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MHCTPYKLMA
10 MEAUIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara

BPUBHUAK

TOProBOC HAMMEHOBAHUE JIEKAPCTBEHHOT'O Mperiapara

TabJIETKH, IOKPBITHIE TNIEHOYHOH 000104Ko0ii 10 Mr, 25 mr, 50 mr, 75 mr,
100 mr

JekapcTBeHHas (opma, 103UpOBKa

I0CB ®apma CA, benbrus

HauMCHOBAHHUE NPOU3BOAUTEIIA, CTPpaHa

Nsmenenne No 1

[arta BHecenus M3meHeHns «

» o 20 T.

Crapas pepaxkuusi

Hogas pepaxuust

IIOBOYHOE JTENCTBHUE

Pestome npoduns 6e3onacHoCTH
bezonacHocTs npenapara bpusuak oreHuBaINn
y 2388 manueHToB, U3 KOTOphIX 1740
IIoJIydaau OpuBapaleTaM B TEUCHHE =6 Mec,
1363 mammenta — =12 Mec,

923 — =24 mecsmeB U 569 — =60 mecsiieB
(5 ner).

Haunbonee gacto (>10%) Ha poHe neyenus
OpuBapareTaMoM OTMEYaIA COHJIUBOCTD
(14,3%) m

rosioBokpy-xenue (11,0%). Ot
HEeXelaTelbHbIe JIEKapCTBEHHBIC PeaKIHH
(HJIP) oOBI4HO MMEITH JISTKYIO HJIH CPEIHIO0
CTEIEHb TsHKecTH. YacToTa pa3BUTHS
COHJIMBOCTH U yTOMIIsieMocTH (8,2%)
IIOBBIIIANIACH C YBEIMYCHHUEM T03bI MIperapara.
Bupl HeXxenaTenbHBIX peaKIui,
OTMEUaBIINXCS B TEYCHUE TIEPBBIX 7 JHEH
Tepanuu, ObLIN aHAJIOTUIHEI TEM, KOTOPHIE
PETUCTPUPOBAIIN Ha MPOTSHKEHUU BCETO
IIEpPUO/Ia JICICHHS.

YacroTa TOCpPOYHOTO 3aBEPIICHHS TePAITHU
BenencTeue pazputust HJIP coctasuna 3,5%,
3,4% u 4,0% y manuenTos,
PaBAOMU3HPOBAHHBIX JIJIS IOy YCHHUS
OpuBaparierama B 103ax 50 MI/CyTKH,

100 mr/cytkm 200 Mr/cyTKH,
COOTBETCTBEHHO; aHAJIOTUYHBIN TTOKa3aTellb B
rpymre mianedo cocrasun 1,7%. Haubomee
yvacteiMu HJIP, nmpuBoMBIIUMH K TOCPOYHOM

IOBOYHOE JEVMCTBUE

Pesrome mpoduis Ge30macHoCTH
bezonacHocTh mpenapara bpuBuak oreHHBaIH
y 2388 manueHToB, u3 KOTopeix 1740
noxyvann OpuBapaiieTaM B TeueHUe =6 Mec,
1363 mamuenta — =12 mec,

923 — =24 mecsaneB U 569 — =60 mecsreB
(5 ner).

Haubonee gacto (>10%) Ha doHe nedeHus
OpuBapareTaMoM OTMEYAIH COHIHBOCTE
(14,3%) u

ronoBokpysxenue (11,0%). Otu
HEeXeJlaTeIbHbIE JIeKapCTBEHHEIE PEaKIHH
(HJIP) 00br4HO MMeNny JIETKYIO WA CPEIHIO0
CTeIeHb TsDKecTH. YacToTa pa3BUTHS
COHJIUBOCTH M yTOoMIIsieMocTH (8,2%)
IIOBBIIIATACH C YBEJIMYEHUEM 0361 ITpernapara.
Bue! HexxenaTenpHBIX peaKIlni,
OTMEUABIINXCS B TEYCHUE MTEPBBIX 7 JTHEH
Tepanuy, ObUIN aHAJIOTUYHBI TEM, KOTOPHIE
PErUCTPUPOBAIIN HA MIPOTHKEHUH BCETO
[IepHoJa JICYCHHUS.

YacToTa 10CpOYHOT0 3aBEPIICHHS TEPAITHA
Besencreue passutust HJIP cocraBumna 3,5%,
3,4% u 4,0% y nanueHToB.,
PaHIOMU3UPOBAHHBIX JIJISI TIOTYYCHHUS
OpuBaparneTama B 103ax 50 MI/CyTKH,

100 mr/cytku m 200 mr/cyTKH,
COOTBETCTBEHHO; aHAJIOTHYHBIN TTOKa3aTelb B
rpynne mianedo cocrasui 1,7%. Haubonee
yvacTeiMu HJIP, nmpuBoiMBIIMMH K TOCPOIHOMN
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oTMeHe OpHBaparieTaMa, SBJIAINCE
romookpyxenwue (0,8%) u cynoporu (0,8%).
HJIP mpencrapieHsl B COOTBETCTBHUH C
HOpaXCHHEM OpraHOB M CHCTEM OPraHoOB
(MedDRA) u xiraccu(pUKaImei 1Mo 4acTore
BCTpEYAEMOCTH: 04€Hb YacTo ( =1/10); yacto
(=1/100, 5O < 1/10) 1 HewacTo (=1/1000, HO
< 1/100).

HNndexnuonnpie ¥ napasurapHble
3a00J1eBaHus

Yacmo:Tpumnn

Hapymenust co cTOpOHBI KPOBH H
JuMmbaTuuecKoil cHCTeMbI

Heuacmo: e TponieHus

Hapymienust co cTOpoHsI 0GMeHa BelecTB H
HTAHUSA

Yacmo: CHIKEHUE alllleTHTa

Hapymenust ncuxuku

Yacmo: nenpeccusi, TPEBOKHOCTS,
OeCCOHHHIIA, Pa3ApaKUTEILHOCTE

Heuacmo: cyununaibHble MBICTIH,
ICHXOTHYECKOE PACCTPOHCTRO, arpeCCHBHOCTS,
BO30YXXIeHHE

HapymeHnust co cTOpOHBI HEPBHOH CHCTEMBI
Ouenv yacmo: TOJOBOKPYIKEHHUE, COHIUBOCTH
Yacmo: cyoporH, BEPTHIO

HapymeHust co CTOPOHBI JbIXATEJILHOM
CHCTEMBI, OPraHOB IPYAHOM KJIE€TKH H
cpeIoCTeHus

Yacmo: nHGEKIHH BEPXHUX JBIXATEIEHBIX
HyTen, Kameianb

HapymeHHs co CTOPOHBI jKeTYA09HO-
KHIIEYHOI'0 TPAKTA

Yacmo: TomHOTa, PBOTA, 3AITOP

O0mue pacerpoiicTBa U HAPYIIEHHSI B
MecTe BBeeHHs

Yacmo: yroMisieMocTh

Onwucanne oTnensupx HIIP

Helitponenns otmeuena y 0,5% (6 uz 1099)
MAlMEHTOB, IONyYaBLUINX OpUBApaLeTaM, H Y
0% (0 u3 459) namweHTOB, M0IyYaBIINX
mnane6o. Y 4 U3 3TUX NaleHTOB KOJIHIEeCTBO
HEHUTPODHIIOB OBLTO CHIKEHHBIM HCXOTHO, U
OBLIO OTMEUECHO JabHEMRIIee CHIKEHUE
[IoKa3aTess Ha (oHE JIeUeHUs
OpusapaneramoM. Hu ojmu u3 6 ciaydaes
HEUTPOIIEHHH He ObIT CepPhEe3HbIM, He TpeOoBal
CIeUABHOTO JICYCHHS, HE IIPUBEIT K
NPEKPALICHHIO IpHeMa OpuBapaneTama i He
COMPOBOXAANCS HHOEKITMOHHEIMHI
OCIIOKHEHUSIMH.

CynnunansHele HaMmepeHus oTMedeHsl y 0,3%

OoTMeHe OpuBapanerama, sIBJsIIHCh
ronoBokpyxenue (0,8%) u cynoporu (0,8%).
HJIP npencraBiieHbl B COOTBETCTBHH C
MOPAKEHHUEM OPTaHOB M CHCTEM OPraHoB
(MedDRA) u knaccudukaruei mo gacrore
BCTPEYaeMOCTH: 04eHb vacTo ( =1/10); yacTo
(=1/100, HO < 1/10)  HeuacTo (=1/1000, HO
< 1/100).

HudexnnoHHbie H NapazdTapHbie
3a0oneBaHust

Yacmo . rpunn

Hapymenusi co cTOpOHBI KPOBH M
JuMpaTHIECKO# CHCTeMbI

Heuacmo: nefitponenus

HapymeHust co ctopoHbl 06Mena BemecTs H
NUTAHHASA

Yacmo: CHUXeHME aNIeTuTa

HapymeHust co cTOpoHBI MMMYHHOT
CHCTEMBI

Heuacmo: I'nuep4ayBCTBUTENLHOCTD 1-r0 THIIA
Hapymenust nenxuxu

Yacmo: nenpeccust, TPEBOIKHOCTS,
OecCOHHHIIA, Pa3PAKHUTENLHOCTE

Heuwacmo: cyuIunansHble MBICIIH,
MCUXOTHYECKOE PACCTPOUCTBO, arPECCHBHOCTD,
BO30YXKIIEHHE

Hapymienust co CTOpOHBI HEPBHOM CHCTEMBI
Ouenv yacmo: TONOBOKPYIKEHHE, COHIIMBOCTD
Yacmo: cynoporu, BEpTHTO

Hapymenusi co cTOpOHBI AbIXaTeJIbLHOMH
CHCTEMbI, OPTaHOB I'PYAHOI KIeTKH 1
cpeaoCTeHust

Yacmo: uaEKINN BEPXHUX JbIXATEIBHBIX
IIyTEH, Kalllellh

HapymeHHnsI cO CTOPOHDI K1y JOTHO-
KHIIEYHOI'0 TPaKTa

Yacmo: TOIHOTA, PBOTA, 3AII0P

O0mue paccTpoiicTBa M HAPYIIEHHUS B
MecTe BBeleHUus

Yacmo: yToMIsE€MOCTh

Onucanne otnenphbix HITP

Hetirponrenus ormedera y 0,5% (6 uz 1099)
TAIMEHTOB, II0IYYaBIINX OpuBapaneram, Uy
0% (0 u3 459) manueHToB, MOIYYABIIHX
mnane6o. Y 4 u3 3TUX ManueHTOB KOJIWMYECTBO
HEATPODHIOB OBLUTO CHUKEHHBIM HCXOIHO, U
OBIJIO OTMEUEHO JaibHEIIIee CHIKEHIE
[I0Ka3artess Ha (poHe eYeHus
OpuBaparieramoM. Hu oftus u3 6 ciaydaes
HEWTPOIIEHHH He OBLT CEphE3HBIM, He TpeGoBa
CIICIIHANBHOIO JIEYEHUS, HE TIPUBEIT K
IpeKpalleHuIo IpuemMa OpuBapaneTama u He
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(3 u3 1099) nanMEeHTOB, MOy YaBIINX
Opusaparieram, 1 0,7% (3 u3 459) nauuenTos,
noyyasumx mianedo. B pamkax
KPATKOCPOUYHBIX KITMHMYECKHX HCCIIENOBAHUM
npuMeHeHHs OpHBapaleTaMa y MalueHToB ¢
SIHIencuell ciiyuaeB caMoyOuiicTa u
CYHIMIANBHBIX TIOIBITOK HE OTMEYANH, OJHAKO
00a »THx ABJIECHHUSI 3aPETUCTPUPOBAHE B (hase
OTKPBITOTO IIPOJIEHHOTO HCCIIENOBAHHMS.
OTKpRITHIE IIPOJUICHHBIE HCCIIEOBAHNS
[Tpoduie Ge3omacHoCTH OpHBapaneTama B
KPaTKOCPOYHBIX IIAIE00-KOHTPOIUPYEMBIX
HCCIIETOBAHMIX OBLI COITOCTABHM C €r0
npodumeM 0€30MACHOCTH Y MAI[HEHTOB,
KOTOpEIe IIPOI0IDKAIN TIPHUMEHEHHE IIpernapara
B JUIMTENLHBIX OTKPHITHIX (pazax Ha
MIPOTSHKEHHUH 10 & JIET.

IIpumenenue y Oemeii

Jannsie 0 6e30MaCHOCTH IPUMEHEHHUS
OpuBapaiieTaMa B paMKax OTKPBITBIX
HCCIIEeJOBAHMH Y IeTel B BO3pacTe oT 1 Mecsna
10 < 16 nmet orpanuyeHbl. B o0mei
croxuaoctd, 152 pebenka (ot 1 mecaua a0

< 16 11eT) nonyyanu OpuBapaleTaM B paMKax
HccaenoBaHus hapMaKOKHHETHKA U
mocieayromero Haomoesus. Cornacso
HUMEIONTUMCS OTPaHUYEHHBIM JaHHBIM
HanOoJIee YaCTHIMU HEXKENATENbHBIMU
SIBIICHUSIMU, PACTICHEHHBIMH BPauOM-
HCCIIeIoBaTeNIeM KaK CBSI3aHHBIE C
npenaparoM, ObUIH COHMUBOCTE (10%),
CHIDKEHHBIH anmeTuT (8%), yTOMISEMOCTh
(5%) u camxenne Beca (5%). [Ipoduns
6e30TIaCHOCTH Y JIeTeH ObLI COMOCTABUM C
npoduiem OezomacHOCTH OpuBapaierama y
B3pOCTBIX. JIaHHBIE O BIIMAHHM Ha Pa3BUTHE
HEPBHOM CHCTEMbI OTCYTCTBYIOT. B HacTosmee
BpEMS OTCYTCTBYIOT CBEJEHHS O PE3yJIbTarax
KIMHUYECKOro MPUMEHEHMSI IIpenapara y
HOBOPOXICHHBIX.

IIpumenenue y nOHCUNBIX

U3 130 noxmwisIX NaueHToB, BKIIOYEHHBIX B
KIMHUYECKHE HCCIIeI0BaHus OpuBapaneTaMma
2-3 dassl (44 ¢ snunencueit), 100 nanuesToB
OpLIM B Bo3pacte 65-74 net u 30 manuenToB —
B Bo3pacte 75 — 84 ner. I[Ipoduns
Oe3onacHocTH OpuBapaneraMma OKasajics
CXOJHBIM y IAIEHTOB MOXHIIJIOrO BO3pacTa U
y 00JIe€ MOJIOJIBIX B3POCIBIX NAIUEHTOB.

COIIPOBOMKIANICS UHPEKIHOHHBIMH
OCJIO’KHEHUSIMH.

Cyunuaanbusie HamepeHus otMedernsl y 0,3%
(3 u3 1099) manueHTOB, OTYYaBIIHX
6pusaparieram, u 0,7% (3 u3 459) nanuenTos,
mony4aBInux mianedo. B pamkax
KpPaTKOCPOYHBIX KIMHHUECKHUX HCCIIETOBAHUI
IpUMEHEHHs OpuBapaneraMa y IHalueHTOB C
SMMJICIICHEN CITydaeB caMOyOmicTBa U
CYHIIMIATBHBIX TIOIBITOK HE OTMEYAIH, OJHAKO
00a HTHX SBIEHHS 3aPETUCTPUPOBAHBL B (hase
OTKPBITOTO TIPOJTIEHHOTIO HCCIIEIOBAHHSL.

Bo BpeMst KIMHUYECKUX HCCIIEN0BAHMMT,
peaKIiy, KITMHHYECKUE TPOSBICHHU KOTOPBIX
YKa3bIBAJIM Ha peaKIuy
UIEPYYBCTBUTENEHOCTH HEMENIEHHOTO THIIA
(I Tura), oTMedeHB! y HeOONBIIoro JKcia (9 us
3022) manueHToB, I0Jy4aBIIaX
OpuBapaleTam.

OTKpBITHIE MPOJUTCHHBIE UCCIEIOBAHMS
[Tpoduns GezonacHOCTH OpuBapalerama B
KPaTKOCPOYHBIX IJ1a11e00-KOHTPOIHPYEMBIX
HCCIeIOBaHuAX OBUT COTIOCTaBUM C €ro
npodrieM 6€30I1aCHOCTH y NAIMEHTOB,
KOTOPBIE IPOOIDKAIN IPUMEHEHHE IIpenapara
B JUIMTENBHBIX OTKPHITHIX (pa3ax Ha
MPOTSDKEHUH 10 8 JIET.

Ilpumenenue y oemeii

Jlarnble 0 6€30MaCHOCTH ITPUMEHEHUS]
OpuBapalieTama B paMKax OTKPBITBIX
HCCIIeIOBaHui y 1eTell B Bo3pacTe oT 1 Mecsna
10 < 16 et orpanuveHsl. B obmen
cnoxuoctd, 152 pebenka (ot 1 mecsaua 1o

< 16 ner) moyrydanyu OpuBapaneraM B pamMKax
HCCIIeIOBaHU (papMaKOKUHETHKH 1
nocneayoiero Habmonerus. CoriacHo
HMEFOIIAMCS OTPaHUYEHHBIM JaHHBIM
HamboJIee YaCThIMH HeXe1aTeNbHbBIMU
SIBJICHUSIMH, PACIICeHEHHBIMH BPaYOM-
HCCIIeIOBATENEM KaK CBSA3AHHBIE C
npernapatom, ObumH coHIHBOCTh (10%),
CHIDKEHHEIH anmeTut (8%), yTOMIISIEMOCTD
(5%) u cumxenue Beca (5%). [podpuns
0e30I1aCHOCTH Y JIeTel OBbLI COIIOCTaBUM C
mpoduiem 6e30macHOCTH OpHBapanerama y
B3pOCHbBIX. JIaHHBIE O BIUSHUK Ha Pa3BUTHE
HEpBHOMN CHCTEMBI OTCYTCTBYIOT. B Hacrosiee
BpPEMS OTCYTCTBYIOT CBEACHHS O Pe3ylIbTarax
KIIHHHYECKOTO TIPUMEHEHHS IIpenapara y
HOBOPOJXKICHHBIX.

Ipumenenue y nosicunvix

V3 130 moxumirsIx HAMHEHTOR, BKIIFOYCHHEIX B
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KIIMHAYECKUE UCCIIEIOBAHUS OprUBapalerama
2-3 ¢a3sl (44 ¢ snunencueir), 100 namuesToB
ObU1H B Bo3pacte 65-74 net u 30 manuesToB —
B Bo3pacte 75 — 84 net. [Ipoduin
Oe3omacHOCTH OpHBapaleTama oKaszaics
CXOJHBIM y IAIIMEHTOB IIOXKUIIOTO BO3pacTa u
y 6oJiee MOJIOJBIX B3POCTBIX MAIlMEHTOB.

CPOKT'OJHOCTH

3 roja.
He ucnons30BaTh Mociie AaThl UCTEYEHUS CPOKA
FOJHOCTH, YKa3aHHOW Ha YIaKOBKE.

CPOK I'OJTHOCTH

4 rona.
He ncnonb30BaTh nociie gaThl HCTEYEHHs CPOKa
rogHOCTH, YKaSaHHOﬁ Ha yl'IaKOBKe.

Hpe,HCTaBI/ITCJ'IB KOMIIaHHUH

J.A.bonnapp
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