COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 28.07.2025 N= 18736

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "70%)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Kemaiipa-Bepo, 250 mr, TabneTKH, TOKPHITHIE TNIEHOYHON 000I0YKOH.
Kemnaiipa-Bepo, 500 Mr, TabiaeTKH, HOKPHITHIE TUIEHOYHONH 000JI0UYKOM.

Kemnaiipa-sepo, 1000 Mr, TabneTkH, MOKPHITHIC TIICHOYHON 000JI0YKOH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTByrolee BELIECTBO: JIE€BETUPALETaM

Kemnaiipa-Bepo, 250 mr, Ta0JIE€TKHU, HOKPBITHIE ITIEHOYHOU 000JI0UYKOM

Kaxxnas Tabnetka cogepxut 250 Mr neBeTupanerama

Kematipa-Bepo, 500 mr, Ta0JIeTKH, TOKPBITHIE INIEHOYHON 000JIOYKOM

Kaxnas tabnerka conepxut 500 Mr neBeTupanerama

Kemnaiipa-sepo, 1000 Mr, TabJIETKH, TOKPHITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnetka comepxut 1000 Mr neBeTuparerama

BcnomorarenbHbie BeliecTBa, HaIMYHE KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npemnapara: Jakros3a (cM. paszaen 4.4).

[TonHbI TepedeHsb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE TUICHOUYHOI 000T0UKOM.

Kematipa-Bepo, 250 mr, Ta0JIETKH, TOKPBITHIE INIEHOYHON 000JI0OYKOM

TabneTku, MOKPHITHIE TNIEHOYHON 000JI0YKOM CEporo 1BETa, MPOI0JIrOBaThie, ABOSIKOBBITYKIIbIC
¢ puckoii. Ha monepeunom paspese sapo TabseTku 0eI0ro WK MoYTH O0eI0To IBeTa.
JluHus paznomMa (pucka) He MpeIHa3HAYCHA JUIsl pa3iaMbIBaHUS TA0JICTKH.

Kematipa-Bepo, 500 mr, Ta0JIEeTKH, TOKPBITHIE INIEHOYHON 000JI0YKOM

Ta6J'IeTKI/I, IMOKPBITBIC IUIEHOYHON 000JI0YKOH KEITOTO LBCTA, IIPOAOJIIOBATHIC, IBOSKOBBIITYKIIBIC
¢ puckoii. Ha monepeunom paspese sapo TabieTku 0eI0ro Win ModYTH O6eJ10To IBeTa.
JluHus paznomMa (pucka) He MpeIHa3HAYCHA JIIsl pa3iaMbIBaHUS TA0JICTKH.

Kemnatipa-Bepo, 1000 mr, Ta0JIETKH, ITOKPBITHIE INIEHOYHON 000JIOYKOM

TabneTku, MOKPHITHIE MIIEHOYHOM 000JI04KON 0€10r0 BETA, MPOJ0JITOBaThIE, ABOSIKOBBITYKIIbIC
¢ puckoii. Ha monepeunom paspese sapo TabieTku 0eI0ro Win ModYTH O6eJ10To IBeTa.

JInnus pasjioma (pI/ICKa) HC IIpCIHA3HA4YCHA JIA pa3jIaMbIBaHUA TaOJIETKH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

4.1. Iloka3zaHusi K NPUMEHEHUIO
B kauecTBe MOHOTEpAINK JIEBETUPALIETaM [TOKa3aH IS JICUYCHUS:

- MaplUMajbHBIX NPHUIAJKOB C BTOPUYHON IeHepaiu3alueid nin 0e3 TakoBOH y B3pOCIbIX U

HOJIPOCTKOB C 16 JIeT ¢ BIiEpBbIE IUArHOCTUPOBAHHOM SMUIIETICUEH.
B cocTaBe nonoaHUTENbHON Tepanuy JeBeTHpaleTaM MoKa3aH JUIs JISUEHUS:

- MapUMajbHBIX NPHUIIAJKOB C BTOPUYHON IeHepanu3anyeid nin 0e3 TakoBOH y B3pPOCIbIX U
JIETeH ¢ 6 JIeT C SIMIICIICUCH;

- MHOKJIOHMYECKHX CYIOpPOT y B3pOCIBIX M IOJIPOCTKOB cTapiie 12 JeT ¢ IOBEHWJIbHOU
MHOKJIOHHYSCKOM AIIHIICIICUCH;

- TEPBUYHO-TCHEPAIM30BaHHBIX CYAOPOKHBIX TOHUKO-KIOHHYECKUX IPUIAIKOB Yy
B3pOCJIBIX M IOJPOCTKOB cTapumie 12 JeT ¢ MIMONATUYECKOH TI'€HEepaJIn30BAHHON
DIUJICTICUEHN.

4.2. Pesxxum 103MpOBaHNS U CTIOCO0 MPUMEHEHUs!

B cBsA3M ¢ oTCcyTCTBHEM HYXHOH J03UPOBKU TaOJETKH HE MpeJHA3HAueHBb! IS JICUCHUs JeTer
BECOM MEHee 25 Kr, IpY Ha3Ha4Y€HUU 1036l MeHee 250 Mr, a Takke AJIA NalUEHTOB, MMEIOIINX
TPYZHOCTHU IPHU INIOTAHUH.

B 31ux cinydasx pekoMeHIyeTcs HauMHaTh JISYEHHUE ¢ IpUeMa rnpenapara B popme pactBopa 1is
pUeMa BHYTpb.

PexxuM 103upoBaHus

Iapyuanvusie npucmynol

Pexomenayembie 10361 asis MoHOTepanuu (¢ 16 jeT) U B cocTaBe NOMOJHUTEIBHON Tepanuu
COBIAJAIOT U COOTBETCTBYIOT YKa3aHHBIM HUKE.

Bce nokasanus x npumenenuro

Bzpocuwim (18 rem u cmapwe) u noopocmkam (om 12 0ol7 nem) ¢ maccou meaa boaee 50 ke

Jleuenue cnenyer HauuHaAThH ¢ cyTouHo 1036l 1000 mr, paznenenHoi Ha 2 npuema (o 500 mr 2
paza B cytku). OnHaKO MO PELIEHUIO Bpaya, UCXOJsd U3 TpeOyeMoro MpOTHBOCYAOPOKHOTO
s dexTa 1 TOTCHIMAITBPHOTO TOOOYHOTO JACHCTBHUSA, HAYaJbHYIO 103y MOXXHO CHU3HUTH A0 250 mMr
2 pa3a B cyTku. Uepes 2 Heenu 103y MOXKHO MOBBICUTH 10 500 Mr 2 pasa B CyTKH.

B 3aBucumocTH OT KIMHMYECKON peaklMM U IEPEHOCHUMOCTH Mpenapara CyTo4Has 1034 MOXKET
OBITH yBeJIMUEHa 10 MakcuMaiabHO — 1500 mr 2 pasa B cyTku. 3meHenue no3el Ha 250 Mr uiu

500 Mr 2 pasza B CyTKH MOXKET OCYIIECTBISATHCS KaXable 2—4 HeAeH.
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(NOCNEQCBATENEHOCTE 0008)

Oco0ble rpyIinbl NALUEHTOB

Tayuenmoi nodxxcuno2o 6ospacma u NAYUeHMol ¢ Hapyulenuem QyHKYuu nouex

[TockonpKy neBeTHpaneTaM BBIBOJUTCS U3 OpraHU3Ma IMOYKaMH, NMPU Ha3HAYEHWM Ipernapara
MaleHTaM ¢ MOYE€YHOW HEJOCTATOYHOCTHIO M MAallMeHTaM MOXKUIJIOTO BO3pacTa 103y CleAyeT
KOPPEKTUPOBAaTh B 3aBUCUMOCTH OT BeIMUUHBI KinpeHca kpearnnuna (KK).

Knupenc kpeatmHuHa It MYKYMH MOXKHO pacCyuTaTh, HUCXOIS U3 KOHIICHTPALMH

CBIBOPOTOYHOTO KPEaTUHHHA, 10 cleayomen hopmye:

[140 — Bo3pacT (roabl)]| X macca Tesa (Kr)
72 X KKCBIBOPOT (MF/A'H)

KK (Ms1/MuUH) =

Knupenc kpeaTwHHHA A7 JKEHIIMH MOXKHO PAacCUMTaTh, YMHOXKHB ITIOJIyYCHHOE 3HAUCHHE Ha
koadurment 0,85.

3arem KK koppektupyercs ¢ yderom miomanu nosepxHoctu tena (IIIIT) mo crnenyromeit

dbopmyre:

5 KK (Ms1/MUH)
KK (mn/mMun/1,73 M%) = 0T .- o) x 1,73
OO0BbEKTa

Koppexmuposeka 0o3v1 015 63pocvix:

Iloueunas nedocmamounocmo KK (ma/mun) Peoicum oozuposarus
Hopwma >80 o1 500 o 1500 mr 2 pa3a B CyTkH
Jlerkas 50-79 ot 500 1o 1000 Mmr 2 pa3a B cyTkH
YMepeHHas 3049 ot 250 no 750 mr 2 pa3a B CyTKH
Tsoxenast <30 ot 250 1o 500 mr 2 pa3a B CyTKH
TepmunanbHas cragus (MaUEHTHI, — ot 500 no 1000 mr 1 pa3 B CYTKI/I(z)
Haxosmuecs Ha quanmze’)

M
@

B niepBblil I€HB JIeUEHNs PEKOMEHYETCS IIPUEM HacChIIaronen 1o3sl 750 Mmr.
[Tocne nuanusa pekoOMEeHIyeTCs IpUeM JOMOIHUTENbHOM 10361 250500 Mr.
Tayuenmsi ¢ HapyweHuem QyHKyuy nevenu 1e2kotl U cpeoHell CrmeneHu msixcecmu
Koppekuust pexxrma 103upoBaHus He TpedyeTcs.
Hayuenmor ¢ 0eKOMNEHCUPOBAHHBIM — HApYWIEHUeM  (QYHKYuU NeuyeHu U  NOYeUHOU
Heod0CmamoyHOCmoio
CreneHb CHM)KEHMSI KIIMPEHCA KPEaTHHUHA MOXKET HE B ITOJIHOW MEpE OTPakaTh CTENEHb TAKECTU
TMOYEYHON HEJOCTATOYHOCTU. B TakuxX clydasx mpu KIMpeHce KpeaTHHuHA <60 myi/mun/1,73 m?
PEKOMEHAYETCS COKpallleHne CyTOYHOM 10361 Ha 50 %.
eTh
Bpau nomxen BbIOpaTh Hanbojiee MOAXOIANIYI0 (OpMy BBIMYCKa M JO3MPOBKY IperapaTta B

3aBUCHMMOCTH OT HeO6XOHHMOﬁ A03bl, MACCHI TCJIa U BO3pACTa IMALIUCHTA.
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[Ipenapar B TabneTkax He MpeAHA3HAYCH IS Iji HMeHeHﬂ;Ile}:M;IIEL‘%H eBTvFﬂttr 6"J1"|eT' -

Bce nokazanus x NPUMEHERUIO

Hemsm ¢ 6 nem u noopocmkam (om 12 do 17 nem) ¢ maccou mena menee 50 ke iedeHne Caeayer

HAYMHATH C CyTOYHOM 036l 20 MI/KT Macchl Tena, pa3aeneHHoi Ha 2 mpuema (1o 10 Mr/kr macchl
Tena 2 pasza B cyTkH). MI3meHenue 10361 Ha 20 Mr/kr maccsl Tena (mo 10 Mr/kr Maccel Tena 2 pasa
B CYTKH) MOXKET OCYIIECTBIIATHCS KaXble 2 HEIETH A0 JOCTHKEHUS PEKOMEHIyeMON CyTOYHOU
10361 — 60 mr/kr Macchl Tena (1mo 30 Mr/Kr Macchel Tena 2 pasza B CyTkH). [Ipu HemepeHocuMocTH
PEKOMEHIyeMOW CYTOYHOM J103bI BOBMOXHO €€ CHibKeHue. CreyeT NpUMEHATh MUHUMAJIbHYIO
sbdekTuBHyl0 103y. Bpad nmomkeH HazHAYMTH mpenapar B HauOoliee TOIXOASIICH
JICKapCTBCHHON (opMe M JO3MPOBKE B 3aBUCUMOCTH OT BO3PacTa, MAcChl Teja MalMeHTa U
HEOOXOAMMOM TepareBTHUECKOM JT03HI.

B cBsi3u ¢ oTCyTCTBHMEM HYKHOM J03MPOBKU TaOIETKU HE MpEeIHA3HAUCHBI JJIS JICUEHUS AeTel
BECOM MEHee 25 KI MpHu Ha3HaueHUM J103bI MeHee 250 Mr, a Takke JJIsl MalUeHTOB, UMEIOIINX
TPYOHOCTH TPHU TJIOTAaHUU. B 3THX Ciydasx peKOMEHAYeTCs HAadyWHATh JICUCHHWE C TpHeMa
npenapara B ¢opMme i mpuema BHYTph. [eTsm ¢ Maccor tema Gonee 50 kr mo3upoBaHue
OCYIIECTBIISIOT MO CXEME, MPUBEIACHHOMN AJIsI B3POCIIBIX.

Hemu ¢ noueynoii HedocmamouHoCmuio

JIeTsiM ¢ TIOYeYHOM HEeJ0CTaTOYHOCTRIO KOPPEKIIHIO 03I JIEBETUPAIleTaMa CIICAYeT MPOU3BOIUTh
C YYETOM CTETICHH ITOYCYHOU HEJOCTATOYHOCTH.

Knupenc xpeatusnHa (Mi/Mun/1,73 M%) MOXeT OBITH OIGHEH Ha OCHOBAHMH OIpPEeNeHHs
CBIBOPOTOYHOTO KpeaTHHUHA (MT/JT) ISl TOJIPOCTKOB U IETEH, UCIIONB3YS CIEAYIONTYI0 (hOpMyITy

(popmymna IBapua):

Poct (cM) X ks

KK 1,73
(MH/MHH/ " ) KKCBIBOpOT (Mr/ﬂﬂ)

ks = 0,55 mnsa nereit menee 13 meT M MOAPOCTKOB keHCKoro mona; ks=0,7 mms moIpocTKoB

MY>KCKOT'O I10J1a.
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Hosuposanue ona oemeil u noopocmkos eecom seree 50 J;L‘_c %Z'z%ﬁu%@% o n’oqék' o

Iloueunas nedocmamounocmo KK Peoicum 0ozuposanus
(mn/mun/1,73 M) Jlemu cmapwe 4 1em u
noopocmku
maccou mena menee 50 ke

Hopma >80 10-30 mr/kr 2 pa3a B CyTKH

Jlerkas 50-79 10-20 mr/kT 2 pasa B CyTKH

YmepenHast 3049 5—15 Mr/kr 2 pa3za B CyTKH

Tsoxenas <30 5—10 mr/kr 2 pa3za B CyTKH

TepmunanbHas cTaaus — 1020 mr/kr 1 pa3 B cyTku 3@

(TaIMeHThl, HAXOASIIHUeCs Ha
JAanu3e)

@) 15 MI/Kr peKOMeHI0BaHHAS HATPY304Has 034 B TIePBbIil IeHb JICUeHHS.

@ PexoMengoBaHHAS MTOIJIEPKUBAOIIAS 103 Iocie auanmn3a 5—10 mr/kr.

IIpumenenue 8 pesxcume monomepanuu

bezomacHocTh u 3¢ HekTHBHOCTH JeBeTHpaIleTaMa y JAeTel U MOAPOCTKOB 10 16 JeT B pexxume
MOHOTEpAIUU HE YCTAHOBJICHBI.

JlaHHBIE OTCYTCTBYIOT.

Ilpumenenue 6 cocmase 0ONOIHUMENLHOU Mepanuu y MaadeHyes 8 gozpacme om 6 0o 23 mecayes,
demeiti (om 2 0o 11 nem) u noopocmxos (om 12 oo 17 nem) ¢ maccoii mena menee 50 ke

st mpuMeHeHus y MITaJICHIIEB U JIeTel 10 6 JeT MpeAroYTUTENEeH Ipenapar JeBeTupalerama B
dbopMme pacTBOpa I IpUEMa BHYTpb.

Jnst mpuMeHeHust y feTed oT 6 JIeT Ipu HeOOXOAMMOCTH TpueMa 103 MeHee 250 mr, 103, HE
KpaTHbiXx 250 Mr, B TexX ciyd4asX, KOIrJla PEKOMEHAYEMYI0 J03y HEBO3MOXHO NPHUHSThH
HECKOJIbKUMH Ta0JeTKaMH, a TakKe B CIydae HEeCOCOOHOCTH MaldeHTa MPOTJIOTUTh TaOJIEeTKY
ClielyeT IPUMEHSTH Mpenapar JieBeTupaierama B (hopme pacTBopa s npuema BHyTpb. [Ipu Bcex
MOKAa3aHUSAX CJIEyeT HCIOIh30BaTh MUHUMAIBbHYIO 3(dekTtuBHyo mo3y. s pebenka wim
MOJAPOCTKAa C Maccoil Tenma 25 Kr HadainbHas no3a coctaBisieT 250 Mr 2 pa3a B CYTKH, a
MakcuMaibHas 1o3a — 750 Mr 2 pa3a B CyTKH.

Jlna neteit ¢ maccoil Tena ot 50 Kr ciielyeT UCI0JIb30BaTh Ty K€ J03Y, YTO U 7Sl B3POCIBIX, IIPU
BCEX MOKa3aHUSX.

IIpumenenue 6 cocmage 0onoIHUMENbHOL mepanuu y miaoeHyes 6 gozpacme om 1 0o 6 mecayes
PactBop nmns mpuema BHYTPh SIBISIETCS PEKOMEHJOBAHHOW JIEKApCTBEHHOM (hopMoit s
MPUMEHEHHUS Y MJIQ/ICHIICB.

Ecim TpeOyercs TpekpaTuTh TpHEM IMpermapata, TO OTMEHY JICUCHUS PEKOMEHIYeTCs
OCYIIECTBIISATh TIOCTETICHHO, YMEHbINAs pa3oByio n03y Ha 500 mr kaxaesle 2—4 Hepenu (Y

B3pOCJIBIX U MOAPOCTKOB BecoM Oouiblie, ueM 50 Kr).
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V nereit CHI>KEHHE J103bI HE TOKHO TIpeBbImath 10 MI‘/If(Fl Q&JE%%Q%%#&&I&? K|a>|R|z[|r'JIe 2

HEZeNu.

ConyTcTByIOlIMEe MPOTUBOAMUIECHTHUECKUE Mpenaparsl (B MEpuoja MNepeBoja MalueHTOB Ha
TEpaIuIo JIEBETUPALIETAMOM ) KEJIATEIHbHO OTMEHATH MOCTETIEHHO.

[Tanmentam ¢ 3a0o0yieBaHUSIMM TOYEK U JEKOMIICHCUPOBAHHBIMU 3a00JICBAHUSMHU TICUCHH
pEeKOMEHAyeTCsl UCCIIeOBaHHE (YHKIMM IOYEK Mepel HadajuoMm JedeHus. llpu HapyuieHuu
(GYHKIIUH TIOYEK MOXKET MOTPeOoBaThCSI KOPPEKIIHS T103bI.

B cBs3u ¢ umeronmmucs COOOIICHUSMH O Cly4asX CYHIH[IA, CYUIMAaIbHBIX HaMEpeHWH u
HOMBITOK CyMIMJA IMpHU JICYEHUU JIEBETHUPALIETAMOM CJIEAYeT INMpeaylpexaarh NalUeHTOB O
HEO0OXOJUMOCTH HEMEJJIEHHO CcOOOLIaTh JedalleMy Bpauy O MOSBICHHM JIIOOBIX CHMITOMOB
JENpPeCcCUy WK CyUIIUJAIbHBIX HAMEPEHU.

Cnocob OPUMCHCHUA

BHyTpb, HE3aBUCUMO OT ITpUEMA ITULIH.

CyTouHyto 103y npenapara AeJisiT Ha J1Ba IpUeMa B OIMHAKOBOMH J103€.

TabneTkn NpUHUMAIOT, 3aMKBasi JOCTATOUYHBIM KOJIMYECTBOM XuakocTu. [locne mpuema BHYTpb
BO PTY MOXKET OIIYIIAThCs TOPHKUN MPUBKYC JIEBETHpaleTama.

4.3. IlpoTuBONOKA3aHUS

FI/II'IGpLIyBCTBI/ITGJ'IBHOCTI) K JIEBC€TUpaUCTaMy H APYIrUM IMPOU3BOAHBIM ITHPPOJHNAOHA, WIIH K
J1000MY M3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pas3jaene 6.1.

4.4. OcoOble yka3aHUs U MepPbI NPETOCTOPOKHOCTH NPH NMPUMEHEHHU U

C 0CTOPOKHOCTEIO

- IMammenTts! moxunoro Bo3pacra (crapiie 65 jer)
- 3aboieBaHud IICUYCHHU B CTAUH TCKOMIICHCAIIMHI
- TIloueunas HeJOCTATOYHOCTE

Oco0ble yKa3aHus

DRESS cunopom

[IpoTrBOCYNOpPOXKHBIN Mpenapar JeBETUpaIleTaM MOXKET BBI3bIBATh PEAKYI0 CEPHhE3HYIO
HEKENaTeIbHYI0 PEaKIUIO — IEKAPCTBEHHYIO ChIIb C 303MHOMUINENH U CUCTEMHBIMU CUMITTOMaMU
(DRESS), xoTopast MOkeT ObITh OACHOM IS )KU3HU, €CTTH €€ OBICTPO HE AUarHOCTUPOBATH U HE
MPUCTYNIHTH K JieueHU 0. OHa MOXKET HAuaThCs C CHIMH, MOXKET OBICTPO MPOTPECCUPOBATH, IIPUBOIS
K TIOBPEXIEHUIO BHYTPEHHUX OPraHOB, YTO TPEOYET TOCMUTAIM3AIMU U MOXKET 3aKOHUUTHCS
cMepthio nanueHta. DRESS-cuHpom MoXeT nposBISITCSA JTUXOPAJKOH, CHINbIO, YBEIUYEHUEM
auMaTUYECKUX Y3JI0B WM MOBPEXKIEHHEM BHYTPEHHHX OpPraHOB, BKJIIOYas MEU€Hb, MOYKH,
JIETKUE, CEep/Ille WK MOIKETYI0uHY10 xene3y. Pannue cumnromel DRESS, Takue kak auxopajka

HJIN YBCIIMUCHHBIC J'II/IM(l)aTI/ILIeCKI/Ie Y3JIbI, MOTYT IIPUCYTCTBOBATH JaKC TOrAa, KOIrda ChIIb CIIC HE
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BHHA. OTO OTIIMYAET €TI0 OT APYTrUuXx CCPHE3HBIX KOKHDBIX %&ﬂ%%%i EEFE'&EE&OKE&&%;&C&-

Jxoncona (CCJl) u Tokcuueckuit anunepmanbablii Hekponns (TOH), koTopbie MOTyT pa3BUBaThCs
IIPYU IIPUEME AHTUKOHBYJIBLCAHTOB, IPX Pa3BUTUU dTUX COCTOSHHUM CBINb MOSABISAETCS JOCTATOYHO
paso. [TannenTam He cieyeT npekpaiiarh NpyueM jJeBeTupalerama 6e3 KOHCYIbTalUH C JIeYaliM
BpauoM. BHe3anmHoe mpekpallieHue IprueMa 3TUX IpPEernaparoB MOKET MPUBECTH K CHHKEHUIO
KOHTPOJISL HaJ[ SIHJICTITUYECKUMH TIPUCTyaMu. Ba)KHO HEMeITIeHHO 00paTHThCS 32 METUITTHCKOM
MOMOIIBI0O B cliyyae mnoao3peHus Ha paszButue DRESS-cunapoma. IlanumeHTsl, y KOTOpPBIX
HOSBJISIFOTCA JIH0ObIe HEOObIUHBIE CUMITOMBI WJIM PEAKLMH, BKJIIOYas Chlllb, B JII0OOE BpeMs Ha
OPOTSHKCHUM TIpUeMa JIeBEeTHpalleTaMa, JOJDKHBI HEMEUIGHHO o0OpaTuThCsi B OTAETICHHE
HEOTI0KHOM noMoru. O0pallieHue 3a METUIUHCKON TOMOLIbI0 HE00X0IUMO MPU Pa3BUTHUN TaKUX
CHUMIITOMOB, KaK JINXOpa/Ka, YBEJIUYEHHbIE JIUM(pATUUECKUE y3IIbl, O0JIb B ropje, KOKHas ChIlb,
OTEK JIMIA UJIH I71a3, OOJEe3HEHHBIE S3BbI BO PTY WM BOKPYT IVIa3, IPOOIEMbI C TIIOTAHUEM WM
JIBIXaHUEM, TTOXKEJITCHUE KOXKU WM CKJIep IJ1a3, HEOOBIYHbIC CUHSAKU WM KPOBOTEUCHUS, CHIIbHAS
YCTAJIOCTh WJIM CJIA0OCTh, OJBIIIKA WM HENEPEHOCUMOCTh (U3MYECKHX Harpy3o0K, CHJIbHas
MbllIeYHas 00ib. JIMXopaaka ¢ ChINbIO U yBEJINYEHHBIE JIUM(GATUIECKUE Y3JIbl WIN OTEK JHLA —
yacTele npossieHuss DRESS, HO y HEKOTOPBIX MAallMEHTOB ChINb MOKET OTCYTCcTBOBaTh. DRESS
CHHJIPOM OOBIYHO Pa3BUBAETCs Yepes 2—8 Helellb Moclie Hayalla preMa npenapara, Ho CHMIITOMBI
MOTYT MOSIBUTbCSI W PpaHbLIE WM MO3ke. MOryT oTMmMeuaThCs: KOKHasg peakius (MOXeT U
OTCYTCTBOBaTh) (HampuMmep, TeHEpPAIM30BaHHAS ChHIb WM SKC(HOIMATUBHBIA IEpMAaTuT),
903MHOQWINS, JIUXOpajaKa, TUM(paJeHONaTUsl, OHO WM HECKOJIbKO CHUCTEMHBIX OCIIOXKHEHUH,
TaK{e KaK reraTiT, MUOKAp/ANT, IEpPUKap/IUT, TaHKpeaTuT, Heput u naeBMoHUT. DRESS cunapom
TaKKe HeO0OXOAMMO TMpaBWIBHO JU(PQPEpeHIIMPOBaTh C JIPYTUMH CEpPhE3HBIMU KOXKHBIMH
peakuusaMyu. MeauIMHCKUM paboTHUKAM CJEIyeT 3HaTh, YTO OBICTPOE paclo3HaBaHHE U paHHEE
nedenne DRESS BaknbI 1151 01aronpUsITHOTO MCX0/1a U CHIYKEHUS CMEPTHOCTH.

Hapywenue ¢pynkyuu nevenu u nouex

[Tanmentam ¢ 3a0o0yieBaHUSIMM TOYEK U JEKOMIICHCUPOBAHHBIMU 3a00JICBAHUSAMHU TICUCHH
pEeKOMEHAyeTCsl UCCIIeOBaHUE (YHKIMM IMOYEK Mepel HadajuoMm JiedeHus. llpu HapyuieHuu
(GYHKIMH TOYEK MOXKET MOTPEOOBATHCS KOPPEKITUs J03bI (CM. paszaen 4.2).

Konuuecmeo ¢hopmennvix anemenmos kposu

Ciy4yan yMEeHbIICHHUS KOJTHMYECTBA (POPMEHHBIX JIEMEHTOB KPOBU (HEUTPONIEHHS, arpaHyJI0LUTO3,
JeiKoneHus, TPOMOOIUTONIEHUS! U MaHIMTONEHUsS) ObUIM ONMHCAaHbl B CBSI3U C NMPUMEHEHHEM
JeBeTupanerama. AHaIU3 KpOBH, C IOJACYETOM (OPMEHHBIX 3JIEMEHTOB, PEKOMEH/0BaH
HalMeHTaM, y KOTOPbIX BO3HUKAeT CHJIbHAs CJ1a00CTh, TUIEPTEPMUS, PELUANBUPYIOIINE
UH(EKINH WIK HApyIIEHHUs CBEPThIBAaHUS KPOBH.

Cyuyuo
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MOCTYTIAIM COOOIICHUSI O 3aBEPIICHHBIX CYHIHJaX, CYHIUAATBHBIX TMONBITKAX, CYHIIHIATEHOM
MBIIUIEHUM M TIOBEJIEHUU. B MeTaaHanu3e paHIOMH3MPOBAHHBIX IIAIe00-KOHTPOIUPYEMBIX
UCCJICIOBAaHUIM TMPOTUBOAIMICTITUYECKIX CPEICTB OBLIO BBHISIBICHO HEOOJBIIOE TMOBLIINICHUE
pHUCKa pa3BUTHs CyMIMJAIBHOTO MBIIUICHUS W NOBEACHHUA. MeXaHU3M IOBBIIICHUS pPUCKA HE
M3BECTEH.

Takum oOpa3oM, Npu JIEYEHUH JEBETHpALETAMOM CJIEIYEeT OCYIIECTBISATh KOHTPOJbL 3a
MpU3HAKaMU JCTIPECCUH W/ WU CYULIUIAIBHOTO MBIIUICHUS U TIOBEICHUS, ¥ P HEOOXOJUMOCTH
IPOBOJIUTH Hajuiexaiiee jJeueHue. [lareHToB (1 UX OMEeKyHOB) HEOOXOAUMO IMPEryNpennuTh O
TOM, YTO B CIIydae IOSBJICHUS MPU3HAKOB JETPECCHU W/WIU CYHIMIAILHOTO MBIIUICHUS WIH
MOBE/ICHUS, UM CIIeZlyeT OOpaTUThCA K Bpady.

Henopmanvroe u acpeccusrnoe nogeoenue

JleBeTupaneraM MOXET BbI3bIBATH NMCUXOTUYECKHE CHMITOMBI M TOBEIEHYECKHE HapyIICHUS,
BKJIIOYAs Pa3JIpaKUTEIBHOCTh M arpeCCHBHOCTH. llammeHTsHI, MoiTydaronye JeBeTUpaleTaM,
JTOJKHBI  PETYJIIpHO HAOMIONAThCS Ha TMpPEAMET BBISBICHHUS Pa3BUTHUS  OMNPEIEICHHBIX
NCUXUATPUUECKUX MPU3HAKOB, YKA3bIBAIOIIMX HAa BA)KHBIE H3MEHEHUS HACTPOCHHS W/HIU
anyHOoCcTH. Ecnu Takoe rmoBeieHue 3aMe4eHo, CIeIyeT pacCCMOTPETh MOTEHIIMATBHYIO a1allTaluio
K JICUCHHIO MJIM €TO MOCTENICHHOE MpeKpamienne. Ecim paccMaTpuBaeTcst MpeKpalieHne Tepaniu
JICBETHPAIIETAMOM, TTOKaITyHCTa, 00paTUTECh K pasnerny 4.2.

Hapacmanue evipasicennocmu cyoopoe

Kak u npyrue mpoTHBOSMIUIENITUYECKUE TIPETIapaThl, IEBETUPALIETaM B PEAKUX CIydasX MOXKET
YBEJIMYMBATH YaCTOTY WJIH TSKECTh MPUCTYIOB. OO 3TOM mapagoKcaabHOM 3(PQeKTe yale BCero
co00mIaIoCh B TEYEHUE MIEPBOTO MECSIIA TIOCIIe Havyalla MpreMa JIeBeTHpaleTaMa Wil YBEeTHYCHHS
J103bl, ¥ OH ObLT 00paTUMBIM IIOCIIE OTMEHBI ITpenapaTa Uil CHUKeHUs 103b1. [laruentam cnenyer
HEMEIJIEHHO MPOKOHCYIbTUPOBATHECA CO CBOMM BpayoM B Ciy4yae YXYAIICHUS TeUeHUs
3a00JIeBaHMS.

CooOmasnioce 0 HemocTaTOuHOM 3()(EKTUBHOCTH WIM YXYAUIEHHMM TEUYEHUS CYIOPOKHBIX
NPUIIAJKOB Yy TAlMEHTOB OJIHIENCUEH, CBS3aHHOM C MyTauusMu anb(a-cyObeTUHUIIbI
MOTEHI[MAT3aBUCUMBIX HATPUEBBIX KaHAOB 8§ Tuma (SCNSA).

Yonunenue unmepeana QT na snexmpoxapouozpamme

B pamkax mOCTperucTpanMoOHHOTO HAONIOACHHUS HAOMIONAUCh PEAKHE CIIydad Y UTHHEHUS
unrepBana QT na OKI'. JleBeTupaueram ciemayetr NPUMEHSITh C OCTOPOKHOCTHIO Y TTALIUEHTOB C
YATUHEHUEM CKOPPEKTHpOBaHHOTO MHTepBasa QT miu ¢ yke UMEIOLUMCS COOTBETCTBYIOIIUM
3a00JeBaHMEM CepAlla, a TakXke OJHOBPEMEHHO C IIpernaparaMi, BIUSAIOIMIMMU Ha

CKOppeKTupoBaHHbIN nHTEpBan QT.
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Bcnomoeamenvuuie seuecmea

IIpenapar conepxut Jakto3y. IlanmeHnTam ¢ peako BCTPEYAKONMICHCS HACIEICTBEHHOU
HENEPEHOCHUMOCTBIO TallaKTO3bl, ACPHUIMTOM JIaKTa3bl JIOMaped WM TII0KO030-ralakTO3HON
ManbabcopOIeil He cielyeT MPUHUMATh 3TOT Mpemnapar.

eTH
Nmeromuecss naHHbIE O MPUMEHEHHWH JIEBETHpAleTaMa y JeTe YKa3bIBalOT Ha OTCYTCTBHUE
BJIMSIHUSI TaHHOTO IIperapaTa Ha pOCT U TOJOBOE co3peBaHue. TeM He MeHee, JOJTOCpPOYHbIe
3¢ dexTsl Ha cmocoOHOCTh K OOYYEHHIO, YMCTBEHHBIE CHOCOOHOCTH, POCT, HIOKPHHHYIO
(yHKIIHIO, TIOJIOBOE CO3PEBAaHME U IETOPOIHBIN MOTEHIUA AETEH OCTAIOTCS HEM3BECTHBIMH.
4.5. BzamMmopeiicTBHe ¢ APYrMMH JIeKApCTBEHHbIMH MNpenapaTamMu W JApyrue BHAbI
B3aMMOAeHCTBHA
Ilpomuseosnunenmuyeckue cpeocmsa
Pe3ynbraThl TOPETUCTPAIIMOHHBIX KIMHUYECKUX HCCIEIOBAHUN, MPOBEACHHBIX Y B3pPOCIBIX,
NOKa3aJld, YTO JIEBETHpaleTaM He BIHMSAET HAa KOHICHTPAIMIO B IUIa3ME W3BECTHBIX
MPOTUBOSMUIIENTHUECKUX MpernapaToB ((peHUToMHa, KapOamasenuHa, BaJbIIPOEBON KHUCIIOTHI,
denobapOuTana, TaMOTPUIKMHA, TabareHTHHA ¥ MPUMHIOHA) U 3TU MPOTUBOAMMICTITUYECKUE
npernapaTsl He BIUSIOT Ha (PapMaKOKMHETHKY JIEBETHpalleTaMa.
Kak u y B3pocCIbIX, TaHHBIE B TIOJIb3y KIMHUYECKH 3HAYMMBIX JIEKAPCTBEHHBIX B3aUMOICHCTBHIA Y
JIeTeH, TMOTyJalonInX JIEBETHpAIeTaM B J103¢€ 10 60 MI/KI/CyT, OTCYTCTBYIOT.
PerpocniekTBHBIN aHamu3 (papMaKOKWMHETUYECKHX B3aUMOJACHCTBUN y NeTed W TMOAPOCTKOB C
snunencuedt (ot 4 no 17 ner) moATBEpAuII, YTO MPUMEHEHHE JIeBEeTHpaleTaMa MepopaibHO B
pEeXUME JOTOTHUTEIBHON Tepanmuy He BIMAJIO Ha PaBHOBECHYIO KOHIIGHTPALMIO B CHIBOPOTKE
kapOamasennHa ¥ BajJbIIpOaTa, MPHUHUMAEMBIX OJIHOBPEMEHHO. TeM HE MeHee, COTJIACHO
UMEIOUIUMCS] TaHHBIM, KJIMPEHC JieBeTUpaleTraMa y JeTei, Molydarolux JiedeHue (epMeHT-
UHAYLIUPYIOIUMHU TPOTUBOSNMUIEHTHUECKUMH cpeacTBamu, Ha 20 % Beime. KoppektupoBka
JI03bI HE TpeOyeTcs.
Ilpobeneyuo
[TpoGenenna (o 500 mr 4 pa3za/CyTKH) SIBISETCS OJIOKATOPOM KaHAJBIIEBOW CEKPEIMH B TTOYKaX,
MOKa3aHO, YTO OH UHTUOUPYET MOYEUHBIH KIMPEHC OCHOBHOTO MeTabouTa JeBeTrpalerama, Ho
He JieBeTHpalnerama. TeM He MeHee, KOHIICHTPAlKsi OCHOBHOTO METabO0JINTa OCTAETCsl HU3KOH.
Memompexcam
[Tpu ogHOBpEMEHHOM MPUMEHEHUH JIEBETUpAIleTaMa U METOTpeKcaTa ObLIO OTMEUYEHO CHIKEHUE
KIIUPEeHCa METOTpeKcaTa, MPUBOAAIIEE K MOBBIIICHUIO KOHIIEHTPALMU METOTpEKcaTa B KPOBH 10

INOTCHIHAJIBHO TOKCHYCCKUX ypOBHGI\/JI WM HOpOAJICHUIO IICpHoaa MNOAACPIKAHUA TaKoM
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KOHTPOJINPOBATh YPOBEHb METOTPEKCATa U JIEBETHpalleTaMa B IJIa3Me KPOBH.
Ilepopanvusie konmpayenmussl u Opyaue apmaKoKuHemuyecKue 63aumooetcmasusl
JleBetupanieram B cytouHoil mo3e 1000 mr He BamsieT Ha (apMAKOKUHETHKY IMEpPOPaTbHBIX
KOHTPALENTUBOB (3TUHWIACTPAINOJIA U JICBOHOPIEeCTpesa), a TAKKEe HE M3MEHSET MOoKazaTelu
SHIOKPUHHON (HYHKIMH (JIIOTEMHU3UPYIOMIETO TOPMOHA H ITPOTECTEPOHA).

JleBetupanieram B cytoyHoi mo3e 2000 mr He u3MeHseT (PapMaKOKWHETUKY IUTOKCHMHA H
BapdapuHa, a TaKKe HEe MEHSIET MPOTPOMOUHOBOE BPEMSI.

JlurokcuH, mepopalbHble KOHTPAIENTHBBI W BappapuH HE BIUAIOT HAa (HapMAKOKHHETHKY
JeBeTHpaLerama.

Crabumenvubie cpedcmaa

B otrnenbHBIX chnydasx cooOmanu o CHIKEeHHU H(G(EKTUBHOCTH JeBeTHpaleTama mpu
OJTHOBPEMEHHOM MPUMEHEHHH OCMOTHYECKOTO CIIAOMTENBHOTO CpeICcTBAa Makporoia ¢
nepopajbHbIM JieBeTHpaneramMoM. [loaToMy He cienyeT mpUHUMaTh Makporojyl MepopajibHO B
TE€YEeHHE OJIHOTO Yaca J0 U B TeUYEHHUE OJHOI0 Yaca Moclie mpuemMa jJeBeThpaneTama.

Tuwa u ankozonw

[Iuma He BNIMSAET Ha CTENEHb BCAChIBaAaHUS JIEBETHpAlleTaMa, HO CJIErKa YMEHBIIAET CKOPOCTb
BCACHIBAHMUSI.

JlaHHBIX O B3aUMOJEHCTBUY JIEBETHPALIETAMA C AJIKOTOJIEM HET.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

JKeHIHUHEI ¢ IETOPOAHBIM ITOTSHIIUAIOM

JKeHmuHbBI AETOPOAHOIO BO3pacTa JOJIKHBI MOJIYYUTh KOHCYJIBTALMIO clienuanucra. B ciyydae,
KOI'Jla KEHIIMHA IUIAHUPYeT 3a0epeMEHETh, 11€JIeCO00pa3HOCTh MPUMEHEHHUs JIeBEeTUpaleTaMa
CJIeZlyeT pacCMOTpeTh MOBTOPHO. Kak u B ciydae mpUMeHeHHs JpyTuX NPOTUBOIMMIEHTHYECKUX
IpenapaTos, cieayeT U30eraTb BHE3AHOr0 NpeKpalleHus IpueMa JIeBeTUpaleTaMma, MoCKOIbKy
3TO MOXET MNPUBECTH K SBMNUICNTHUYECKUM IpUIAAKaM, KOTOPbIE MOTYT HMETh CEpbE3HbIE
MOCHEACTBUS JUIsl )KEHIIMHBI U HEPOXAEHHOTo pedeHka. [lo mepe BO3MOXKHOCTH NpeANnoYTeHNHE
cJIelyeT OTlaBaTh MOHOTEPAIIMH, IOTOMY YTO Te€panus HECKOIbKUMH IPOTUBOANHUICITUYECKUMHU
npenapaTtamMi, B CPaBHEHMHM C MOHOTEpAIUei, MOXET ObITh CBs3aHA C MOBBIIICHHBIM PUCKOM
BPOKJCHHBIX IOPOKOB Pa3BUTHS.

bepemennoctp

AHain3 3HaYUTENBHOT0 00bEMa JAHHBIX MOCTPErUCTPALMOHHBIX UCCIIEOBaHUI y OepeMEeHHBbIX
YKEHILMH, [T0Jy4aBIINX MOHOTEpaIuIo jesetupaneramoM (0onee 1800 >xeHIIMH, cpein KOTOPBIX
6onee 1500 momyuanu mpenapaT B T€UeHHE 1-ro TpuMecTpa OEpeMEHHOCTH), HE IMOJITBEPIUII

YBCIIUUCHUC PUCKA TAKCIIBIX aHOMAJTHH PasBUTHA. HMmMmeroTcst TONBKO OIrpaHUYCHHBIC JAHHBIC O

10
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BpeMs OepeMeHHOCTH. TeM He MeHee, TeKYIIHE TUACMHOJIOTHIeCKIE UCCIICOBAHUS (C yIacTHEM
okosio 100 mereit) HE MpenIoNaraloT MOBBIIEHHOTO PUCKA HAPYIICHHS WIH 3a7ePKeK HEPBHO-
MICUXUYECKOTO PA3BUTHS.

JleBeTHuparieTaM MOXHO TMIPUMEHSTH BO BpeMsi OEpEMEHHOCTH, €CJIH MOCIE TIIATEIBHON OlEHKU
€ro MPUMEHEHHUE MPHU3HACTCS KIMHUYCCKH HEOOXOIMMBIM. B 3TOM cilydae pekoMeHmyeTcs
MPUMEHSATh MUHUMATbHYIO 3(P(EKTHBHYIO 103Y.

OU3NOIOTUYECKUE U3MEHEHUS B OpraHU3Me JKEHIIIMHBI BO BpeMsi 0epeMEHHOCTH MOTYT BIHUATH Ha
KOHIICHTPAIIMIO B IIa3M€ Kak JIeBeTHpalleTamMa, TaK M JPYTHX MPOTUBOIMUIECHTHUECKUX
npemapaToB. Bo BpeMss O€peMEHHOCTH OTMEYECHO CHM)KCHHE KOHIICHTPAIUU JICBETHpaleTama B
wiasMe. JTO CHIKeHuEe Oojee BBIpAXXEHO B TpeTheM Tpumectpe (mo 60 % ot 6azoBoit
KOHIICHTpAIlMd B TEYEHHE TpPeThero Tpumectpa). JledeHue neBeTHpaneTaMoM OepeMeHHBIX
CJIeTyeT MPOBOAUTH MO OCOOBIM KOHTPOJIEM.

JlakTanus

JleBeTupaneTaM BBIACNSAETCS C TPYJHBIM MOJOKOM, MO3TOMY TpPyJHOE BCKapMJIMBaHHE MpU
JICYCHUU MIpenapaToM He pekoMeHayeTcs. OJHaKo, ecliv JIeUeHUE JIEBETUPalleTaMOM HEOOXOANMO
B TIEpUOJA TPYAHOTO BCKAPMIIMBAHHUS, COOTHOIICHHE PHCK/TONB3a JICUEHUS JOJDKHO OBITh
TIIATEIHFHO B3BEIICHO OTHOCUTEIHLHO BAKHOCTH KOPMIICHUSI.

DdepTHIBbHOCTE

B uccnenoBaHusx Ha JKMBOTHBIX HE OOHApy’>KE€HO BIUSHMS Ha (QepTHibHOCTh. KnmHuueckue
JAaHHbIE BJIMSAHUS Ha (EPTHIBHOCTh OTCYTCTBYIOT, IMOTEHLUMAJIbHBIA PHCK A 4YeJoBeKa
HEU3BECTEH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpPeACTBAMHM M padoTath ¢
MeXaHHU3MaMH

Onunencust BkIodeHa B [lepedyeHb MEIUMIMHCKUAX NPOTHBOINOKA3aHUM K  YIPAaBICHUIO
TPaHCIOPTHBIM CpelncTBOM B coorBercTBUM ¢ llocranosinenunem IlpaBurenscrtBa Poccuiickoi
@eneparun ot 29.12.2014 Ne 1604 «O mnepedyHsX MEAMUMHCKHX MPOTUBOIOKA3aHUM,
MEIMLIMHCKUX TOKA3aHUM W MEIULUHCKAX OTPaHMYEHUN K YIPABICHUIO TPAHCIOPTHBIM
CPELCTBOM.

4.8. HexxennaTesibHbIE peaKIUu

Pesrome npodung 0e3omacHOCTH

[IpencraBieHHbIN HUXKE TPOGUIL HEXKENATEIbHBIX SIBICHUH OCHOBAH Ha aHAlIM3€ Pe3yJbTaToB
1a11€00-KOHTPOIHPYEMBIX KITMHUYECKUX UCCIIETOBaHHIH, a TaKKe OTIBITE

MOCTPCTUCTPATUOHHOTO TMPUMCHCHUA JICBCTUpALICTAMaA. CaMBIMH YacTBIMH HEKeJaTeIbHBIMH

11
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peakiusiMu  ObLTM  Ha30()apUHTHUT, COHJIMBOCTD, '&9&3&@1}: %OHJIBEHI:\H&\}DIEIBMBCI”{TZI u

TOJIOBOKPYKCHHUC.

Pe3roMe HexxenaTeabHbIX PEAKIINI

Knaccuduxanus gactorsl HexenarenbHbix peakuuii (HP) onpenensiercs cinenyrommm odpasom:
oueHb yacto (>1/10); wacto (>1/100, HO Menee <1/10); newacto (>1/1 000, Ho Menee <1/100);
peaxo (>1/10 000, Ho menee <1/1 000); ouens penko (<1/10 000); yacToTra HeM3BecTHA (YacTOTA
HE MOXXET OBITh OIICHEHA 110 UMCIOIIMMCS TaHHBIM).

Unghexyuu u uneazuu.: 04eHb 4aCTO — HA30(haPUHTUT; PEIKO — HH(PEKIIHUH.

Hapywenusa co cmoponvl kKposu u aumghamuyeckoll cucmemsi: HEYaCTO — TPOMOOIMTOIICHUS,
JICUKOTICHHST;, PEJIKO — TTAHIIUTONICHHSI, arPaHyJIOIIMTO3, HEUTPOTICHUSI.

Hapywenus co cmopoHsl UMMYHHOU cUucmeMbl: PEIKO — JIEKapCTBEHHAs ChINb C 03MHO(MINEH 1
cucremHbiMu cumnitoMamu (DRESS), runep4ayBcTBUTENEHOCTD (BKITIOUAsi aHTHOHEBPOTUYECKHUI
OTEK U aHA()UIIAKCHIO).

Hapywenus memaboauzma u numanus: 9acTo — aHOPEKCHL; HEYaCTO — YBEIMUEHHE MACChI Tela,
CHIDKCHHE MAaCChI Tella; PeIKO — THITOHATPUEMHSI.

Icuxuuyeckue Hapywenus: 4YacTO — JICTPECCHs, BPaKAEOHOCTH/arpecCHBHOCTh, TPEBOTa,
0ecCOHHHUIIA, HEPBO3HOCTH/PA3IPAKUTEIHLHOCTh; HEUYACTO — IMOMBITKH CYHMIUAA, CYUIMIAIbHBIC
HaMEpEeHHs, TCUXOTHYECKHE pPACCTPOMCTBA, MOBEICHUECKHE PACCTPOICTBA, TaJUTIOIMHAIINM,
THEBIIUBOCTh, CITyTAaHHOCTb  CO3HAHHS, HSMOLMOHAJbHAS  JAOWIBHOCTH/TIEPEMEHYHBOCTD
HACTPOCHUS, BO30Y)KICHHE, MAaHWYECKHE aTaKd; PEAKO — CYHIUJ, PAaCCTPOMCTBO JMYHOCTH,
HapylIeHUE MBIIIICHUS, Ope1, 00CeCCHBHO-KOMITYJIbCHBHOE PacCTPOMCTBO.

Hapywenus co cmoponvl Hep8HOU cucmeMbl: 09€Hb 4aCTO — COHJIIMBOCTb, TOJIOBHAs OO0JIb; 4acTO
— CyJOpOTH, HapyIIEHHUE PaBHOBECHUS, TOJIOBOKPYKEHHE, JIETAPTHsi, TPEMOP; HEUYaCTO — aMHE3us,
yXYIIICHHE TaMATH, HapyIIeHne KOOPAWHAINN/AaTaKCHsl, TapeCTe3UH, CHI)KEHHE KOHIIEHTPauu
BHUMaHHS, pPEIKO — XOpeoaTeTo3, IUCKUHE3Ws, THIEPKUHE3Us, HapyIIeHHE IOXOJKH,
sHIe(daIonaTus, arrpaBalys Cy10por, 3JI0Ka4eCTBEHHbIH HEHPOIENTHYECKUI CHHAPOM.
Hapywenus co cmopoHbl opeana 3penus: He4acTo — TUTUIONHS, HEYETKOCTh 3PEHUSI.

Hapywenus co cmoponul opeana ciyxa u 1adupunma. 4acto — BEPTHTO.

Hapywenus co cmoponul cepoya: penko — yanuaenne natepBana QT Ha 3JeKTpoKapJHorpaMme.
Hapywenus co cmoponbl OblxamenbHOU CUCmeMbl, Op2aH08 2PYOHOU KIeMmKU U CPeOOCmeHUs:
94acTo — Kallelb.

JKenyoouno-kuweunvle napyuwienus: 49acto — OOIb B JKUBOTE, AMAapes, IUCIIEICHSA, PBOTa,
TOIIHOTA; PE/IKO — TAHKPEATHT.

Hapywenua co cmopouvl neuenu u #cenuesvigoOawjux nymei. HEYACTO — H3MEHEHUE

Q)YHKHI/IOHEU'IBHI)IX Hp06 NEYCHU,; PEAKO — NICYCHOYHAA HCAOCTATOYHOCTD, I'CIIaTUT.

12
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Hapywenus co cmoponvl nouek u moueswvl odﬂmu)énild')l/:mgg."]"ﬁ ;%CEEDI:'U(':'T'II'Ja];I:' noucyHas

HEJI0OCTAaTOYHOCTb.
Hapywenusa co cmoponvl Kod#cU U NOOKOICHBIX MKAHeU: 9aCcTO — ChIIb; HEYaCTO — AJIOTICIHS,
9K3€Ma, 3yJ; PEIKO — TOKCHYECKHH 3MuaepMalibHbIi HeKpou3, cuHapoM CtuBeHca-/[)xoHCcoHa,
MHOTO(OpMHast SpUTeMa.

Hapywenus co cmopoHbl MbluledHoll, CKelemHOU U COeOUHUMeNIbHOU MKAHU: HEedacTo —
MBIIIEYHAsT  CcIaboCTh, MHAITHS; perako — pa0AOMHONM3 W YBEIWYCHHE  YPOBHS
KpeaTHH(POocHOKUHA3HI B KPOBH.

Obwue napywenus u peakyuu 6 Mecme 66e0eHuUs. 1aCTO — aCTCHUsS/yCTallOCTh.

Tpasmbl, uHmMOKCUKAYUY U OCTOHCHEHUA NPOYedyp: HEYACTO — CIIyJaiHbIe TIOBPEXKICHHUS.

Onucanue oTAEILHBIX HEXKEIATEIbHBIX PEAKIIUNI

Puck aHopekcuu BbIIlIe IPU OJJHOBPEMEHHOM NMPUMEHEHHUH JIeBETHpaleTama 1 Tonrpamara.
B psge ciydaeB HaOMIOAanoch BOCCTAHOBJICHHE BOJIOCSHOTO IIOKPOBAa TIOCIE OTMEHBI
JIeBeTHpaIeTama.
B nocrtpeructpaniMoHHOW NpaKTHKE HAOMIOAANUCh PEAKUE CIydau pa3BUTHA OOCECCHUBHO-
KoMIyNbCUBHBIX paccTpoiicTB (OKP) y manmenToB ¢ conmyterBytommm OKP unu ncuxuyeckumu
paccTpoiicTBaMH B aHAMHE3e€.
B HekoTOpBIX ciy4yasX WaHIUTONCHUH PETUCTPHPOBAIOCH YTHETEHHWE KOCTHOTO MO3ra.
PacnpoctpaneHHOCTh PabAOMHOIM3a M YBEIHYCHHUS YPOBHS KpeaTnHPOocHOKHHA3Hl B KPOBH, a
TaK)Ke 37I0KaY€CTBEHHOTO HEMPOJIENTHYECKOTO0 CHHIpPOMA CYLIECTBEHHO BBIIIE y MAIlMEHTOB U3
SINoHMYU TIO CPaBHEHUIO C MPEACTABUTEISIMU IPYTUX HAIMOHATEHOCTEH.
Cnyuau sHiedanonatud OOBIYHO BO3HHMKAIM B Hadale JiedeHHs! (OT HECKOJIbKUX ITHEH 10
HECKOJBKHX MECSIIEB) ¥ ObUTH 0OpAaTUMBIMHU MOCIIE MPEKPAIECHUS JICUCHHUS.

eTu
[Ipoduns 6e30macHOCTH y 1eTeit B m1are00-KOHTPOTUPYEMBIX KITHHUYECKUX UCCIIeI0BAaHUSIX ObLI
COTOCTaBUM ¢ npodriieM 0€30MacHOCTH JIEBETHpAIeTaMa y B3pOCIbIX. Y JAeTel U MOAPOCTKOB B
BO3pacte oT 4 710 16 JeT Jaie perucTpUpPOBAIHCH CIEAYIONIUE HEXKEATSIbHBIC PEaKI|H: PBOTA
(ouenp wacto, 11,2 %), Bo3Oyx*nenue (uacro, 3,4 %), mepeMEHUYMBOCTh HACTPOECHHs (HacTo,
2,1 %), omoumonHanmpHas nabunbHOCTH (uwacto, 1,7 %), arpeccuBHOCTH (4dacto, 8,2 %),
MOBEJICHYECKUE paccTpoiicTBa (dacrto, 5,6 %) u neraprus (dacro, 3,9 %). Y nereit B Bo3pacte ot
1 wmecsma 10 4 JeT dame PErucTPUPOBAIM  CIICIYIONIMNE HEKEIATCIIbHBIC PEaKIUu:
pa3IpakUTENbHOCTh (04eHb YacTo, 11,7 %) u HapyuieHre KoopauHanuu (4acTto, 3,3 %).
B nBoitHOM crenom miane60-KOHTPOIHPYEMOM HCCIEA0BAHNH, LIETBI0 KOTOPOro OBLIO MOKA3aTh,
YTO Tpernapar Mo Oe30MacHOCTH He ycTymaeT Iane0o, OICHWBAINCH KOTHUTHUBHBIE U

Heliponicuxoornueckue 3PpQeKTrl IeBeTupamneramMa y aetei ot 4 mo 16 jet ¢ mapuuaaibHBIMA
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HE OTJIMYaJICs OT Turanedo (He yCTymaja eMy) B OTHOIICHHWH M3MEHEHUH CyMMBI OaIoB TIO
paznenam «Baumanue u [Tamsate» n « KomOnaupoBanusiii CkpunuHr [lamsitiy mikansr Jleritep-P
(Leiter-R) y mamueHTOB, MNPOLIEANINX HCCIEIOBAHHE B COOTBETCTBUU C MPOTOKOJIOM, IO
CPaBHEHHUIO C UCXOJAHBIM BU3UTOM.

B pesynbTare ananmza moBeJeHUYECKOIO U 3MOLMOHAIBHOTO CTaTyca MPU MOMOIIY MPOLIEIIIEro
BaJIMIAIIMIO MHCTPYMEHTa — onpocHuka AdyeHbaxa (Achenbach) — ObUTO BBISBICHO arpecCUBHOE
MOBEJICHWE B TpYIIe NaIMeHTOB, NPUHUMAIONMX JeBeTupaneTam. OJHAKO TMalUEHTHI,
NPUHUMABIIIME JIEBETHpAIleTaM B XOJIe JOJTOCPOYHOTO HAOMIOJEHUS B OTKPHITON aze
WCCJICIOBAHUS, HE IEMOHCTPUPOBAIIN YXY/IIICHHUS TIOBEICHUYECKOTO U SMOIIMOHAIIBHOTO CTaTyca,
B YaCTHOCTH, ITOKa3aTeIN arpeCCUBHOIO MOBEACHUS HE YXYAIIAINCH [10 CPABHEHUIO C UCXOIHBIM
YPOBHEM.

COOGH.ICHI/IG 0 TOA03PEBACMBIX HCKCIATCIbHBIX PCAKIINAX

BaxxHo coo0mIaTh 0 1mo103peBacMBbIX HEXKEIATEITHHBIX PEAKITUAX MTOCIIE PErHCTPAIIH ITperapara ¢
HeNbl0 OOecreueHus: HENpPepbIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «IOJb3a — PUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHIyeTCs COO0IaTh O JIF0ObIX
MOJI03PEBACMBIX HEKENATEIbHBIX PEAKIHIX JICKAPCTBEHHOTO IMpemnapara 4epe3 HaIlMOHAJIbHBIC
CHUCTEMBI COOOIICHUS O HEXKEIATeIbHBIX PEAKIUIX TOCYdapCTB — UICHOB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

Oenepanbhas Ciyx0a o Haa30py B cepe 3apaBOOXpaHECHHUS

Anpec: 109012, r. Mocksa, CraBstHCKasl miiomanip, 1. 4, ctp. 1.

Tenedon: +7 (800) 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B MH(pOpPMAIIMOHHO-TETIEKOMMYHUKAIIMOHHOM ceTH « IHTepHeT»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

COHNMBOCTh, aXUTAIUS, TPEBOKHOCTb, ArpeCCUBHOCTb, YTHETEHHE CO3HAHUS, YTHETCHHE
JBIXaHUS, KOMA.

JleueHnne

B ocTtpom mepuosie — UCKYCCTBEHHBINM BBI30B PBOTHI U NMPOMBIBAHUE JKETYJIKA C MOCIEAYIOIIUM
Ha3HAYCHHEM aKTUBUPOBAHHOTO yris. Crenududeckoro aHTUAOTA ISl JIeBETHpalleTaMa HeT.

HpI/I HGOGXOI[I/IMOCTI/I MPOBOAUTCA CUMITOMATHYCCKOC JICHCHHUC B YCJIOBUAX CTallMOHapa C
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60 %, s ero nmepBUIHOTO MeTabonmta — 74 %).

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

dapmakoTepaneBTUYECKAst rpymnma: IIPOTUBOIHIICIITUYECKHE CpENCTBa; apyrue
IIPOTUBOSIUIIENITHYECKUE CPELICTBA.

Kox ATX: NO3AX14

JleBeTupanietam — AeiicTByrolEe BelecTBO npenaparta Kemnalipa-Bepo SBISETCS NPOU3BOIHBIM
OUPPOIUIOHA  (S-PHAHTHOMED OL-3TUII-2-0KCO- | -IUppoNUIMHALeTaMUa), IO XUMHUYECKOU
CTPYKTYp€ OTJIMYAETCS OT U3BECTHBIX IIPOTUBOMMWICIITUYIECKUX JIEKAPCTBEHHBIX CPEICTB.

Mexanusm nelicTeus

Mexanu3m AEHCTBUS JIeBETUpaleTaMa 10 KOHIA HE M3Y4Y€H. DKCIEPUMEHTHI in Vitro W in vivo
MOKa3aJIi, YTO JICBETUPALIETAM HE BIIUSET HA OCHOBHBIE XapAaKTEPUCTUKH KIETOK U HOPMAJIbHYIO
HEHUPOTPAHCMHUCCHIO.

HccnenoBanus in vifro TOKa3aly, 4YTO JIEBETUPALETAM BIIMSAET HA BHYTPUHEHPOHAIBHYIO
KOHIIeHTpalmio HoHoB Ca?’, yactmuHOo Topmo3s Tok Ca’" yepes kamansl N-THMa M CHUKas
BBICBOOOKICHUE KaJIbIMs U3 BHYTPUHEHPOHANBHBIX Aerno. Kpome Toro, JeBeTrpaneram 4acTU9HO
BOoccTaHaBIuBaeT TOKU depe3 'AMK u rimunuH-3aBUCHMBIE KaHANbI, CHU)KEHHBIE ITUHKOM U [3-
kapOonmuHamu. Takke B HCCIENOBAaHHAX in Vitro OBUIO ONpENENeHO, YTO JIEBETHpAaIeTaM
CBS3BIBAETCS CO CMEUU(UYECKUM Yy4YacTKOM B TKAaHU TOJIOBHOTO Mo3ra. MecTo CBS3bIBaHUS
npeacTaBisieT coboit Oenok 2A CHHANTUYECKUX BE3UKYJ, KOTOPBIA MPEINONI0KUTEIHHO
Y4acTBYET B CIUSHUM BE3UKYJI U DK30LIMTO3€ HEUPOTPAHCMUTTEPOB. JIeBeTHpaneraM U CBA3aHHbIC
AQHAJIOTH PA3JIMYAIOTCS CPOJICTBOM CBSI3bIBaHMSI ¢ O€IKOM 2A CHHANTHYECKUX BE3UKYJ, KOTOPOE
KOPPEJUPYET CO CTENEHBIO MPOTUBOIMMWICITHYECKON 3aL[UThI B &y AMOT€HHON MOJIEIIN SIUAJIETICUN
y MBIIIEH. ITOT (aKT MO3BOJSAET MPEATNONIOKHUTH, YTO B3AUMOICHCTBUE MEKY JIEBETHUPAILIETAMOM
u OenkoM 2A CHHANTHYECKUX BE3UKYJ, OYEBHUIHO, BHOCHUT BKJIAJ B MPOTHUBOCYAOPOKHBIN
MEXaHHU3M JICUCTBHUA Mpenapara.

dapmakoauaammuyeckue P PeKTel

JleBeTupaneraM MHAYLUPYET NPOTUBOAUICITUYECKYIO 3aAIIUTY B Pa3sHOOOPA3HBIX KMBOTHBIX
MOJIETISIX NapLUUaIbHBIX U IEPBUYHO-T€HEPAIIN30BAHHBIX PUIIATKOB, HE MPOSIBIISAS IPU 3TOM IIPO-
KOHBYJIbCUBHOTO JielicTBUs. OCHOBHON MeTabOINT JIeBeTHpalieTaMa He aKTUBEH.

VY nromel aKTHBHOCTH JIEBETHpALleTaMa B OTHOUICHWM JSIWICNICHA W C MApLUUAIbHBIMHU, U C
TeHEepaM30BaHHBIMU  TpUNajkaMu  (AONHIENTU(GOPMHBIX  pa3psa0B/GOTONAPOKCU3MAIBHOM

peaxIin) MOATBEPKIACT €ro IUPOKUH (papMaKoIOrHuecKuil mpopub.
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(NOCNENOBATENLHOCTL 0008)

Kimmanueckas 3¢ hekTUBHOCTD M 0€30I1aCHOCTD

Jlononnumenvnas mepanus npu 1e4enuu NApYUAIbHLIX NPUNAOKOE C BMOPUYHOU 2eHepanu3ayuet
unu 6e3 makosou y 83pocivlx, NOOPOCMKO8 U Oemell ¢ 4-x 1em ¢ snunencuet

OddexTuBHOCTD JeBeTHpAIeTaMa y B3pPOCIBIX OblIa MOATBEP)KIACHA B TPEX IBOWHBIX CIEIMBIX
1a1e00-KOHTPOIHPYEMBIX UCCIENOBAHUSX 10 npuMeHeHuto B 10o3¢ 1000 mr, 2000 mr u 3000 mr
B CyTKH, pa3JIeJICHHON Ha JBa MpHeMa, C TPOJIO0DKATEIIBHOCTRIO JiedueHus 1o 18 Hemenb. beiio
MOKa3aHO, YTO COOTHOLIEHHE MalMeHTOB, KOTophle mpoaemoHcTpupoBanmu 50 % u Ooinee
CHID)KCHHE YaCTOTHI MapIHalbHbIX MPUMAAKOB B HEJETIO0 OTHOCUTEIHHO UCXOMHOTO YPOBHS MpHU
npueMe NocTostHHON 1o3bl (12/14 wenens) coctaBuna 27,7 %, 31,6 % u 41,3 % y manueHTos,
npuHUMaBIIKX JieBetupaneraMm B go3e 1000, 2000 umu 3000 Mr cooTBeTcTBEHHO, U 12,6 % ¥y
NaUeHTOB, IPUHUMABIIUX I1J1a11e00.

Monomepanus npu nedenuu nApyuaIbHLIX NPUNAOKO8 C 8MOPUYHOL 2eHepanusayuel Ui oe3
maxogoul y nayuenmos ¢ 16 1em u cmapuie ¢ enepsvie OUaHOCMUPOBAHHOU SNUiencuell

D¢ dexkTuBHOCTH JIeBETHpaIleTaMa B MOHOTEpanuu Oblia comocTaBuMa ¢ 3()()EKTHBHOCTHIO
KapbamazenuHa C KOHTPOJUPYEMBIM BBICBOOOKIEHHEM B TMapaluielbHBIX TIpynmax mpu
MPOBEJICHUH JBOWHOTO CJICTIOTO UCCIIEOBaHMs Ha 576 manueHTax ¢ 16 neT u crapiie ¢ BlepBbie
WIM HETaBHO JUArHOCTUPOBAHHOM smwiiernicueil. B uccnenoBanue ObLIM BKJIFOYEHBI MAIlUEHTHI
TOJILKO C HECIPOBOIIMPOBAHHBIMU TAPUHATHHBIMUA TPHITAJKAMHA WM TE€HEPATU30BAHHBIMU
TOHHKO-KJIIOHHYECKUMH TpUTiagkaMu. [lanueHTsl ObUTH PaHIOMHU3UPOBAHBI B TPYIIIHI JICUCHUS
Kap0aMa3enmmHOM ¢  KOHTPOJUPYeMbIM BbICBOOOXKAeHHeM 10  400-1200 mr/cyt wiun
nesetupareramom o 1000-3000 Mr/cyT mpoAOIKUTENBHOCTRIO 10 121 Henmenu B 3aBUCUMOCTH
OT OTBETA.

OTtcyTcTBHE TPUNA/IKOB B TEUEHUE 6 MECSLEB ObLIIO OTMEUEHO y 73 % ManueHToB, IPUHUMAIOIINX
neBeTupaneram, u 72,8 % mNanuMeHTOB, MPUHUMAIOMIHUX KapOaMa3enuH ¢ KOHTPOJIUPYEMBIM
BBICBOOOXKJIEHUEM; CKOPPEKTUPOBAaHHAs aOCONIOTHAs pa3HHIIA MEXIy KypcaMu JIeUeHUs
coctaBuna 0,2 % (95 % noseputenbHbli UHTEpBaN: 7,8—8,2). boiee MOJOBUHBI MAalIMEHTOB HE
UMeTU PUNaaAKoB B TeueHue 12 mecses (56,6 % u 58,5 % manueHToB Ha JeBeTUpaleTaMe U Ha
KapOaMaszenuHe ¢ KOHTPOJIUPYEMBIM BEICBOOOKIEHUEM COOTBETCTBEHHO).

[Ipy  w3yuyeHWHM  JaHHBIX  pealbHOM  KJIMHUYECKOM  MPaKTUKHU,  COMYTCTBYIOIIWE
MPOTUBOSMUIECITHYECKUE TIperaparbl MOTJIM OBITh OTMEHEHBl Yy OrpPaHMYEHHOrO YHCIa
NAIMEHTOB, KOTOPbIE OTBETUJIM Ha JOIMOJIHUTENbHYIO TEPAIHIO JeBeTHpaLeTaMoM (36 B3pOCIbIX

MAIMEeHTOB U3 69).
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¢ 12 nem u cmapuwe ¢ 108eHUNbHOU MUOKIOHUYECKOU dNnuiencueti
D¢ heKTUBHOCTh JIeBeTHpalleTaMa OblIa YCTaHOBJIGHa B JBOWHOM CJEMOM  Iuianebo-
KOHTPOJIMPYEMOM HCCIIEJIOBAaHUH MPOIOJKUTEILHOCThIO 16 Henenb A malueHToB ¢ 12 ier u
cTapuie ¢ MAMOINATUYECKONM MeHEPAITM30BAHHOM SIMUJICTICUEN C MUOKJIOHUYECKHUMU CYJIOPOraMHu
MPU Pa3IMYHBIX CUHJIpOMaX. BOJBITMHCTBO MAIMEHTOB UMENIO0 IOBEHUIBHYI0 MUOKIOHUYECKYIO
SMUIIETICHIO.
B nmannom uccienoBanuu fo3a jeBetupanerama cocrasisuia 3000 mMr/cyTt B aBa mpuema. 58,3 %
MAIMeHTOB, NMPUHUMABIIKNX JieBeTupaneraM, U 23,3 % ManueHToB, NMPUHUMABIIUX IUIANe0o,
uMenu, 1o KpaWHed wmepe, S50 % yMeHbIIEHHE KOJUYECTBA JHEHM C MHUOKIOHHYECKUMU
MpUIaJKaMd 3a HeJento. B TedeHue npoaoipKaromerocss I0JArocpovyHoro Jieuenus 28,6 %
MAIMEeHTOB HE UMENIM MHUOKIIOHHUECKHUX CYIOpPOT B TEUEHUE, IO KpaitHei mepe, 6 mecsies, u 21 %
MalMEeHTOB — B TEUECHHE, 110 KpaltHEel Mepe, OJJHOTO roja.
Jlononnumenvnas mepanus Onsl JleYeHUs NePEUUHO-2EeHePANUI08AHHBIX MOHUKO-KIOHUYECKUX
NPUNAOKO8 Y 83POCIbIX U NOOPOCMKOE ¢ 12 1em u cmapuie ¢ uOUONAMUYECcKol 2eHepaIu308aHHOU
anunencuet
DddexTuBHOCTh NEeBeTHpameTaMa Oblla YCTaHOBJICHA B 24-HENETHbHOM JBOWHOM CJIETIOM
m1are00-KOHTPOJIMPYEMOM  UCCJICIOBAHUM,  BKJIIOYABIIEM  B3pOCIHBIX, TOJIPOCTKOB U
OTPAHUYEHHOE YHMCJIO JIETEW C MAMOMATUYECKOW TNeHEPATM30BAHHOW SMWIENICUEH C MEPBUYHO-
reHepaym3oBaHHbIMU TOHUKO-KIoHHYeckuMu (I1I'TK) mpunaakamu ¢ pa3nuyHbIMU CHHIPOMAMH
(roBeHWJIbHAsE MUOKJIOHWYECKasi SMUJICTICHs], IOBeHUIIbHAsT abcaHC-3Muiencus, qeTckas abcaHc-
SOUJICTICUSl WIM SIUIIENICUS C T€HEPATM30BaHHBIMH TOHHUKO-KIIOHUYECKUMH CYJOpOTaMH MpU
npoOyxaeHnn). B aToM uccnegoBannm cyTouHas 103a JieBeTupanerama coctasisiia 3000 mr/cyt
JUTSL B3POCIIBIX U MOJIPOCTKOB Witk 60 MI/KI/CYyT A JeTeil, pa3aeseHHas Ha [Ba pueMa.
72,2 % mnanueHToB, NPUHUMABLIMX JieBeTHpaueraMm, U 45,2 % NaluueHTOB, NMPUHUMABIINUX
iane0o, MoKa3all yMEHbBIIEHUE YacTOThI MPHITAIKOB B TeueHue Henenud Ha 50 % u Oomee y
nanuentoB ¢ [II'TK npunaakamu. B mpomgomkaromemcest goarocpounomM HaOmogaeHun 47,4 %
MAIMEeHTOB HE UMETU TOHUKO-KIIOHMYECKHX MPUTIAJKOB B T€UCHHE, IO KpaitHeil Mepe, 6 MecsLeB,
u 31,5 % manueHToB HE UMENTU TOHHKO-KIIOHMYECKUX MPHUMAIKOB B TeUEHHE, IO KpailHel mepe,
OJIHOTO T0J1a.

eTu
B kauecmee oononHumenvHoUu mepanuu npu JiedeHuu NapyudaIbHblX NPUnaoKo8 ¢ 8MOPUYHOL
eeHepanuzayuell Uiy 6e3 maKogot
OddexTuBHOCTH NEeBeTHpaIieTaMa y AeTei (B Bo3pacte oT 4 no 16 neT) Oblia yCTaHOBJICHA B

JBOWHOM CIJIETIOM IUIANe00-KOHTPOJIMPYEMOM HCCIICOBAHUU JUIMTENBHOCTRIO 14  Hexenb,
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COOTBETCTEBY

ot 28.07.2025 N= 18736

BrirouasmieM 198 marmenTos. [lamenTsr JaHHOTO HCCH&GBBQMEE%B’G np‘aueTaM B

SKCMEPTHOMY OTUETY

MOCTOSTHHOM 703¢ 60 MI/Kr/CyT (B Ba MpUeMa).

44,6 % manyMeHToB, IPUHUMABIIUX JieBeTUpaleraM, u 19,6 % manueHToB, MoTy4YaBIIuX 1miamnedo,
npoaemMoHcTpupoBaid 50 % u Gonee CHMKEHHE YacTOTHI MAPIUAIBHBIX MPUMAAKOB B HEJETIO
OTHOCHUTEIJILHO UCXO0JHOTO ypoBHs. Ha ¢one npogomkatorierocs goarocpounoro gedenus 11,4 %
MalMEeHTOB HE UMENH NIPUIAJIKOB B TEUCHHE, 110 KpaitHeil mepe, 6 mecsiteB u 7,2 % — B TCUEHHE,
10 KpailHel Mepe, OHOTO To/1a.

B mnane6o-KOHTpOIHpyeMbIX KIMHUYECKHX HCCIEAOBAaHUAX MPHUHUMAIU ydacTtue 35 perei
mianme | roma ¢ mapuuanbHBIMH MPUITAIKAMU, U3 KOTOPBIX TOJIbKO 13 ObLTM B BO3pacTe <6
MECSLEB.

5.2. ®DapmakoKHUHeTHYECKHE CBOMCTBA

AbGcopbuus

JleBetupaneram  oOJagaeT  BBICOKOW  PacTBOPUMOCTbIO W NPOHHMIAEMOCThIO.  Ero
(dapMakOKMHETUYECKUH TNpoQMiIb  SBISETCd JIMHEHHBIM M XapaKTepU3yeTcs HHU3KOU
BHYTPUMHANBUIAYAIBHON U MEXHHAMBUAYaJbHON M3MEHUYMBOCTHIO. KilmpeHc neBeTtmpanerama
OCTaeTCsl MOCTOSIHHBIM IOCJI€ MHOTOKPAaTHOIO BBEJAEHHUs Mpemnapata. Hukakux paziauumii,
CBSI3aHHBIX C [TOJIOM, PACOM MJIH IIUPKATHBIM PUTMOM, BBISIBJICHO HE ObLI0. JIeBeTHpalneram numeer
COTIOCTaBUMBIN (hapMaKOKWHETHYECKUI TPO(GHIL Y 3M0pOBBIX TOOPOBOJIBIEB U TAIMEHTOB C
SIUJIETICUEH.

3a cYeT MOJIHOTO M JIMHEHWHOI'O BCAChIBAaHUS YPOBHH JIEBETHpALlETaMa B IUIa3Me€ KPOBH MOXKHO
npelcka3aTh MO MPUHUMAEMOW BHYTPH J03€, BBIPAKEHHOW B MI/KT Macchl Tena. [lostomy
HE0O0XOIMMOCTh KOHTPOJIS YPOBHEH JIEBETHUpaIleTaMa B IJIa3Me KPOBU OTCYTCTBYET.

Jlis  B3pocnblX M JAeTed OmpeleieHa 3HaduMasi KOppessius MeXAy KOHLEHTpauuen
JeBeTHpaleTamMa B CIIOHE U IUIa3Me KPOBHU (COOTHOILIEHUE KOHLIEHTPALMU B CIIOHE U IJIa3Me
KPOBH BapbHpOBAJIO B Auamna3oHe oT 1 g0 1,7 mpu npuMeHEeHUH TaOleTOK ISl MpueMa BHYTPb
cnyctd 4 yaca nocse npuemMa pacTBopa Ajisl IpueMa BHYTPb).

CreneHb BcacblBaHUS HE 3aBUCUT OT JI03bI UM BpEeMEHM Ipuema nuiuu. buogoctynmHocTh
coctapinsier npumepHo 100 %. MakcumanbHas kKoHueHTpauus B 1miazMe (Cmax) AOCTUTaeTcs
yepe3 1,3 4 mocie nepopanbHOro npuema jeerupanerama B 1o3e 1000 Mr u npu 0AHOKPATHOM
npueme cocraBiser 31 MKr/mi, mocje HMOBTOPHOrO mpuema (2 pasa B CyTKH) — 43 MKI/MIL
PaBHOBecHOE COCTOSIHME JOCTUTAETCs Yepe3 2 CyTOK MPH IBYKpaTHOM IIpHEME Mpernapara.

Pacopenenenune

CBs3pIBaHUE JIEBETHpAIlETaMa M €r0 OCHOBHOTO METa0onuTa ¢ OelKaMH IIa3Mbl COCTaBIISCT
menee 10 %. O6bvem pacnpenenenus (Vd) coctasnsiet npumepso 0,5-0,7 i/kr.

Buorpancdhopmarmsa
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JleBeTupaneraM HEAaKTUBHO MeTaOOIM3UPYETCs B ‘I‘QII(_)IB:B'JEC%E)-’[\%HJ&QEJ/I_&;IIGTbclHIOIBIILH:IM

MeTabonuueckuM myTeM (24 % ot 103bl) sBIsETCS HEPMEHTHBIN TMIPOIU3 alleTaAMUHON IPYIIIBL.
O6pa3oBanue mepBuuHOro metabonurta ucb LO57 mpoucxomutr 06e3 ydactus u30(hepMEHTOB
uToxpoma P450 neuenn. Metabonut ucb LO57 sBnsieTcs papmMakoIorn4ecku HEaKTHBHBIM.
Kpome Toro, Obu10 ompeneneHo /ABa BTOPOCTENEHHBIX Meraboiuta. IlepBeiii oOpasyeTcs mpu
TUAPOKCHWIMPOBAHUM MUPPOJIUI0HOBOTO Koisibua (1,6 % 1103bl), a BTOPOH — NpHU pacKpbITUU
nupponaugonoBoro kombla (0,9 % nmo3er). Ha pomo napyrux HeuaeHTU(UIIMPOBAHHBIX
KOMITOHEHTOB Mpuxoautcs Tosnbko 0,6 % no3sl. JleBeTupaneram U €ero OCHOBHOW METabOINUT HE
IIOJIBEPTAIOTCS] B3AUMHOMY YHAHTHUOMETPUYECKOMY IIPEBPALIEHUIO i1 ViVO.

B ycrnoBusix in vitro neBeTHpaneraM W €ro OCHOBHOH METaOOJIUT HE MOJABISIOT OCHOBHBIC
nzodopmer muroxpoma P450 neuenn venoeka (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 u 1A2),
aktuBHOcTH rmokypoHmiTpancepas (UGTIA1 u UGT1A6) u snOKCUIHONW THIPOKCHIIA3BI.
Kpowme toro, neBetupaneraM He BIMSIET Ha TIIOKYPOHU3ALNIO BAJIBIIPOEBOM KUCIIOTHI i Vitro.

B KkynpType remaTouLMTOB uelOBEKa JIEBETUpPALlETaM OKa3blBaJl HE3HAUMTEIbHOE BIUSHUE Ha
CYPI1A2, SULTIE]1 u UGTI1A1 wniu BoOOIIE HE M3MEHSUI WX aKTUBHOCTH. JleBeTmpareram
BbI3bIBa)l Jierkyto MHOykuuio CYP2B6 m CYP3A4. Ha ocHOBaHMM pe3yslbTaToB OLEHKU
B3aUMOJICHCTBUN C OpaJbHBIMH KOHTpPALENTUBAMHU, TUTOKCUHOM M Bap(hapuHOM B yCIOBHAX in
Vitro W in vivo He OXUAAETCA 3HAUMMON MHAYKUMU (pepMEHTOB B yCIOBUSX in vivo. Takum
00pa3oM, BEpOSTHOCTh B3aMMOJECHCTBHS JIEBETHpALleTaMa C JIPYTUMH BEIIECTBAMU U Ha00OpOT
SIBJISIETCS. MAJIOBEPOSITHOM.

DJIMMUHALNS

[lepuon nonyssiBenenus (T12) U3 mIasmMel KpOBU B3pOCIOrO YEJIOBEKA COCTaBIAET 7+1 4 U He
3aBHCUT OT JIO3bI, crioco0a BBEACHHWS WJIM YacTOThl BBeneHHs. CpemHss BeIHMYUMHA OOIIEeTo
kiupenca coctapiseT 0,96 ma/mMun/kr. OCHOBHOM Iy Th BhIBEICHUS MTOUYKaMH B cpefHeM 95 % ot
o3l (okoo 93 % ot mo3bl BeIBoAWTCS B TeueHue 48 wyacoB). BreiBenenuwe ¢ dexanusamu
coctaBisaeT 0,3 % oT Io3EI.

OOmwmii ypoBeHb BBIBEICHUS JICBETHpAIeTaMa U €ro OCHOBHOTO METa0OJINTa C MOYOH B TIEPBBIC
48 w4acoB coctaBiseTr 66 % wu 24 % oOT 1m03bl COOTBETCTBEHHO. IloueuHbId KIMpPEHC
nesetupanerama 1 ucb L057 coctaBnset 0,6 u 4,2 MJI/MUH/KI COOTBETCTBEHHO, CBUAETEIbCTBY I
O TOM, YTO JIEBETHpAIETaM BBIBOJUTCSA IyTeM KIYyOOUYKOBOH (MIBTpALUU C IOCIEAYIOIeH
KaHAJIBIIEBOM peadcopOinei, a TakKe, YTO TEPBUYHBIA METa0OJIUT MperapaTa TakyKe BHIBOJIUTCS
IyT€M AaKTUBHOM KaHaIbLIEBOM CEKpelUMHu B JIONOJHEHHE K KIyOOUKOBOM (HIBTpALUH.
BriBeieHue neBeTuparerama KoppenupyeTcst ¢ KIMPEeHCOM KpeaTHHHHA.

Iloyeunas HEQOCTATOYHOCTD
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VY manueHToB ¢ HapylieHHeM (YHKIUU TMOYeK Kﬂﬂpeﬁg ISIIéBE%;EbHTEBQW&IO Tn_"et';l];PIPf'Ic!I:ioro

MeTabonuTa KOppeaupyeT C KIMPEHCOM KpeaTHMHHMHA. [lo3TomMy manueHTaM ¢ MOYeYHOU
HEI0CTaTOYHOCThIO PEKOMEHYETCs MoA0O0p 03Bl B 3aBUCUMOCTH OT KJIMpEHCa KpeaTuHHHA. B
TEPMUHAJIBHOW CTaMM MOYEYHOH HEJAOCTATOYHOCTH Yy B3POCIBIX MALMEHTOB T1/2 COCTaBIsET
25 4yacoB B IEpHOJ MEXIy ceaHcamu auvanu3a u 3,1 yaca Bo Bpems auanuza. B TeueHue
4-4acoBoro ceaHnca quanusa yaansercs 1o 51 % neBetuparerama.

IIeueHOYHAS HEAOCTATOYHOCTD

VY manueHToB ¢ HapylieHHeM (YHKIIMH MeYeHU JIETKON U CpeqHel cTeneHel TAKEeCTH 3HAaUUMBbIX
H3MCHCHHI>'I KnnpeHca neBeTnpaueTaMa HC HpOI/ICXO,Z[I/IT. y 6OJII>I_HI/IHCTBa IMAlIIUCHTOB C TAXKCIIBIMA
HapyHIeHUSIMH (YHKIUH NEYEHU NPHU COIYTCTBYIOIIEH MOYEYHOM HEIOCTATOYHOCTH KIUPEHC
JeBeTHpaIeTaMa CHmkaercs 6onee yem Ha 50 %.

JInna mo)XMjaoro Bo3pacra

VY nanuentoB noxuiioro Bo3pacta T12 yBennuuBaetcs Ha 40% u cocrasnsier 10—11 gacos, uto
CBS3aHO CO CHMKEHHMEM (DYHKLIMU MOYEK y 3TOM KaTeropuu NalleHToB.
eTu

T12 y neteit B Bozpacte 4—12 neT mocie 0IHOKPaTHOTO MEPOPaIbHOTO BBE/ICHUS Mpenapara B 103
20 mr/Kr Macchl Tena cocTaBisieT 6 yacoB. OOl KIMpeHC JieBeTupalerama y aerei 4—12 ner
npumepHo Ha 30 % BbIlIE M HAXOUTCS B MPSIMOM 3aBUCUMOCTH OT MacChl Teja.

[Tocne MHOTOKpaTHOTO MEpopaIbHOrO MpuMeHeHus (1o3a ot 20 mo 60 Mr/Kr/cCyTkn) y Aerei ¢
snunencuer (ot 4 go 12 net) neBetupaneram ObICTPO BcachiBasics. [IMKOBass KOHIIEHTpAIUS B
mwiasmMe Habmopanach yepe3 0,5-1,0 waca mocne mnpuema. Habmioganoce nuHeiHoe,
IIPONOPLMOHAIIBHOE /103€ YBEIMUEHNE MMKOBON KOHIEHTPALIMY B IJIA3M€ U TUIOIIAIH 101 KPUBOM.
[lepuon nosmyBbIBEIEHUST COCTaBHII OKOJIO S5 yacoB. Kaxkymuiica o6muii kirpeHc Obut paseH 1,1

MJI/MUAH/KT.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeueHb BcoMoOraTe/ibHbIX BelIECTB

Kemaiipa-sepo, 250 Mr, Ta0IeTKH, HOKPBITEHIE IIEHOYHOW 000JI0YKOMI

Aopo mabnemxu:

Kpaxmain kyKypy3HbIii

[ToBuAOH (MOAMBUHIIIUPPOIIUIOH)
KpemHuust nMOKCHT KOJITTOMIHBII
Tanbk

Marnus creapar

Cocmae obonourku:
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CNEOOBATENEHOCTE 0008)

. o (on
Cwmech mia HOKPBITUS IIICHOYHOU 000JIOUKOH CEPOro I_[Bé’—lla'f -

[['unpomenio3a (T IpOKCUTTPOTTUIMETHIILIEIITION03a)
JlakTo3a MOHOTHIpAT

Makxkporon (nonudtuneHraukons 4000)

Turana TMOKCUT

JKenesa okcun yepHbIi

Keesa oxcun xenThId

ATIOMUHHEBBIN JIaK HA OCHOBE KpacCuTers I/IH,I[I/IFOKapMI/IHa]

Kematipa-Bepo, 500 mr, Ta0JIEeTKH, TOKPBITHIE INIEHOYHON 000JI0YKOM

Aopo mabremxu:

Kpaxman kykypy3HbIi

[ToBuAOH (MTOIMBUHUIIIUPPOIHUIOH)

KpeMHuust arokcu KOJIJIOUTHBIN

Tanbk

Maruus cteapat

Cocmas obonouxku:

CMmech Uit TOKPBITHUS TUIGHOYHOHM 000JI0YKOH JKEITOro I[BETA!
[['unpomenio3a (TuIpOKCUTTPOTTHIMETHIILIEIITION03A)
Jlakro3a MoHOTHIpAT

Makporon (moaudTrieHraukons 4000)

Twurana nuokcun

Keneza okcuz kpacHbIi

AJIOMUHUEBBIN JJaK HA OCHOBE KPACUTENSI XUHOJIMHOBOIO KEJITOTO |

Kemaiipa-sepo, 1000 mMr, TaOJIETKN, IOKPBITHIE INIEHOYHON 000JI0YKOH

Aopo mabnemxu:

Kpaxmain kyKypy3HbIii

[ToBuAOH (MOAMBUHIIIUPPOIIUIOH)

KpemHuust nMOKCHT KOJITTOMIHBII

Tanbk

Marnus creapar

Cocmasg obonouku:

CMmech 11 MOKPBITHS TUICHOYHOM 000JI0YKO0# O6e10To 11BeTa:
[[unpomennosa (TUIAPOKCUTTPOTTUIMETHIILEIITION03a)

JlakTo3a MOHOTHIpAT
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(NOCNEQCBATENEHOCTE 0008)

Maxkporoun (monustrneHrmkons 4000)

Turana THOKCH/I]

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CpoOK XpaHeHus)

3 roga.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTs 1pu TeMriepatype He Boie 25 °C.

6.5. Xapakrep u cofep:kxaHue NEPBUYHOH YIIAKOBKH

10 TabyieToK MOMEIIAIOT B KOHTYPHYIO SSUEHKOBYIO YIAKOBKY W3 IUIEHKH MOJUBUHUIXJIOPUIHON
1 (OB ATIOMHUHUEBOM MEYaTHOMN JTAKHPOBAHHOM.

3 win 6 KOHTYPHBIX SYEMKOBBIX yMakoBOK Mo 10 TabneTok BMeCTe C JHUCTKOM-BKIIAJBIIIEM
NOMEIIAIOT B IAUYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUUYTOKEHHMH  HCIOJb30BAHHOTO
JIEKAPCTBEHHOT0 MNpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde MpPHUMEHEHUs!
JIEKApPCTBEHHOT0 Mpenapara, u Apyrue MaHUMYJsIUHU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

AO «BEPOOAPM»

115088, r. Mockaa, 2-it FOxHomopToBBIit poe3n, a. 18, cTp. 9, stax 2.
Tenedon: +7 (495) 797-57-37

@axc: +7 (495) 792-53-28

OnexTpoHHas noyra: info@yveropharm.ru

7.1. [IpeacTaBuTEb AepPKATEIA PErHCTPANMOHHOIO YA0CTOBEPEH NS

[Iperen3un norpeduTENE HAIPABIATH 110 JPECY:

Poccuiickas @enepanns

AO «BEPOOAPM»

115088, r. Mockaa, 2-it FOxHOTIOpTOBBII Mpoe3a, a. 18, cTp. 9, satax 2.
Tenedon: +7 (495) 797-57-37

®dakc: +7 (495) 792-53-28

DnekTpoHHas mouta: info@veropharm.ru
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8. HOMEP PECTUCTPAIIMOHHOTO YJIOCTOBEPEHM SV EA TENEAOCTE 000

JITT-Ne(004073)-(PT-RU)
9. IATA TIEPBUYHON PETMCTPALIMUA (IIOATBEPXIEHUSI PETUCTPALIUM,
MEPEPETACTPAILIN)

Hata nepBoii peructpamuu 20.12.2023 r.

10. JATA IIEPECMOTPA TEKCTA

OO6mas  xapakTepucTHKa JIeKapCTBEHHOro nmpemapata Kemaiipa-Bepo  TOCTyNHa  Ha
uHGOpMallMOHHOM TmopTaie EBpa3uiickoro SKOHOMHYECKOTO C€OI03a B HH(OPMAIIMOHHO-

KOMMYHHUKaIMOHHOH cetn « THTepHeT» https://eec.eacunion.org/.
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