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MUWHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOU ®EIEPALIVMN

WMHCTPYKLIMA
110 MEIMLIMHCKOMY NTPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara

3011a|c®

Perucrpannonnblii Homep:

Toprosoe HaHMeHOBaHHE: 3omak®

MexayHapoaHOe HeATeHTOBAHHOe HAHMEHOBaHHe: [ICTUPU3HH

JlekapcTBenHnasi popma: TabIeTKH, OKPBITHIE INICHOYHOH 0007104KO0#

Cocras

B oonoti mabremke cooepocumesi:

aKmueHoe 6eujecmeso:

nerupusuna auruapoxaopua 10,00 mr;

BCNOMO2ameNbHbLE BEUeCMBa.

A0po: TAKTO3bI MOHOTHPAT, KpaxMasl KyKypy3Hbld, noBu10H 30, Maruus creapar;

obonouxa: runpomerioza 2910/5, makporon-6000, Tanbk, THTaHa AMOKCHJ, CHMETHKOHA
amyiabcus SE 4.

Onucanne

[IpomonroBatoii ¢GopMbl TaOJIETKH, MOKPHITHIE IUICHOYHOH 000I0YKOW, O€l0ro MM IOYTH
Oesoro 1BeTa, C PUCKO IS IEJIEHUS C OJTHOH CTOPOHBIL.

dapmakoTepaneBTHYECKAs FPyNIia

IIpoTuBoasnepriuyeckoe cpeAcTBO — Hi-rHCTaMHHOBBIX pelenTopoB O0KaTop.

Koa ATX: RO6AEQ7.

dapMako/JIOTHYeCKHE CBOICTBA
DapmakoouHamuka

[leTupH3HH - aKTUBHOE BEIIECTBO MpenapaTa 3omax® - sABIsIETCS METAGOIUTOM THAPOKCH3HHA,
OTHOCHTCS K TpyINe KOHKYPEHTHBIX aHTarOHUCTOB THCTaMUHA U OiokupyeT H-rucraMuHOBBIE
peLenTopshl.

B fmomonHeHHWe K aHTHTHCTAMUHHOMY 3(QeKTy UETHPH3HUH MpeaylnpexaaeT pa3BUTHE H
o0yieryaer TeyeHHE a/UIEPrHYecKuX peakuuid: B go3ze 10 Mr oamH WM JBa pasa B JI€Hb
UHTHOUpYET MO3JHIOK a3y arperalid 303WHO(UIOB B KOXKE M KOHBIOHKTHUBE IAlMEHTOB,
UMEIOIINX AJJIEPrHYeCKUe PeaKiuu.

Knunuueckas a¢pgpexmusnocme u 6e3onacnocmo
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WccnenoBanus Ha 3/0pOBBIX JIOOPOBOJIBIIAX MOKA3alId, YTO LETUPH3MH B jg03aX 5 wik 10 mr
3HAYMTEILHO MHTMOMpPYET pPeaklui0 B BHJE CHIIM M IIOKPACHEHHS Ha BBEJECHHE B KOXY
IHCTAMHHA B BBICOKOH KOHIIEHTPAL[MH, OJHAKO Koppeusius ¢ 93P(EeKTHBHOCTHIO HE
yCTaHOBJICHA.

B 6-HenenbHOM MIaneb0-KOHTPOJUPYEMOM HCCIIENOBAaHUM ¢ ydacTHeM 186 mamueHToB ¢
QUICPrHYECKHM PUHHUTOM M COIMYTCTBYIOIIEH OpOHXMAJIbHOM acTMOM JIETKOIO M CpeJIHe-
TSHKEJIOr0 TEYEHHsl, MMOKa3aHo, 4YTO NpHEeM LeTHpu3uHa B 103e 10 Mr oauH pa3 B CyTKH
YMEHbIIIAeT CUMIITOMBI PHHUTA U HE BIUSET Ha (QYHKIHIO JIETKUX.

Pe3ynbTaThl JAHHOTO MCCJIEIOBAHUS MOATBEPKAAIOT O€30I1aCHOCTh IPUMEHEHHMS LIETHPH3HHA Y
NAIIMEHTOB, CTPAJAIOIIMX aljeprueil U OpOHXHAIBHOW acTMOH JIETKOrO M CPEAHETSKEIOro
TEYEHHS.

B 1mane60-KOHTPOJIHPYEMOM HCCIIeIOBAaHUHU TOKA3aHO, YTO NIPUEM LIETUPU3HHA B 03¢ 60 MI B
CYTKH B TeUeHHe 7 JHEH He BBI3bIBAN KIIMHUYECKH 3HAYMMOTro yulnHeHHs nHTepBaia QT.
[Tpuem nerupu3rHa B peKOMEHIYEMOH /103€ NoKa3aJl yJIydllleHHe KauecTBa )KU3HHU NAIlMEHTOB C
KPYTJIOTOJIMYHBIM U CE30HHBIM aJUIEPTUYECKUMHU PUHUTAMH.

B KJIMHMYECKHX HCCIIEIOBAHHUSX MOKA3aHO, YTO LETHPHU3UH HAayMHaeT JeicTBoBaTh depes 20
MHHYT II0OCIIe prueMa, ero 3¢ dekt coxpansiercs 10 24 yacos.

Jemu

B 35-1HEBHOM HCCIEIOBaHHHM C y4YaCTHEM IAllMEHTOB B Bo3pacTe S5-12 jieT He BBIABICHO
NPU3HAKOB HEBOCIIPHMMYUBOCTH K aHTHrHcTaMuHHOMY 3¢ dexty nerupusuna. HopmaibHas
peakiMsi KOXXH Ha THMCTaMHMH BOCCTaHaBIMBAlach B TEYEHHE TpeX HHEH IIOC/IE OTMEHBI
npernapara IIpHi €ro HeoJHOKpPaTHOM IIPUMEHEHUH.

DapmakoKuHemuKka _
®dapMaKOKHMHETHYECKHE TTapaMeTpbl ﬁempmnna NP €ro NPUMEHEHHUHU B J03aX OT 5 10 60‘
MT' U3MEHSFOTCS IAHEHHO.

Bcacwvisanue

MakcuMaiibHass KOHIEHTpalMs B IUla3Me KpoBH gocturaercs uepe3 1 + 0,5 uaca u
cocraBnsieT 300 Hr/miL

Paznuynble ¢apMakOKHHETHYECKHE ITapaMeTphl, TAKME KaK MakCHMalbHas KOHLIEHTpALUs B
wiazMe KpoBH (Cpay) M IUIOIIAAB MOJA KpUBOM «KoHIEeHTpamnus- Bpems» (AUC) umeror
OJIHOPOJHBIN XapakKTep.

[lpueM nuImM He BIMSIET HA TOJHOTY abcopOUMH LETHPU3UHA, XOTS CKOPOCTh €€
YMEHBIIAETCS.

BHOIOCTYTHOCTh  Pa3IMYHBIX JIEKAPCTBEHHBIX (OpM ILEeTUpU3MHA (PacTBOp, KarllCyJlbl,

TabJIETKH) COMOCTAaBUMA.
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Pacnpeoenenue

Iletupusun Ha 93 + 0,3% cBs3piBaeTcs ¢ Oenkamu IIa3Mbl KpoBu. Kaxymuiics oObem
pacnpenenenus (Vg) cocrapisier 0,5 n/kr. [leTupu3un He BIMsET Ha CBS3bIBaHUE BaphapuHa
c Oenkamu.

Memabonusm

[leTHpU3HH HE MOJIBEpraeTcs IKCTCHCHBHOMY IIEPBHYHOMY METab0IH3My

Buwigeoenue

ITeprox nomyssiBenenus (T,2) cocraiseT npumepHo 10 gacos. j
ITpn npueme npenapara B cyToynoi go3e 10 mr B Teuenue 10 qHe# KyMysIsaluy HETHPH3HHA
He HabI01a10Ch.

[TpumepHO 2/3 NpUHSTOMH 03B IpenaparTa BEIBOAUTCS ¢ MOYOH B HEU3MEHEHHOM BHJIE.
Toocunvie nayuenmol

V 16 nOXUIBIX JIKI IPH OJHOKPAaTHOM npueme npenapara B 103¢ 10 mr T, Obu1 Bbime Ha 50
%, a xupeHc ObL1 HIKe Ha 40 % 110 CpaBHEHHIO C JIMLIAMH HE IIOKHIIOTO BO3PACTa.

CHUKEeHHE KIMpPEHCa HETHPU3UHA Y TMOXKHUIIBIX MAIlUEHTOB BEPOSITHO CBA3aHO C YMEHBIICHHEM
(GYHKIIMH OYEK y ATOH KaTerOpUH MalHeHTOB.

Ilayuenmol ¢ noyeunoi HeOOCMamo4HOCMbIO

VY nanmeHTOB ¢ MOYeYHOH HEJI0CTATOYHOCTHIO JIETKON CTENEHH TSKECTH (KJIMPEHC KpeaTMHHHA
(KK) > 40 mur/mMmuH) dapMakOKHHETHYECKHE ITapaMeTpbl aHAJIOTHYHBI TaKOBBIM Y 3/I0POBBIX
JOOPOBOJIBIIEB C HOPMATBHOH (QYHKIMEH MOYEK.

VY nanuMeHTOB C MOYEYHON HEJOCTATOYHOCTHIO CPEJHEH CTENEHU TSDKECTH U Yy NalMEHTOB,
Haxosmmxcs Ha remoauanmse (KK < 7 mur/MuH), mpu npueMme npenapara BHYyTphb B 03¢ 10 Mr
Tin ynmansercs B 3 pasa, a oOmmii Kimpene cHwkaercs Ha 70 % OTHOCHTENBHO 3/10POBBIX
JIOOPOBOJIBIIEB C HOPMAJTLHOM (QyHKIIUEH noqek.

JUIs TalMeHTOB ¢ IMOYEYHOH HEJIOCTAaTOYHOCTBIO CPEOHETSHKEIOr0 MM TSDKEIOro TEYEHHUs
TpebyeTcsi COOTBETCTBYIONIEE MU3MEHEHHE pexuMma J03upoBaHus. L[eTUpU3HH NPAKTHYECKH HE
yJaJsieTcsl U3 OpraHu3ma IpH reMo/Inaiuse.

Iayuenmol ¢ neyeHoyHOU HEOOCMAMOYHOCMbBIO

Y  nanmMeHTOB ¢ XpPOHMYECKHMMM  3a00JieBaHMSIMH  Te4YeHH  (TernaToue/UIIOISPHBIM,
XOJIECTATHYECKUM M OMJIMapHBIM LIUPPO30M) IPH OJHOKPATHOM INpHeMe mpenapata B no3e 10
wim 20 mr Ty, yBenuuuBaercs npumepHo Ha 50 %, a wimpeHc cHikaercs Ha 40 % mo
CpaBHEHHIO CO 370pPOBBIMU cyOBbekTamu. Koppekius 10361 He0OX0a¥Ma TOJIBKO B ClIydae, €CIH
y TMalMeHTa C TMEYEHOYHOH HEJOCTATOYHOCTHIO HMMEETCS TAKKE COIYTCTBYIOIIAs IOYeYHast
HE/I0CTaTOYHOCTb.

Jlemu
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T, y nereit ot 6 10 12 et coctanseT 6 4acoB, OT 2 10 6 1eT - 5 yacoB, OT 6 MecsueB 10 2 JIeT

- cHIKeHo 110 3,1 4Jaca.

IMoka3aHus K NPUMEHEHHIO

[Toka3aH y B3pocibIX U eTeit ¢ 6 jieT u crapuie Ui 00JIeryeHus:

e  Ha3aIbHBIX M TJIA3HBIX CHMIITOMOB KPYIJIOTOAMYHOIO (IEPCUCTHPYIOLIET0) M CE30HHOIO
(MHTEPMHUTTHPYIOLIET0) a/UIEPrHYECKOr0 PUHUTA U aJUIEPrUYeCKOro KOHBIOHKTHBHTA: 3Y/1a,
YUXaHbs, 3QJI0KEHHOCTH HOCA, PUHOPEH, CIIE30TCUEHUS, THIIEPEMUM KOHBIOHKTHBEI,

®  CHMIITOMOB XPOHHYECKOH HIMONATHYECKONH KPATUBHHIIBI.

IIporuBONOKa3aHus

e [loBblmeHHas YyBCTBHUTEJIBHOCTh K I[IE€TUPHU3HHY, THAPOKCU3MHY WM IIPOU3BOIAHBIM
IUnepasuHa, a TaKkXkKe JpyruM KOMIIOHEHTaM IIpenapara;

e TepMHHalIbHas cTaaus noyeynoi HepocrarouHocTr (KK < 10 mi/mun);

e  HACIEACTBEHHAs HEMEePEeHOCHMMOCTH TaJlakTO3bl, HEJOCTATOYHOCTh JIAaKTa3bl MM CHHIPOM
TTIIOKO30 - TaJIakTO3HOH MasibabcopOumu;

e 0OepeMEeHHOCTB;

e  JIeTCKHM BO3pacT J10 6 JeT (1 JaHHO#H JIeKapCTBEHHOH (OopMBI).

C 0cTOPOXKHOCTBIO

e XpoHuueckas nodeyHas HemoctaTodHocTh (mpu KK > 10 mu/mun Tpebyercs Koppekuus
peXuMa J03UpPOBaAHHUSA);

® [AIMEHTHl MOXWJIOrO Bo3pacTa (BO3MOXKHO CHH)KEHHE CKOpPOCTH  KIyOOYKOBOM
bunbTpanum);

‘e  SIHIEICHS ¥ MAIMEHTHI C TIOBBIIIEHHOMN CYI0POXKHOM FOTOBHOCTHIO;

® [AIMEHTHI C MpeJapacroyiaralonMMu (hpakropamMu K 3aJepikKKe MOYH (TTOpakeHUs] CIIMHHOTO
MO3ra, THIepIuia3us NpeAcTaTeIbHOMN jKee3bl);

®  [IEPUOJI TPYAHOIO BCKApMIIMBAHUSI.

IIpumenenne npu 6epeMEHHOCTH H B NEPHO/ FPYIHOI0 BCKAPMJIMBAHHUS

bepemennocmo

[Ipun aHanM3e NMPOCHEKTHBHBIX HaHHBIX Oosiee yem 700 ciyyaeB MCX0JI0B OEpEeMEHHOCTH He

BBISIBICHO CiIy4aeB (OpMHpOBaHHMS TMOPOKOB pa3BUTUs, SMOPHOHAIBHOW M HEOHATAIBHOM

TOKCUYHOCTH C YETKOM MPUYUHHO-CIIEICTBEHHO# CBS3BIO.

DKCIEPUMEHTAIIbHBIE HCCIIEI0OBAaHUS HA JKUBOTHBIX HE BBISBHIM KaKUX-THOO MNPAMBIX HIIH

KOCBEHHBIX HeOJIaronpusaTHeIX 3()(HEeKTOB HeTHPU3UHA HAa Pa3BUBAIOIIUICS IO/ (B TOM YHCIIE B

NIOCTHATAILHOM NEPUO/IE), TeUeHHEe OEPEMEHHOCTH U POJIOB.

AJIEKBaTHBIX M CTPOrO KOHTPOJMPYEMBIX KIMHUYECKUX HCCIEJ0BAaHUNA 1O 0€30MacHOCTH

4



NPUMEHEHHs Tpernapara BO Bpems OEpEeMEHHOCTH HE IIPOBOJIMIIOCH, ITO3TOMY 3omak” He
ClIelyeT MPUMEHSTh IpU O€peMEeHHOCTH.

I pyonoe eckapmnueanue

Iletupu3uH BBIZENISETCS C TPYAHBIM MOJOKOM B KOHIeHTpauuu ot 25% po 90% or
KOHIIEHTPAIIUK Ipernapara B IJIa3Me KPOBH B 3aBUCHMOCTH OT BPEMEHH Iocjie HazHayeHus. B
IEpPHOJI IPYIHOTO BCKApMIHBAHUS 30aK” NPHMEHSIOT MOC/e KOHCYIBTAIMH C BPAudoM, eCid
npejnoiaraeMas 1moJib3a JUisi MaTepH MpeBbIIIaeT MOTEHIHATbHBIA PUCK JUld peOeHKa.
DepmunvHocms

JlocTynHbIe JaHHBIE O BIWSHMM Ha (QEpTHIBLHOCTh YEJIOBEKa OIpaHHYEHBbI, OJHAKO
OTPHULIATEIBHOTO BIUSHUS HA QEPTHILHOCTD HE BBISBIICHO.

Crnoco6 npuMeHeHHS H 103bI

BuyTpb. TabneTku pekoMeHyeTcsi 3a1uBaTh CTAKAaHOM BOJIBI.

B3pocnvim

10 mr (1 Tabnerka) 1 pa3 B CyTKH.

OmoenvHvie 2pynnvl nayueHmoe

Iayuenmor nodcunozo eospacma

Her HEOOXOIMMOCTH B CHHKEHHH JIO3UPOBKH Y TIOXKHJIBIX MALMEHTOB, €CIIU (QYHKIHS TOYEK HE
HapylIeHa.

Iayuenmul ¢ noyeuHou HeOOCMaAMOYHOCMbIO

[Tockonbky 301ak® BBIBOJUTCS M3 OpraHM3Ma B OCHOBHOM IIOYKaMHU (CM. HOJpa3jeln
«DapMaKOKUHETHKA), IPU HEBO3MO)KHOCTH AJIbTEPHATHUBHOT'O JICYEHUS NAYUEHMAM C NOYEeYHOU
He00CmamoyHOCmblo PEXKUM JTO3UPOBAHUS Ipenapara CleAyeT KOPPEeKTHPOBaTh B 3aBUCUMOCTH
oT (yHKIMH NOoYeK (BeIuurHbI KaupeHca kpeatnauHa KK).

Kmupenc kpearunnna (KK) s MyxuuH MOXHO pacc‘mrém:, UCXOJl W3 KOHLEHTpalluu

CBIBOPOTOYHOI'0 KpeaTHHUHA, 110 cleaytoei popmye:

[140 — Bo3pacr (roasr)] x Macca Tena (Kr)

KK (mn/mun) =
72 x KKcmBopm (MF/ lIH)

KK fu1st )KeHIUH MOKHO PacCUYMUTaTh, YMHOXKHB IOJIY4E€HHOE 3Ha4eHue Ha ko3 dunumenrt 0,85.

Jlo3upoBaHue y B3POCIIbIX MAIIMEHTOB C MOYE€YHOU HEJIOCTATOYHOCTHIO

IToueyHnasi HeIOCTATOYHOCTDH KK (ma/mun) Pexxum 103upoBanus
Hopma > 80 10 mr/cyT

Jlerkas 50-79 10 mr/cyT

Cpennsist 30-49 5 mr/cyt

Tsoxenas 10-29 5 Mr yepe3 JIeHb

I[1N013867/01-260318
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TepmunanbHas craaus — MalHEHTHI, 210 IpHeM Ipernapara
HaXO/AIINECs Ha THan3e IPOTHBOINOKA3aH

llayuenmul ¢ napywenuem pynkyuu neveHu

[lanmenTamM ¢ HapylIeHHEM TOJIBKO (DYHKIMH TNEYEHHW KOPPEKIMH peXHUMa JO3HPOBAHUS HE
Tpelyercs.

VY NanueHToB C HapyuieHuem u YHKyuu nedenu, u QyHKyuu novex, peKOMEHIyeTcsi KOppeKLus
JI03UpoBaHus (CM. TaOJIUILy BBILIE).

Jlemu

Jlemu om 6 00 12 nem

5 mr (1/2 TabneTkn) 1Ba pa3a B JIeHb

Jlemu cmapwe 12 nem

10 mr (1 TabneTka) OiMH pa3 B CyTKH.

WNuorpa HavaneHOM 10361 5 Mr (1/2 TabneTku) MOXET OBITh JOCTATOYHO, €CJIH 3TO MO3BOJISIET
JIOCTHYB YZIOBJIETBOPUTEIILHOTO KOHTPOJISI CHMIITOMOB.

Jletsm ¢ noueunoit neoocmamounocmoio 103y KoppeKkTupytoT ¢ yuetom KK 1 maccrl ena.
IToGouHoe neiicTBHE

/Jlannvie, nosyueHHble 6 KTUHUYECKUX UCCIE008AHUAX

0630p

Pe3ynbraThl KIMHUYECKUX HCCIIEIOBAaHUH ITPOJEMOHCTPUPOBAIH, YTO IIPUMEHEHHE LIETHPU3HHA
B PEKOMEH/IOBAHHBIX J103aX MPUBOJUT K PA3BUTHIO HE3HAUUTENILHBIX HEXeIaTeIbHbIX 3P PEeKTOB
Ha [{HC, BkmOYas COHJIMBOCTb, YTOMJISIEMOCTb, TOJIOBOKPYXXEHHE H TOJIOBHYIO Oosib. B
HEKOTOPBIX CiydasX Oblia 3aperucTpupoBana napajgokcaibHas crumysisiuus IIHC.

Hecmotps Ha 'fo, YTO LETUPHU3UH SBISETCS CEIEKTHBHBIM 6noxafop0M nepudepuyeckux
H- peuentopoB ¥ NpakTHYECKU HE OKa3bIBAET aHTUXOJIHMHEPrHYECKOTo JEHCTBUS, COO0IMAIOCh
0 €IMHUYHBIX CITydasiX 3aTPyJAHEHUS MOYEHUCIYCKaHHUs, HApPYIICHUSX aKKOMOJAIMU U CYXOCTH
BO PTY.

Coobmanoch 0 HapylmeHUsX (YHKIMH TEYeHH, CONMPOBOXKIAIOIIMXCS IMOBBIIIEHHEM YPOBHS
neYeHOYHbIX (pepMeHTOB U OunupyOuHa. B GONBIIMHCTBE CiIy4aeB HeXesaTelbHbIE SBICHHS
paspetaIuch nocjie NpeKpaleHus NpueMa HeTHPU3HHA JUTHIPOXIOpH/IA.

Ilepeyens nesicenamenvhvlx NOOOYHBIX peakyuil

Wmerorcss naHHble, MOJyYEHHBIE B XOJ€ JABOWHBIX CJIENBIX KOHTPOJMPYEMBIX KIMHHYECKUX
UCCIIEIOBAHUH, HANpaBlICHHBIX HA CpaBHEHHWE IETHUPU3MHA C IUianebo WiIH Jpyrux
AQHTUITMCTaMUHHBIX IIPENapaToB, NPUMEHSEMbIX B pEeKOMEHI0BaHHBIX n03ax (10 mr 1 pa3 B

CYTKM Juid uetupusuHa) Gonee yem y 3200 mamueHTOB, Ha OCHOBAaHHUU KOTOPBIX MOXKHO
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IPOBECTH JIOCTOBEPHBIN aHAIU3 JIaHHBIX 110 OE30MaCHOCTH.
CormnacHo pe3ysbraTaM 00beIMHEHHOTO aHalu3a, B IJIAe00-KOHTPOIUPYEMBIX HCCIIEIOBAHHUAX
OpU IDPUMEHEHUHU IHeTupu3uHa B 1o03e¢ 10 Mr ObUIM BBISBICHBI CIEAYIOIIME HEXEIaTeIbHbIE

peakuuu ¢ yactotoit 1,0 % unu BoIme:

HexenareabHbie peakuun (TepmuHosorus BO3) Herupusun 10 mr | [1anedo
(n = 3260) (n=3061)

Obwue Hapyuenus u Hapyuienus 8 mecme 66e0eHUs
YToMiaseMoCThb 1,63% 0,95%

Hapywenusi co cmoponvl HepeHOll cucmembl

["onoBokpyxeHue 1,10% 0,98%
["'onoBHas 601b 7,42% 8,07%
Hapywenus co cmoponsi Jceny00yHO-KUMEeYH020 mpakma

Boib B xuBOTE 0,98% 1,08%
CyxocTb BO PTY 2,09% 0,82%
TomHoOTa 1,07% 1,14%
Hapywenus ncuxuxu

COHJIUBOCTB 9,63% 5,00%

Hapywenus co cmopoHel ObixamenbHOoU cucmembl,

0p2an06 2pyoOHOU KNemKu U cpedoCmeHus
DapUHTUT 1,29% 1,34%

XOTS 4acToTa CllyyaeB COHJIMBOCTH B IPYIIE IETUPU3UHA ObLIa BbIlIE, YEM TaKOBas B IpyIIe
iane6o, B OOJBIIHHCTBE CIIy4aeB 3TO HEXeJaTelIbHOE sSBJIeHHE ObUIO JIETKOH MM YMEPEHHON
creneHy TsoKecTH. [Ipu 0OBEeKTUBHON OlLIEHKE, MPOBOAMMOM B paMKax JApPYrHX HCCIIEI0BaHMH,
OBUIO MOATBEPIKAEHO, YTO NPUMEHEHHE LETHPU3UHA B PEKOMEHJOBAHHOH CYTOYHOW J03¢ y
3JI0POBBIX MOJIOZBIX noGpOBonbueB HE BJIMSET Ha UX [TOBCEIHEBHYIO AKTHBHOCTS.

emu
B muiane60-KOHTpOJIMpYyeMbIX HCCIIEIOBAaHUSX Y JIeTel B Bo3pacTe OT 6 MecsieB 0 12 et Obutn

BBIABJICHBI CJICAYIONIUE HEKEIIATCIIbHBIE PEAKIIUH C yactoToit 1 % u BbIIIE:

HexesraTeibHbIC peaKIuH Herupuzun IL1ane6o
(repmunosiorust BO3) (n =1656) (n =1294)
Hapywenus co cmoponbl Jceny0ouHo-KumedHo2o

mpaxkma

Juapes 1,0% 0,6%
Hapywenus ncuxuxu

COHJIUBOCTH 1,8% 1,4%

Hapywenus co cmoponvl OvixamenvHou cucmembi,

0p2an06 2pyoOHOU KIemKU U CPeOOCmeHUs.
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Punut 1,4% 1,1%

Obwue Hapywienus u HapyuleHus 6 Mmecme 66€0eHUs

YToMiIseMoCThb 1,0% 0,3%

Onvim nocmpezucmpayuoHH020 NPUMEHEHUA

[ToMuMO HeXXeNaTeIbHBIX SBJICHHM, BBIABJICHHBIX B XO0JI€ KJIMHUYECKHX HCCIICJOBAaHUHA H
ONMCAHHBIX BBIIIE, B paMKax MMOCTPErHCTPAIlMOHHOTO NMPUMEHEHHs Npernapara HabIroJauch
CIIeIyIOIIHE HeXellaTeIbHbIE PeaKIUu.

HexenarenbHble sBJIEHHs TpPEICTaBIeHBl HHKE MO KiaccaMm cucteMbl opranoB MedDRA wu
YacTOTE Pa3BUTHUS, HA OCHOBAHUH JIAHHBIX IOCTPErHCTPALIMOHHOTO IPUMEHEHMS IIpErnapara.
YactoTa pa3BUTHS HEXellaTeNIbHbIX ABJICHUH Ompe/ernsiach cleIylomuM o0pa3oM: 04eHb YacTo
(> 1/10), gacto (> 1/100, <1/10), mewacto (> 1/1000, <1/100), peako (= 1/10000, < 1/1000),
o4eHb peziko (< 1/10000), yacrora Heu3BecTHA ( M3-3a HEJOCTATOUHOCTH JaHHBIX).

Co cmoponbl Kpo8u u TUM@amuyeckou cucmembl

OdeHb peaKo: TPOMOOIMTOIIEHHUSI.

Hapywenus co cmoponvt uMMYHHOU cucmembl

Peko: peakiuu runepyyBCTBUTENLHOCTH. OueHb pe/iko: aHapHIaKTHUECKHUH MIOK.

Hapywenus memabonusma u paccmpoucmea numanus

YacToTa HEeW3BECTHA: NOBBIICHUE AIIIETHTA.

Paccmpoiicmea co cmoponvl ncuxuxu

Heuwacro: Bo30yxnenue. Penko: arpeccus, CiiyTaHHOCTb CO3HAHMS, JACTIPECCHs, IaJUIIOLMHALINY,
HapymeHue cHa. O4eHb peaKo: THK. YacToTa HeU3BeCTHA: CYMLIMIAIbHBIC HJIEH, HapyIIECHHs CHA
(BKJTFOYAs] KOIIMAPHbBIE CHOBUJICHHUS).

Co cmoponvl HepeHoli cucmembl

Hewacro: mapecrezun. Penko: cymoporun. OdeHb peako: H3BpallleHHME BKyca, JMCKHHE3HS,
JIACTOHHSI, 0OMOPOK, TpeMop. YacToTa HEU3BEeCTHA: HapyIIEHHE MaMsTH, B TOM YHCJI€ aMHE3Hs,
rJIyXxoTa.

Co cmoponwl opeana 3penus

OueHb peaKo: HapylIeHHe aKKOMOJAIMH, HEYETKOCTh 3peHMs], HUCTarM. Yactora HEH3BECTHA:
BaCKYJIUT.

Co cmoponwl opeanos ciyxa

YacToTa HEM3BECTHA: BEPTUTO.

Co cmopoHbl cepoedHo-cocyoucmou cucmembl

Penxo: Taxukapausi.

Co cmopoHbvl nuweeapumenvHol cucmembl
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Heuacro: tuapes.

I'enamobunruapnuvle paccmpoiicmea

Penxo: meyeHodHass HEAOCTATOYHOCTH C M3MEHEHHEM (YHKIMOHAIBHBIX NMEYEHOYHBIX MPOO
(moBBIIIEHHE AKTUBHOCTH TPaHCAMMHA3, IETOYHOH docdaraspl, ramma-
riayTamuiITpaicdepasbl U OMIMpyOouHa).

Co cmoponwl kodrcu

Heuacro: cwinb, 3ya. Peako: kpanuBHuna. OueHb peaKo: aHTHOHEBPOTUYECKUH OTEK, CTOMKas
JIeKapCTBEHHasl H)pUTeMa.

Co cmoponbl MouegbiOeumenbHol CucnmemMbl

Ouenb pesiko: Au3ypus, 3Hype3. YacTora HeM3BeCTHA: 3a/IepiKKa MOYH.

Co cmopoHbl KOCMHO-MbIUEYHOU CUCEMDbIL!

YacToTa HEM3BECTHA: apTPAITHS.

Obwue paccmpoiicmea

Heuacro: acrenus, nenomoranue. Penko: nepudeprueckue oTex.

Hcceneoosarnus

Penko: moBeIleHHe Macchl Tela.

Onucarnue omoenbHbIX HexcelamelbHbIX peaKyull

[Tocne mpekpaieHuss TpUMEHEHHs LETHPU3UHA OBUIM OTMEYEHBI CliydaW 3yzaa, (B TOM 4YHCIe
WHTEHCHBHOTO 3y/ia) W/WJIA KPAIUBHHUIIBL.

OnoBemenne 0 MOOOYHBIX peakiysax: OOJbIIOe 3HAYEHHE HMMEET CHUCTeMa OIOBELICHHS O
I10/103peBaEMbIX TOOOYHBIX PEAKIIMAX MOCIIE PETUCTPAIMH JIEKApCTBEHHOTO Ipenapara.

DTO MO3BOJISIET BECTH HEMPEPBIBHBIH MOHUTOPUHT COOTHOIICHHS I0JIb3a/PUCK JIEKAPCTBEHHOTO
npemnapara.

Ilepeno3upoBka

Cumnmombvi

[Ipu omHoOkpaTHOM mpueme mpemnaparta B g03e 50 Mr HaOMOJAIHUCH CIIEIYIONHE CUMIITOMBI:
CIYTaHHOCTb CO3HAHHUs, JAHapesi, TOJIOBOKPYKEHHWE, TOBBLIIMIEHHAS YTOMIISIEMOCTB, TOJIOBHAs
00J1b, HEIOMOTaHUE, MUIPHA3, 3y, OECIIOKOHCTBO, C1ab0CTh, CeAaTUBHBIN 3P PEKT, COHTUBOCTD,
CTYNOpP, TAXUKAP/Usl, TPEMOD, 3aI€P)KKa MOUH.

Jleuenue: cpazy mocie mpueMa Iperapara - MPOMBIBAaHUE JKETyJKa MJIH CTHUMYJISIIUS PBOTHL
Pexomenayercs npueM aKTHBHPOBAHHOTO  yIJIs, HPOBEJACHHE CHUMITOMATHYECKOH H
noaepxkuBaroniei repamuu. Crnienuduyueckoro antuaora Het. ['emoauanu3 HeadheKTuBeH.
B3aumopeiicTBue ¢ APYrHMH JIeKAPCTBEHHBIMH CPeCTBAMH

Ha ocHoBanum aHanuza hapmakoJMHAMUKH, (papMaKOKHHETHKH LETHPU3MHA, B3aUMOJCHCTBHE

C JIDYTHMH JIEKapCTBEHHBIMH IIpernapaTaMi MaJOBEPOSTHO.
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He 6bU10 OTMEUYEHO 3HAYMMBIX B3aUMOEHCTBHI ¢ mceBa03deApHHOM M TeOGHUIHHOM (B J103€
400 Mr B CyTKH) B CTIEIHAILHBIX HCCIIEOBAHUAX JIEKAPCTBEHHOTO B3aUMO/ICHCTBUSL.
OnHOBpeMEHHOE IpPUMEHEHHE [IeTHPU3MHA C aJKOrojleM M JpYyrdMH IIpenaparami,
yraetatonivu  [[HC, Moxer cmocoOcTBOBaTh JaJbHEHIIEMY CHH)KEHUIO KOHIIEHTpAIHH
BHUMAaHHs M OBICTPOTHI peakiuii, XOTs LHETHPH3UH He ycuiuBaeT 3((PexT aakorois (Ipu ero
KOHIeHTpauu B kpoBu 0,5 r/1).

Ocobble ykazanusi

PexomeHn0BaHO cOOIIOaTh OCTOPOKHOCTh IPU NMPUMEHEHHH LETHPU3MHA OIHOBPEMEHHO C
AJIKOTOJIEM.

VY nanueHToB ¢ MOBPEXKICHHEM CIHUHHOTO MO3ra, IMIepIUIa3uei NpeacTaTelbHON Keesbl, a
TAK)Ke MPH HAJTMYMH JPYTHX IpeJpacroyaraloimux (akTopoB K 3a/epixKe Mo4H, Tpedyercs
co0JII0IEeHHE OCTOPOIKHOCTH, TAaK KaK LETUPU3HH MOXKET yBEIMYUBATh PUCK 3a/1€PIKKH MOYH.
OCTOpPOKHOCTD CIIEAYET COOIOAATh Y MAIlMEHTOB C AMUJIETICHEH W MOBBIIIEHHON CYIOPOXKHOM
TOTOBHOCTBIO.

[lepen Ha3HaYeHHEM aJUIEPrOJIOTHYECKUX NMPOO PEKOMEHJOBAaH TPEXTHEBHBIH «OTMBIBOUHBIN»
HEePUO/ BBUAY TOrO, 4T0 H| - rHCTaMMHOBBIX perenTopoB OJI0KaTOpbl HHTHOMPYIOT pa3BUTHE
KOXKHBIX aJUIEPIrHYECKUX PEaKIHii.

Iletupu3uH B TabieTkax, TMOKPHITHIX IUICHOYHOW OOOJIOYKOM, HE JO/DKEH Ha3HavaThes
NalMeHTaM C HAaCJIeJCTBEHHOM HENEepeHOCHMOCThIO TaJlaKTO3bl, HEAOCTATKE JIAaKTa3bl WU
CHHJIPOME ITIOK030-TaTaKTO3HOH MasibabcopOIHu.

[Tocne mpekpaieHusi TPUMEHEHHUS IETHPH3HHA MOXKET TTOSBUTHCS 3yl M/WIH KpalluBHHUIA, TAXe
€CITM 9TH CHMITOMBI OTCYTCTBOBAQJIM B Hayaje JIeYeHHs. B HEKOTOpBIX CIydasX CHMIITOMBI
MOTYT OBITh WHTCHCHBHBIMH M TpeOOBaTh BO30OHOBJICHHS NpHeMa LETHpH3MHA. CHMITOMBI
MCYE3al0T IPH BO30OHOBICHHH IIpHEMa uémpmnna. |
Jlemu

[letupusur B Qopme TabIETOK, MOKPHITHIX IUICHOYHOH 000JOYKOM, HE pEKOMEHAyeTCs
Ha3HauaTh JETAM J0 6 JIeT, TOCKOJIbKY JaHHas JieKapcTBeHHass (Gopma HE IO3BOJISIET
UCIIOJIb30BaTh IMOJAXOMAILYIO JIO3MPOBKY Yy OTOM BO3pacTHOM rpynmel. Pekomenmyercs
KCII0JIb30BaTh MEAUATPHUYECKYIO JIEKAPCTBEHHYIO hopMy (Karuiu i mpueMa BHYTPb).

Biusinue Ha ¢cnocoOHOCTH YNPABJISATH TPAHCIOPTHBIMH CPeICTBAMH, MEXaHH3MAMH

[Ipu OOBEKTHBHOH OLEHKE CIOCOOHOCTH K BOXIECHHIO ABTOTPAHCIIOPTAa W YIPABJICHUIO
MEXaHW3MaMH JIOCTOBEPHO HE BBISBICHO KaKHUX-THOO HEXEIaTEeNbHBIX SBJICHHH NpH IpUeMe
npenapara B peKoMeH1yeMoi 1o3e. OHaKO MalieHTaM C MPOSIBJICHUSIMHA COHJIMBOCTH Ha (oHE
npueMa rpenapara 1esiecoo0pa3Ho BO3/IEPKHUBATHCS OT YIPABJIECHHUS aBTOMOOMIIEM, 3aHATHSIMHA

IMNOTCHIIMAJIBHO OINIAaCHBIMA  BHJAMH  JACATCIBHOCTA HWJIA  YIPaABJICHUEM MEXaHU3MaMH,

10
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TpeOYIOLIMMHU MOBBIIIEHHON KOHIIEHTPAIlM BHUMAHUS U ObICTPOTHI IICUXOMOTOPHBIX PEAKIMM.

®opma BbINyCKA

TabneTku, MOKpHITHIE MJICHOYHOU 0005104K0i, 10 Mr.

ITo 7 wmm 10 Tabnerox 8 PVC/PVDC/AI 6mucrep. Kaxaprii 6immctep no 7 tabneroxk; no 1, 3, 6, 9
wi 10 6mucrepoB no 10 TabieTok BMecTe ¢ WHCTPYKIUEH MO NMPUMEHEHHUIO B KapTOHHYIO
Mayky.

YcaoBusi XpaHeHHS

XpaHuTh pH Temreparype He Boime 25 °C.

XpaHUTh B HEJIOCTYITHOM JUTSI IETEH MecCTe.

Cpok rognocru

3 rona.

He ucnonp30BaTh 0 HCTEYEHUH CPOKA FOJHOCTH, YKA3aHHOTO Ha YIAKOBKE.

YcaoBus oTmycka

Otnyckarot 6e3 penenra.

HOpuanyeckoe JiHI0, HA HMS KOTOPOI0 BHIIAHO PErHCTPAIIHOHHOE Y0CTOBepPeHHe
AO «Canodwu Poccus», Poccus.

IIponsBoauTen

3enTuBa K.c., Yemckas Pecriybmnmka.

VY kabenosusl 130, 10237, [Ipara 10, [Jonaun Mexomynsl, Yemckas PecriyGimka.
Opranu3zanus, NPHHAMAOMAS NPETeH3HH MOTPeduTe IeH

125009, Poccus, r. Mockga, yi. TBepckas, 22.

Tenedon: +7 (495) 721-14-00.

®akc: +7 (495) 721-14-11.

MeHnepxep 110 perucTpanuu ; E.B. Ycrunona



