl u coeOuHUmMenbHOU MmKaHu

Yacro: apTpayrus.

Obwue napyuienus u peaxyuu 8 mecme 68e0eHus

Yacro: 00J1b, OOJIL B CIIMHE.

ITocTperucrpallmioHHOE Ha6J'IIOJIGHI/Ie

JanHplif  pa3;men — BKJIIOYAeT — HEXKeNaTeldbHbIe — pPEaklMd,  BBIIBJICHHBIE B XOJE
MOCTPETUCTPAIIMOHHOTO HAOMIOAeHUsT MO0 OOOMM TIOKa3aHUSIM K TpuMeHeHuto. [Ipu oreHke
obmero mpodunas 0€30MacHOCTH JAMOTPHDKWHA JaHHBIE HEXKENATeIbHBIE PEAKIMH JOJDKHBI

paccMaTpuBaTeCsA COBMCECTHO C HEXKCIATCIbHBIMHU pPCAKIUAMH, BBIIBJICHHBIMH B XOJC
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paccTpoONCTBOM.

Hapywenus co cmoponul Kposu u iumpamuieckou cucmembl

Ouenb peaKo: reMo(aronuTapHbIi TUM(OTUCTHOLUTOS.
Hapywenus co cmopoHbl UMMYHHOU cCUCmeMbl

OueHb penko: TUIIOTaMMarjio0y IMHEMUSL.

Icuxuueckue Hapywenus

Ouenb penKo: HOYHBIE KOIITMaphbI.

Hapywenus co cmoponvl HepéHoti cucmembl

OueHb 9acTo: COHJIMBOCTb, aTaKCHSsl, FOJIOBHAsI 00JIb, TOJIOBOKPYIKECHHE.
Yacro: HHCTarM, TpeMop, OECCOHHHMIIA.

Penko: ACENTUYCCKUN MCHUHTHT.

OueHb peKo: @KUTAIMsI,  HEYCTOHYMBOCTH  TOXOJAKH,  JIBUTATEIIbHBIC

paccTporcTBa, yXyIlIeHHe CUMITOMOB Oosie3nu [lapkuHcoHa,
SKCTpaIrMpaMUIHbIE pACCTPOUCTBA, XOPEOATETO3.
HmeroTcst coo0IIeHus: 0 TOM, YTO JIJAMOTPUIKUH MOKET YXYyIIaTh CUMIITOMBI TAPKUHCOHU3MA Y
MNAlMEHTOB C HW3HAYalbHO MPUCYTCTBOBaBIIe Oone3npto I[lapkuHCOHA, U eIUHUYHBIC
COOOINEHUsST O Pa3BUTHU IKCTPAMHMPAMUIHBIX CHMIITOMOB M XOPEOaTeTO3a y TAIMEHTOB 03
JTAHHOTO 3a00JICBaHUSI.
Hapywenus co cmoponwl opeana 3penus
Ouenb yacTo: JUTUIONHSI, HEYETKOE 3pEHUE.
Penxo: KOHBIOHKTHUBHUT.
Kenyoouno-kuuieunvie napyuenus
Ouenb yacTo: TOIIHOTA, PBOTA.
Yacro: napes.
Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHEL

Penxo: aJTIOTEITHS.

Hapywenus co cmoponbl nouexk u Mouegblo0aujux nymei
Ouens penko: TyOyJIOMHTEPCTUIINAIbHBIN HEePpUT*.
* MOKET BO3HUKHYTb IIPH YBEUTE.

Tonvko npu snunencuu

Hapywenus co cmoponvl HepeHOll cucmembl
OueHb penko: TTOBBIIIICHUE YaCTOTHI CYOPOKHBIX TIPHUITAIKOB

Co001IeHne 0 MoJI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX
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JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHrs] HeMPEPhIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«TOJh3a—PUCK» JICKAPCTBEHHOTO Tpernapara. MEeIuIMHCKUM pPabOTHHKAM PEKOMEHIYeTCs
coo0IaTe O JIIOOBIX MOJI03PEBAaEMbIX HEXKeJIaTeIbHBIX PEaKIUsAX JIEKapCTBEHHOIO Mpernapara
yepe3 HAllMOHAIbHBIE CHCTEMbI COOOIIEHHUS O HEXKENaTeJIbHBIX PEaKIHSIX rOCyAapCTB—YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COK03a.

Poccuiickaa ®eoepayus

Anpec: 109012, Mocksa, CiaBsHcKas miomaisp, 1. 4, ctp. 1

®denepanbHas ciyx0a 1mo Haa30py B chepe 3npaBooxpanenus Poccuiickoit deneparun
Tenedon: +7-800-550-99-03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTn «IHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CuMOTOMBI

[Ipu npueme no3, npeBbimaronmx B 10-20 pa3 MakcuManbHBIE TepaneBTHYECKHE, OBLIN
3apErUCTPUPOBAHBI CIIyYaH C JICTATBHBIM UCX00M. [lepeno3upoBka MposBiIsIach CHMIITOMAaMH,
BKJTIOUABITUMH HHCTarM, aTaKCHIO, HAPYIICHUS CO3HAHUS, SMIICITUICCKHIA MPUTIATI0K U KOMY.
[Ipu mnepeno3mpoBKEe Yy TMAlMEHTOB TakXkKe HaOmomaeTcss pacmupenne wuHTepBata QRS
(YIUIMHEHUEe BpeMEeHU BHYTPHIKETYA0YKOBOM MPOBOJUMOCTH ).

Jleuenue

PexoMeH0BaHa ToCUTANM3AINS W TTPOBEICHUE MTOICP)KUBAIOIICH TEpallid B COOTBETCTBHH C

KJIIMHAYECKOW KapTUHOM.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOiicTBA
dapMakoTepaneBTUYECKAs rpynna: [IpoTuBosnIMIIENTHYECKHE CPE/ICTBa; pyrue

MMPOTHUBOSMUICITUICCKUC CPEACTBA.

Kon ATX: NO3AXO09.

Mexannsm geiicTBus

P C3YyJIbTAThI (I)apMaKOJ'IOFI/I‘-ICCKI/IX I/ICCJ'IC,Z[OBaHI/Iﬁ CBUACTCIILCTBYOT O TOM, YTO JIaMOTPUJ’KUH
SABIIACTCSA 6J'IOKaTOpOM NMOTCHIUAI-3aBUCUMBIX HATPHUECBBIX KaHAJIOB, ITPH 3TOM ﬂeﬁCTBHe caMoro

mpernapaTa 3aBUCHUT OT BEJIMYMHBI DJIEKTPUYECKOrO 3apsjia U XapakTtepusyercs s¢dexkTom
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3aBHCUMYI0  OJIOKaJy  HENPEephIBHO  MOBTOPSIOUICHCS  MMITyJbCAlUM W TOJABISET
NaTOJIOTUYECKOE BBHICBOOOKIACHUWE TIIyTAMUHOBOW KHCIIOTHI (HEHMpOMEAMaTop, HWIPAIOIINN
KJIOYEBYI0 pOJb B Pa3BUTHM OSNWICNTUYECKUX MPUIIAAKOB), a TakKe MHIHOUpyer
JENOJAPU3ALMIO, BBI3BAaHHYIO INIyTaMaTOM.

dapmakoauaamuyeckue d3PpHeKTol

Pesynmprartel  umcciaenoBaHumii  IN VItrO  moka3zaim, 4YTO  JIAMOTPWDKMH — oOiajaer
MIPOTUBOAPUTMUYECKON aKTUBHOCTBIO Kilacca B npu npuMeHeHnn B TepaneBTUYECKU 3HAYMMBIX
KOHIeHTpauusx. [laHHbIN mpenapar WHrHOUpYeT ObICTphIE MOTEHIIMAN-3aBUCUMbIE HAaTPHEBBIC
KaHaJbl B MUOKapJie€ YeIOBEKa, YTO COrJacyercsi ¢ JAEHCTBUEM JPYIMX MPOTHBOAPUTMHUECKHUX
cpencts kinacca IB.

[Ipu nperanpbHOM wm3yueHun wuHTepBaga QT y 3740poBBIX JOOpPOBOJBIEB JTaMOTPHIKHUH,
MPUMEHSEMBbI B TEpaleBTUYECKUX [103aX, HE 3aMEUISsT KEeNyJI0YKOBYIO MPOBOJUMOCTH (HE
pacuupsut komiuiekc QRS). Tem He MeHee, y NalUMEHTOB C KIMHUYECKH 3HAYMMBIMU
CTPYKTYPHBIMH WIH (DYHKIIMOHAIGHBIMU 3200JIEBaHUSMH CEpJlia JAMOTPUDKUH NOTEHIIMATHHO
MOJKET 3aMEUIMTh >KEIYJOYKOBYIO MPOBOAUMOCThH (pacuimputh komiuiekc QRS) u BbI3BaTh
MIPOAPUTMHUIO.

B wuccnenoBanusix, pa3paOOTaHHBIX JUIsl OLIGHKM BJMSHMS IIpernaparoB Ha LEHTPaJIbHYIO
HEPBHYIO CHCTEMY, P€3YJIbTaThl, IOJIy4EHHbIE P TPUMEHEHUH JTAMOTPUKIHA B 103€ 240 Mr y
3JI0pOBBIX TOOPOBOJIBIEB, HE OTIMYAINUCH OT TAKOBBIX, ITOJYUYEHHBIX MTPH MPUMEHEHHUH I1J1a1e6o,
B TO BpeMms Kak mocie mpuema (enutounna B gosze 1000 mr m nuasenmama B go3ze 10 Mr mo
OTJIEIbHOCTU HAOJIOJIAIOCh HApyLIEHHE TOYHOM 3pUTENIbHO-MOTOPHOM KOOpAMHALUU U
JIBUKEHUS TJla3, HapylIEHHWE PAaBHOBECUS Teja U IMpOsBIEHHWE CYOBEKTUBHOIO CEAaTHBHOIO
JIEHCTBHUS.

B npyrom uccnenoBanun kapOamasenuH, NPUHUMAEMbli OJHOKPATHO BHYTpb B 703 600 wmr,
3HAUUTENBHO Hapyllajl TOYHYIO 3PUTEIbHO-MOTOPHYIO KOOPAMHALIMIO M JIBWXKEHUS TJa3 ¢
OJIHOBPEMEHHBIM HApyLICHHUEM paBHOBECHS Tela M TIOBBIIIEHUEM YacTOThl CEPACYHBIX
COKpAILEHUI, B TO BPEMs KaK pe3yJbTaThl, IOJYYEHHbIE NPU NPUMEHEHUU JaMOTPHIKUHA B
no3ax 150 mr u 300 Mr, HEe OTIMYATUCH OT TAKOBBIX MPU MPUMEHEHUH TIaIe6o.

Knuanueckas 3 heKTMBHOCTE V TTAIMEHTOB ¢ ONHOISIPHBIM adhdhEKTUBHBIM DACCTPOHCTBOM

D¢ hEeKTUBHOCTh B MIPEIOTBPAIICHIUN PACCTPOMCTB HACTPOEHHUS y MAIMEHTOB C OWIOJSIPHBIMU
paccTpoiicTBamMu ObLIa MPOJAEMOHCTPUPOBAHA B IBYX 0a30BBIX KIMHHYECKUX HCCIENOBaHUAX. B
pe3ylbTaTe KOMOWHUPOBAHHOTO aHaIHM3a IMOJTYYCHHBIX PE3yJIbTaTOB OBLIO YCTAaHOBIIEHO, YTO

MMPOAOIDKUTCIIBHOCTE PEMUCCHH, OIPCACTIABIIAACA KaK BpEeMA OO0 BO3HHKHOBCHHSA IICPBOIO
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THIIOMaHMUU TI0CIIE CTA0MIIN3aUH, JOJIbIIE B TPYIIIE JIAMOTPHKIHA IO CPAaBHEHHIO € TUIAneoo.

ITpoIOmKUTEIBHOCTS PEMUCCHU 00JIEE BBIPaXKEHA TSI IETIPECCHH.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOGcopouus

JlamOTpyKUH OBICTPO W TOJHOCTHIO BCAChIBACTCS M3 KHINCYHHKA, NPAKTHYECKH HE
MOJIBEpPrasch MPECUCTEMHOMY MeETa0oJIu3My TIEpBOrO  MPOXOXKJIEHHUs. MakcumalnbHas
KOHIIEHTpalusi B IUIa3Me€ KpPOBU JOCTUTaeTcs MNpUONM3UTENbHO uepe3 2,5 uaca mocle
NepopaibHOTO TpHeMa Tpernapara. BpeMs HOCTHIKEHHS MaKCUMAIBHON KOHIIEHTpPAIUU
HE3HAYUTEIILHO YBEIWYMBACTCS II0CIC TpHEeMa TMHIIUA, HO CTEINeHb abcopOIuu ocraercs
HEU3MEHHO.

DapMaKOKMHETHKA WMEET JTUHEHHBIH XapakTep Hpu IpueMe OJHOKpaTHOW 103wl a0 450 mr
(HamOonpIliasi  WICCTIEOBaHHAs 703a). HaOmogaroTcss 3HAYUTENbHBIC WHIUBUIYaTbHBIC
KoeOaHUsT MaKCUMAJIBHON KOHIICHTPAIIMM B PABHOBECHOM COCTOSIHHUU, OIHAKO C PEIKUMU
KOJIE0aHUSIMHU Y KaKJOTO OTAEIHHOTO MallMeHTa.

Pacupenenenue

JlaMOTpWDKUH CBSI3BIBACTCS C OeNKamMM TUTa3Mbl KPOBH TpHOIM3uTeNnbHO Ha 55 %.
ManoBeposTHO, YTO BBICBOOOXKJEHUE Npernapara W3 CBSI3U C OeJIKaMU MOXKET NPUBOAMTH K
Pa3BUTHIO TOKCHUECKOTO Y eKTa.

O6bem pacnipenenenus cocrasiuset 0,92—1,22 n/kr.

buorpancdopmarms

B MeTabonu3me JAMOTPHJKHUHA MIPUHUMAET y4dacTtue bepmeHT
ypuauHaudocatriarokyponmirpadchepasa (Y AD-rmokyponuntpancdepasa). JlaMoTpuKUH B
HE3HAUUTEJIbHOW CTENEHH MOBBIIIAET CBOM COOCTBEHHBIM METa0O0IM3M B 3aBUCUMOCTH OT JO03bI.
OpHako HET HUKAKUX JAQHHBIX, IOATBEPKIAIONINX, YTO JIAMOTPHDKHH BJIHSIET Ha
(dapMaKkOKUHETHKY  JIPYTUX  MPOTHBOAMHIENTHYECKHX  TPEmapaTtoB M 4YTO  MEXIY
JAMOTPUKUHOM M JAPYTUMM TpenapaTamy, MeTaOONM3UPYIOUMMHUCS CHCTEMON IMTOXpoMa
P450, Bo3M0OKHO B3aUMOJIEHCTBHE.

OJIMMUHANSA

VY 3710pOBBIX B3pOCHBIX JIMII CPETHUI pPAaBHOBECHBIH KIMPEHC JIAMOTPUKAHA COCTABISIET B
cpeaaeM 39 + 14 mu/muH. JlamoTpumkuH MeTabosn3upyeTcst ¢ 00pa3oBaHHEM TIIIOKYPOHHIOB,
KOTOpbIE BBIBOJSATCS MMOYKAMHU.

Menee 10 % mpenapaTta BBHIBOOUTCS 4Yepe3 MOYKHM B HEM3MEHEHHOM BHUE, OKkojo 2 % uepes

KHUIIICYHUK.
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B3pOCJIBIX JIMII COCTABISIET B cpeHeM oT 24 1o 35 yacoB. Y manueHToB ¢ cuaapomoM Kuiansoepa
Ha0JII01aJ710Ch CHIDKEHHE KIIMpeHca rpenapara Ha 32 % 1o cpaBHEHUIO C KOHTPOJIBHOM rPyMIoi,
9TO, OJJHAKO, HE BBIXOIMJIO 32 TPAHUIIBI HOPMAJIBHBIX 3HAYCHUH U1 OOIIeH TOMYIISAIIUH.

Ha mepuon momyBeIBeZCHUS JTaMOTPUPKMHA OOJBIIOE BIMSHUE OKAa3bIBAIOT OJHOBPEMEHHO
NPUHUMAEMBbIE JIEKapCTBEHHBIE MTPETapaThl.

Cpennuii mepuoj TMONYBBIBECHUS CHIDKAeTcs mnpuOnausurensHo a0 14 wyacoB mnpu
OJHOBPEMEHHOM IPUMEHEHHUH C IpernapaTaMu-uHIyKTOpaMH TIIIOKYPOHUPOBAHUS, TAKUMH Kak
KapOamaszenuH W (DEHUTOWH, W TOBBINACTCS, B cpepHeM, 10 70 4acoB mpH OAHOBPEMEHHOM
NPUMEHEHUH C BaJIbIPOATAMH.

JInna moKmjioro Bo3pacra

KnnHanuecku 3Ha4MMBbIe pa3inyus B KIMPEHCE JIAMOTPHDKHMHA Y TTALMEHTOB MOXKHUIIOTO BO3pacTa
B CPaBHEHHMH C MOJIOJIBIMH MAIIMEHTaMHU HE OOHAPY>KEHBI.

Pe3ynbraThl NOMyISIIMOHHOTO (hapMaKOKHHETHYECKOTO aHaJIN3a, BKIIIOYAIOIIETO KaK MOJIOJIBIX,
TaK ¥ MOKWIBIX IMAlMEHTOB C AMMJICTICHEH, yYaCTBOBABIIMX B OJHUX U TeX )K€ MCCIIEIOBAHUSAX,
NOKa3aJIM, YTO KJIMPEHC JaMOTPU/PKUHA HE N3MEHWICS B KIIMHUYECKH 3HaUYMMOii crereHu. [locie
OJHOKPAaTHOTO MPHUMEHEHHs JIaMOTPUKMHA KaKyHIMHCS KIMpeHc cHuswics Ha 12 % c
35 mu/muH B Bo3pacte 20 jer 1o 31 mur/mun B Bo3pacte 70 net. CHIKEHHE BETMYMHBI KIMpPEHCa
namorpukuHa mocine 48 Hemens sedenmsi coctaBistio 10 %, ¢ 41 no 37 mur/MuH, MEXITy
IpyNIaMu MOJIOJBIX U MOXWIBIX HanueHToB. Kpome Toro, ¢papMakOKMHETUKY JaMOTPUIKUHA
u3ydanu y 12 310poBbIX MOKUIIBIX JOOPOBOJIBIIEB MOCIIE OJJHOKPATHOIO IIpHUeMa JIAMOTPHKHHA
B (opMe HeMeMIeHHOTO BBICBOOOXIeHUS B 03¢ 150 mr. CpemHuii KIMPEHC y MOMKWIIBIX JIHII
(0,39 wmu/MUH/KT) HaxOQWJICA B [AMana3oHe CpeAHux 3HadeHuidt kmupenca (ot 0,31 mo
0,65 MiI/MUH/KT), TOTYYEHHBIX B 9 HCCIIEOBAaHUSAX C y4acTHEM B3POCHbBIX JIMII HE MOXKHIIOTO
BO3pacTa Mocje OAHOKPATHOrO MpUMEHEeHHs Ipenapata B 1o3ax oT 30 1o 450 mr.

IToyeyHas HETOCTATOYHOCTD

Kaxxnprit u3 nBeHaanaT 100pOBOJIBIEB C XPOHUYECKOW MOYEYHOM HEJTOCTATOYHOCTHIO U JPYTHX
6 manueHTOB, HAXOAALIMXCS HA reMOAMAIM3e, IPUHUMAI OJHOKPATHYIO /03y JaMOTPHIKHHA,
paBayto 100 mr. CpenHee 3HaueHHe Kakylerocs kiaupeHca cocraBisuio 0,42 mi/MuH/KT
(XpoHHMUECKas ToYeuHasi HeI0CTaToOuHOCTh), 0,33 MII/MUH/KT (MEXTy CeaHCaMH TeMOJINaNN3a) U
1,57 mn/mue/kr (BO BpeMmsi remomuanusa) mo cpaBHeHWio ¢ 0,58 Mu/MHH/KT y 370pOBBIX
no6poBosbieB. CpelHU Mepuoa MOMYyBBIBEACHHUS W3 IUIa3Mbl KpoBM cocTaBiisil 42,9 dacos
(XpoHHMUECKasi IMOuYeYHash HEIOCTAaTOYHOCTh), 57,4 dyaca (MeXIy ceaHCaMd TeMoJuanu3a) u
13,0 wacoB (BO BpeMs TeMOUaIn3a) 0 CPAaBHEHHIO ¢ 26,2 4acaMu y 3JJ0POBBIX JTOOPOBOJIBIICE.

B cpemnem, okomo 20 % (mmamason = ot 5,6 mo 35,1) kommuecTBa JIaMOTPHKHHA,
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Jns  pganHOM Tpynmbl MAlMEHTOB HadalibHAs /034 JIAMOTPUDKMHA PAaCCUMTHIBAETCS B
COOTBETCTBUM CO CXEMOH Ha3HA4Ye€HHs] MPOTUBOIIMUIICIITUYECKOrO TMperapaTa; CHHKECHHbBIC
NOIJEPKUBAIOIIUE /10361 MOTYT OBbITh 3()()EKTUBHBIMU Yy TMAlUEHTOB CO 3HAYUTEIbHBIM
HapyuieHueM (QyHKIUU TOYeK.

IIeueHouHas HEAOCTATOYHOCTD

bouto mpoBeneHO (papMaKOKMHETUYECKOE HCCIEIOBAHUE C OJHOKPATHBIM TNPHUMEHEHHEM
JaMOTpUIKMHA B (OpPME HEMEIUIEHHOIO BBICBOOOXAEHUS C ydacTueM 24 MalueHTOB C
pa3IMYHOMN CTENEeHbIO HapyIleHUs (pyHKUUH Ne4eHr U 12 370pOoBbIX 10OPOBOJIBLEB B KAaueCTBE
KOHTPOJIBHOH TpyIIibl. Meanana KaxyIerocs: KiupeHca tamorpukuna cocrasisuia 0,31, 0,24
wii 0,10 Mi/MHH/KT y MalMeHTOB CO CTENEHBI0 HapymieHus QyHkuuu nedenn A, B u C
(xmaccudukanus no mkane Yainna-I1si0) coorBeTcTBeHHO, MO cpaBHeHHIO ¢ 0,34 MiI/MUH/KT Y
3JI0POBBIX JIMLL I'PYMIIbl KOHTpoJis. HauanbHble, Ha 3Tane MOBBIIEHUS U MOAJIEPKUBAIOIINE 1035
00BIYHO HEOOXOIUMO CHHU3HUTH MPpUOIM3UTENbHO Ha 50 % y ManueHToB ¢ yMEpeHHBIM (CTETIeHb
B mo mkane Yaitna-I1et0) 1 Ha 75 % y nmanmenToB ¢ TsoxensiM (creneHs C mo mkane Yainn-
[Tp10) HapymienueM (yHKIMH NedyeHHu. J[03bl Ha ATale MOBBILEHUS U MOAJEPKUBAIOIIUE J03bI
cllelyeT KOPPEeKTUPOBATh B COOTBETCTBUU C KIIMHUYECKUM OTBETOM.
eTu

VY gnereil KIMpPEHC JIAMOTPHJDKHHA IMPH pacdeTe Ha MacCy Teja BBIIIE, YeM Y B3POCIBIX; OH
HaunOoJiee BBICOK y AeTelt 10 S jer. Y nereil nepuoj MoyyBbIBEACHUS JTaMOTPUIKUHA OOBIYHO
Kopoue, 4yeM y B3pocibiX. Ero cpennee 3HaueHue MpUOIM3UTENBHO COCTABISET / 4YacoOB IPH
OJTHOBPEMEHHOM TPUMEHEHHH C TIpenapaTaMu, HHIYIUPYIOIIMMHU TIIOKYPOHUPOBAHUE, TAKUMH
Kak KapOamazenuH M (EHUTOMH, U TOBbILIAaeTcss B cpeaHeM A0 45-50 wyacoB mnpu

OIHOBPCMCHHOM IIPUMCHCHUU C BaJIbIIPpOATAMU.

5.3. /laHHbI€e TOKJIHHHYECKOH 0e30I1acCHOCTH

JIOKIIMHWYEeCKUEe JaHHBbIC, OCHOBAHHBIC HAa WCCIICOBAHMIX (apMaKoJIOTHH OC30IMaCHOCTH,
TOKCHYHOCTH TPH TMOBTOPHBIX J103aX, TEHOTOKCHYHOCTH U KAaHIIEPOTEHHOM MOTEHIIHAJe,
CBUJETENHCTBYIOT 00 OTCYTCTBHM OCOOOI OMACHOCTH JIJISl YeTIOBEKa.

B Tokcunornuyeckux ucciaeaoBaHUAX BIUSHUS JaMOTPHUIKUHA HA PENPOTYKTUBHYIO (DYHKIIHIO Y
IPHI3YHOB U KPOJIMKOB HE HaOJI0JAIOCh HUKAKUX TEePaTOreHHbIX 3(P(HEKTOB, KPOME CHIKEHHUS
Beca IUIOIa U 3aMEJUICHHOTO OKOCTEHEHUS, TPU YPOBHIX BO3JACHCTBUS HIDKE WM OJMM3KUX K
OKHJJAeMOMY KJIIMHMYECKOMY BO31eicTBHIO. [loCKONBbKY Ooliee BBICOKME YPOBHH BO3JIEHCTBUS

HE MOTIJIHU OBITh MMPOTECCTUPOBAHBI HA )KUBOTHBIX M3-3a CCPBE3HOCTHU MaTepI/IHCKOfI TOKCHUYHOCTH,
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BO3JICHCTBUS.

VY KpbIC NpU NPUMEHEHUHU JIAMOTPHUDKMHA HA TO3IHUX CPOKaxX OEpeMEHHOCTH M B paHHEM
MIOCJIEPOJIOBOM TIEpHOJIe HAOIIOAANach MOBBINICHHAS BHYTPUYTPOOHAs, a TAaKXKe MOCIEPO0Bast
CMEPTHOCTh. DTH 3(PPEKThI HAOIIOJATUCH TIPH 0XKUJAEMOM KIIMHUYECKOM BO3JICHCTBUU.

VY MOJOABIX KpbIC BIMSHHE HAa oOydeHHe B TecTe JabupuHTa buis, HeOonblas 3aiepkka B
OamaHoONpenynruatbHOM Pa3eieHUH M MPOXOAMMOCTH BJIArajiila U CHU)KEHHUE MOCIEPOI0BOTO
NPUPOCTA MacChl Tella y KUBOTHBIX F1 HaOnromanuck nmpu BO3ACHCTBUSX, IPUMEPHO B JIBa pasa
NPEBBIMIAIOIINAX TEPAIEBTUYCCKUE BO3ICHCTBHS Y B3POCIBIX JIIOJICH.

OKCIepUMEHTHl Ha JKMBOTHBIX HE BBIBWIM YXYIIIEHUS (EPTUIBHOCTU JIAMOTPHUKUHOM.
JIaMOTpWIKUH CHIDKAeT ypOBEHb (DOJIMEBOM KHCIOTHI y Tutona Kpeic. llpeamonmaraercs, 4to
neGUIUT (OTMEBOI KHCIOTHI CBSI3aH C TOBBIIMICHHBIM PHUCKOM BPOXKJICHHBIX TTOPOKOB Pa3BUTHSI
KaK y JKUBOTHBIX, TaK U Y JIFOJICH.

JIaMOTpUIKUH BBI3BIBAI J0303aBUCUMOE MHTHOMPOBAHUE XBOCTOBOT'O TOKA KAJIMEBBIX KAaHAJIOB
hERG B sMOpuoHaIbHBIX KIeTKax moyek uenoBeka. |C50 Obuta mpuMepHO B IEBATH pa3 BhIIIE
MaKCHUMaJIbHOH TEepareBTUYCCKOH CBOOOTHOW KOHIICHTpaluu. JIaMOTPWIKUH HE BBI3bIBAI
ynauHeHus: uHTepBaia QT y )KUBOTHBIX IPH BO3JICHCTBUU IIPUMEPHO B J[Ba pa3a MPEBBIIIAOIIUX
MaKCHUMaJIbHYIO TepAreBTUYECKYI0 CBOOOJHYIO KOHLIEHTPAIMIO. B KIMHUYECKOM HCCIIeIOBaHUH
He ObUIO OOHApY)KEHO KIMHHYECKH 3HAYMMOTO BIMSHHUS JaMOTpUKMHA Ha wHTepBan QT y

3A0POBBIX B3POCIIBbIX ,ZL06pOBOJ'IBI_ICB.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB
JlaxkTo3a 6e3BoHAs

[enmrono3a MUKpOKpUCTaIIMdeckas, Tun 102
Kapbokcumerunkpaxman HaTpHst
[Momuakpuiar kamus (KYRON T-314)
Hatpus creapun pymapat

Kp €MHHUS TUOKCH]I KOJJIONTHBIN

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.
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6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

Xpanuts npu Temnepatype He Boitre 30 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHON YIIAKOBKHU

I[To 10 TabmeTok MOMEIIAIOT B KOHTYPHYIO SYEHKOBYIO yNAKOBKY U3  IUICHKU
NOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM NEUYATHOM JTAKHPOBAHHOM.

ITo 10, 20, 30, 40, 50 wiu 100 TabreTOK MOMEMIAIOT B 0AaHKY MOJMMEPHYIO W3 TMOJHMATHIICHA
HU3KOTO JABJICHUS C KPBIIIKOW, HATSATMBAEMOM C KOHTPOJIEM MEPBOr0 BCKPBITUS W3 MOJMATHIICHA
BBICOKOTO JaBlieHUs. Ha OaHKM HaAKJICWBAIOT 3TUKETKH M3 OyMard 3TUKETOYHOW WIIM TIHCUEH,
WJIU U3 TIOJIMMEPHBIX MaT€pUaJIOB, CAMOKJICSIIIHECS.

[To 3 KOHTYpHBIX SYEHKOBBIX ymakoBKM 1o 10 TabmeTok BMECTe € JIMCTKOM-BKJIAJIbIIIEM
MOMEIIAIOT B MAaYKy W3 KapTOHA AJI MOTPEOUTENbCKON Tapbl MOATPYII XPOMOBBIN WM XPOM-
Ap3all WK IPYroro aHaJOrHYHOro KayecTBa. [lauku momMemniaroT B rpyImnoByO YIaKOBKY.

I[lo 1 Oanmke BMecTe C JUCTKOM-BKJIQJBIIIEM TIOMEIIAIOT B TA4YKy H3 KapTOHA s
NOTPEOUTENHCKOM Taphl MOATPYIIIT XPOMOBBIH WJIM XpOM-3p3all WU JAPYroro aHaJOTHYHOTO

kadectna. [lauku momMeIaroT B TpYyHIIOBYIO YIIAKOBKY.

6.6. Ocol0ble Mepbl MNPETOCTOPOKHOCTH MNPH  YHUYTOKEHHHM  HMCIOJH30BAHHOTO
JICKAPCTBEHHOI0 MNpenapara WJIM  OTX0A0B, [MOJYYECHHBIX IOCJA¢ NPHMEHEHHUs!
JIEKAPCTBEHHOI0 Npenapara, u Ipyrue MaHUNyJIsS1UH C PenapaToM

OcoOble TpeOOoBaHUsl OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A
Poccuiickas @enepanus

000 «PapmacunTe3-TIOMEHBY

625059, r. Tromens, 7-oif kM BenmmxkaHckoro Tpakra, 1. 2

Ten.: +7 (3452) 694-510

Anpec 3iekTpoHHOM mouThl: INfo-pst@pharmasyntez.com

7.1. HPEACTABUTEJIb JEPKATEJIA PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

[Iperen3un HOTDC6HTCHCﬁ HanpasJATHh IO aaApPeECy:

Poccniickas @enepanvs
000 «PapmacunTe3-TIOMEHBY

625059, r. Tromens, 7-oi kM BenmmxkaHckoro Tpakra, 1. 2
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Anpec snekTpoHHOM mouThl: iNfo-pst@pharmasyntez.com

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

9. JATA NMEPBUYHOI PETMCTPAIIMM (MMOATBEPKIEHMSI PETHCTPALINM,
MEPEPETHCTPAILINN)

JlaTta mepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO011as XxapakTepucTUKa JIeKapCcTBEHHOro npemnapara Jlamorpuxua dapmacuHTes3 AOCTyIHA HA
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org/
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