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1. HAMUMEHOBAHHE JIEKAPCTBEHHOT'O IIPEITAPATA or Ol P I, A

I'EIl, 400 mr u 500 wmr, nuoduuusar AN NPUTOTOBJICHHS pacTBOpa Uil BHYTPHBCHHOTO H
BHYTPHUMBIIIIEYHOTO BBEACHUS

2. KAYECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

Kaxapi  duakoH ¢ auodMIM3aTOM  JUIS TPUTOTOBJEHWS pacTBOpa JUIs BHYTPUBEHHOIO H
BHYTPHUMBIIIEYHOTO BBeeHUs 400 MI CONEPXKHUT:

NeliCTBYIOIEe BEIECTBO: aJeMETHOHMH (B BHAE ajeMeTHOHHHa 1,4-Gyrammucynbponara) — 400 mr
(760 mr).

Kaxneli  ¢uakoH ¢ auodmiIM3aTOM JUls IPUTOTOBIEHHWS pPacTBOpa JUIs BHYTPUBEHHOIO H
BHYTPHMMBIIIEYHOTr0 BBeJIEHHUS SO0 MI' COZIEPIXKMUT:

JelicTByIOIee BEIEeCTBO: aJEMETHOHMH (B BHAE aneMeTHOHHHa 1,4-Oyranmucyibponara) — 500 mr
(949 wmr).

[TosHEIA MepeyeHs BCIOMOTaTeIbHBIX BEIECTB NPUBEEH B paszene 6.1.

3. JEKAPCTBEHHASI ®OPMA

JInohunusar y1si IPUTOTOBIICHUS PacTBOPA AJIsi BHYTPHBEHHOTO M BHYTPUMBIIICYHOTO BBEICHHUS.
JInodwumisar: THOGUIM3MpOBAaHHAS Macca OT 0Oeoro J0 JKelIToBaTO-Genoro uBera, cBOOOAHAS OT
IIOCTOPOHHHX YacCTHII.

PacTpopuTeNb: Mpo3pavyHas JKMAKOCTb OT OECBETHOro 10 ONEJHO-XENTOro LBeTa, CBOOOXHAs OT
IOCTOPOHHUX YaCTHII.

IIpHroTOBICHHBIN PacTBOP: MPO3PauHbIil pacTBOp 0e3 BUIUMBIX YAaCTHI[ OT OGECLBETHOTO 10 JKENTOrO

BCTa.

4. KIMHUYECKHE JTAHHBIE

4.1. IloxazaHus K NPUMEHEHHIO.

I'EIl noka3zan s JieyeHus B3pOCIBIX C:
— BHYTPUIIEYCHOYHBIM XOJIECTA30M IIPH MPEUUPPOTUYECKUX U IIUPPOTUIECKUX COCTOSHHSIX;
— BHYTPUIIEUYCHOYHBIM XOJIECTa30M NPH OEPEMEHHOCTH.

4.2. Pe:xuM J03UPOBAHHUS H CNI0CO0 NMPHMEHEHH.

4.2.1. Peoxcum 0o3uposanus

JleueHue mpenapaToM MOXET OBITh Ha4aTO C MApEHTEPaTbHOTO BBEAEHMs C IOCIEAYIOIIUM MEPEX010M
Ha NepOpaIbHBIN PHEM HIIH MOXET OBITh Cpa3y HayaTo ¢ NepOpaIbHOrO IIpHeEMa.

Hauanvnas mepanus

BHYTpUBEHHOE WIIM BHYTPHUMBIIIEYHOE BBEICHHE: PEKOMEHIyeMas J03a COCTaBiseT 5-12 Mr/Kr/cyT
BHYTPUBEHHO HJHM BHYTPHUMBIIIEYHO Ha MpPOTSHKEHMH IMEpBhIX 2 Henenb. OObIMHAs HayajbHas [103a
cocraBnsget 500 Mr/cyT, cyTodHas 03a He o/pkHa npeBbimath 800 mr.

Iloooepoicusarowas mepanus

800-1600 Mr B cyTKH B JIeKapCTBEHHBIX (popMax Ui mpuemMa BHYTpb. JJIMTEIbHOCTE TEPAITMH 3aBUCHUT OT
TSDKECTH M Te4eHHs 3a00JIeBaHuUs U ONpeIeNIAeTCS BpadyoOM HHIUBHIAYAIBHO.

4.2.2 Ocobvle epynnbvl nayueHmos
Ilayuenmuol nodcunozo o3pacma
KnuHnueckue uccrneoBaHUs aJeMETHOHWHA HE BKIIIOYAJIM JOCTATOYHOIO KOJIMYECTBA MAIIMEHTOB B
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BospacTe 65 JeT W CTapIle JUls ONpe/eIeH:s BOIMOXKHBIX OTIIHYMI B ICHCTBUN Nperfapara y TatHeHToB
JAHHOM BO3PAcCTHOM TIpPyNNIBl H Yy TalMeHToB Ooliee MOJIOLOTG-—BO3pacta: KIMHHYECKUH  OIBIT
IpEMEHEHHs TIpenapara He BHISBHJ Pa3iMuuii B OTBETC Ha TEPAHIO MEXIY NAlMCHTAMU MOXHUIOro
BO3pacTa U MalUeHTaMu 60Jiee MOJIOZIOro Bo3pacTa. -

ITayuenmoi ¢ HapyweHUeM QYHKYUY noYex

VIMeloTCs OrpaHHYEHHBIE KIMHAYECKHe JaHHbIE Y MIAlHEHTOB C HAPYIICHHOH (YHKIMEH MoYexK. [Tostomy
PEKOMEH/IyeTCs COBIOATh OCTOPOXKHOCTD Npy HasHaueHuu I'EIl naHHO# KaTeropuy MalHeHTOB.
ITayuenmol ¢ HapywieHUeM QYHKYUU neveHu

ITapameTps! (hapMaKOKMHETHKH aJ€METHOHHHA CXOJIHBI y 3/I0POBBIX JOOPOBOJBLEB M Yy MALKMCHTOB C
XPOHHYECKUMH 3a00JI€BAaHUAMH MEYEHH.

4.2.3 [emu u noopocmku
I'EIl He pekoMeHyeTcs IPUMEHSTh y AeTel U IMOAPOCTKOB (BO3pAcT 10 18 JieT) B CBS3M C OTCYTCTBUEM
JaHHBIX 0 0e30macHOCTH ¥ 3¢(EKTUBHOCTH B JAHHOH BO3PAcTHO#M rpymre.

4.2.4 Cnocob npumeHnenus

[IpenaparT BBOAAT BHYTPMMBILICYHO WM BHYTPUBEHHO. JIMOQUIM3HPOBAaHHBIH MOPOLIOK CIIEyeT
PacTBOPHTh B IIPHJIATa€MOM PpACTBOPUTENIE HENOCPEACTBEHHO INepen BBeaeHHeM. WHCTpykuuu 1o
pa3sBeJIEHUIO NpenapaTa fnepe;| BBeJeHHEeM IIPe/ICTaBIeHbI B pasziene 6.6.

4.3. IlpoTuBonoKa3zaHu1.

. [ToBelIeHHAsT YyBCTBUTEIBHOCTh K JAEHCTBYIOLIEMY BEIIECTBY HIH K BCIOMOIaTe/IbHBIM
BEleCTBaM, yKa3aHHBIM B paszene 6.1;
. y INalMeHTOB C TIEHETHYECKMMHM HApyLUICHWSMH, BIHSIOIMMH Ha LMK METHOHHHA W/HIH

BBI3BIBAIOIIMMH TOMONMCTHHYPHIO H/WIM THIEPrOMOLUCTEHHEMHUIO (HAmpUMep, aeULHT
IIMCTAaTHOHMH G€Ta-CHHTETa3bl, HapylueHne MeTaboiu3Ma BuTaMuHa B12).

4.4. Ocobble yka3aHHA H MepbI IPEJI0CTOPOXKHOCTH NPH NPHMEHEHHH.

. BHyYTpUBEHHOE BBEIECHHE aJEMETHOHHHA CJIEAYET OCYIIECTBIATH OYEHb MEIJIEHHO (CM. paszen
4.2.4).
. [Tockonbky mepunutT BUTaMHHA B12 M (onueBod KUCIOTHI MOXET IPUBOJUTH K CHUXKEHHIO

YPOBHS aJEeMETHOHHMHA, Yy MAIlUEHTOB IPYNIBI pUCKa (C aHeMMeH, 3a00JIeBaHUAMH MEYCHH,
OEepeMEeHHOCTBIO, BEPOSATHOCTHIO BUTAMMHHOW HENOCTATOYHOCTH, B CBS3H C JIPYTUMH
3a00JIeBaHHSAMH HJIH JHETON, HApUMEp, y BEreTapuaHleB) CIEAyeT IPOBECTH CTaHIapTHHIC
aHAM3Bl KPOBH JUIS OLEHKH COAEpXaHWs BHTaMMHOB B IUIasMe. EciM HeI0CTaTOYHOCTh
oOHapy)XeHa, pPEKOMEHIyeTCs INpHeM IHaHoKoOataMiHHa M ()OJMEBOH KHCIOTHI O Havaja
JIeYEeHHUs afleMETHOHHHOM HJIM OJHOBPEMEHHEIM IIPHEM C aIEeMETHOHUHOM (CM. pazzen 5.2).

. VY HEKOTOpBIX MAIlMEHTOB IIPH MPUMEHEHUHU aJeMETHOHHUHA MOXKET OTMEYAThCs FOJIOBOKPYKEHHE.
[TanuenTsl NOMKHBI OBITH OCBEJOMJIEHBI O HEOOXOJMMOCTH BO3ACPXKMBATHECA OT BOXKICHHS
TPaHCIIOPTHBIX CPEJICTB HIIH OT pabOTHI C MEXaHU3MaMH BO BpEMs JICUEHUS IIpenapaToM, BILIOTh
0 000CHOBAHHOTO IMOATBEPXKACHHS TOTO, YTO TEpamus aJAEMETHOHMHOM HE BBI3BIBAET Yy HHX
HapyIIeHHs CIIOCOOHOCTH K 3aHSATHSIM TaKOTO poJia AeATeNFHOCTH (cM. pasaen 4.7).

. Cyuyuoanvrvie MuLCIU/CyuyudaibHoe nogedenue (y NAYyueHmos ¢ CUMNMOMAMU O0enpeccuu)
Jlenpeccust CBsi3aHa C MOBBIIEHHBIM PUCKOM CYHI[MIATEHBIX MBICIIEH U caMoyOuiicTBa. DTOT PUCK
COXpaHSETCA O CTOHKOM peMHCCHH. YIIy4yIIEeHHE MOXET IPOM30UTH IOCIE HECKOJIBKHX HEIENb
neyeHus nenpeccud. [lanUeHTOB clieAyeT TINATENbHO HAOMIOAATh A0 Ppa3BUTHUS YIIyYIICHHS.
Hcxons U3 uMmeromerocs KIIMHUYECKOTO ONBITa, PUCK CYMLIMA MOXKET yBEJIIMYMBATHCSA HA PAHHUX
CTa/IUAX JICUYCHUS.

Jlpyrue HapylleHHs, IPH KOTOPHIX Ha3HA4YaeTCs aJeMETHOHUH, TAKXKe MOTYT OBITH CBS3aHBI C
TIOBBIIIEHHBIM PHCKOM CYHIUAAIBHOTO MoBeaeHus. KpoMe Toro, JaHHasi HaToJIOTHsS MOXET ObITh
CBSi3aHa C OCHOBHBIM JENPECCHBHBIM pacCTpOHCTBOM. [lalue€HTOB C JENpPECCHBHBIMH pac-



YCTPOUCTBAMH CIICJTYeT JICUUTD, co0II0/1ass MePBL IPEAOCTIOPOKHOCTHy, IPUHAMAEMBIC, BO BPEM
JICYeHHS TAIHEHTOB C APYTUMH ICUXHYECKAMH 3a00/CBaHHAMH.
[TauuenTs! ¢ CYMIMAATGHBIM TOBEJICHMEM B aHaMHE3e WIH Te, y KOTOPBIX HaOIIO A0 TCs
CyHMIUIAIbHBIE MBICIIH JI0 Havaja JICYECHHs, HMCIOT GOJBLINI PUCK CyHIHATBHBIX MBICICH WA
[IONMBITOK CaMOyOHMHCTBAa M JO/DKHBI HAXOMHUTBCA IMOA MOCTOAHHBIM HaOJIIOJICHHEM BO BpeMs
neueHus. MeTa-aHaIN3 KIMHAYECKAX MCCIIEA0BaHMA IO JICYCHHIO MCHXHYCCKHX paccTpoHcTB
[oKa3aJl, YTo NpPUMEHEHHE AaHTHIENPECCAHTOB II0 CPaBHCHHIO C wianebo y MNalMeHTOB B
BO3DACTHOM TIpymme A0 25 JeT CONPOBOXHACTCS IOBBINEHHBIM PHCKOM CYHIHMAAILHOTO
noBeseHus. IIpH Ha3HAYEHHH aHTHAEIPECCAHTOB HEOOXOMMMO TINATENBHOE HabJroieHue 3a
MaIlMeHTaMH, OCOOEHHO HA HAYaJIbHBIX CTAJUAX JICYCHHS U MOCJIC U3MCHCHHUA J103BL. ITarpeHTH! (a
TaKKe JMNA, OCYLIECTBISIONIHE yXOZ 3a MAIMEHTOM) JODKHBI OBITH MPEIYNPERKACHE O
HEOGXOIMMOCTH TIOCTOSHHOTO HAGIIONEHHS H HEOOXOAUMOCTH HEME/IEHHOTO MHPOPMHUPOBAHHS
JIeYaIero Bpaya B Cllydae, €CId OTMEYAIOMHUECs Y HUX CHMIITOMBI JIENPECCHH HE yMCHBIIAIOTCS
WIH yCyryOIsroTCs B IIpollecce JICYEHUs aJeMETHOHHHOM, a TaKXe B Ciydac U3MEHEHUI
MIOBEJICHUS, TIOSABJICHHS CYHIUAATBHBIX MBICTIEH.
AJIEMETHOHHH He PEeKOMEH/IYeTCs ISl IPUMEHEHHs Y TAIHEHTOB ¢ OUIONSPHBIM PacCTPOHCTBOM.
[TomydyeHs! COOOIIEHHs O CIOydasX Pa3BUTHA y IALMEHTOB, IPH JICUCHUH aJCMETHOHHHOM,
nepexo/ia OT JAENPECCUH K TMIIOMaHUH UIIX MAaHUH.
WMmeercs ojgHa nMTepaTypHas myONMKanuMss O CEPOTOHHHOBOM CHHIApOME Yy MNallMCHT4,
NPYHAMABIIEr0 AJEMETHOHMH M KioMHnpamuH. CyuTaercs, 4TO TaKoe B3aUMOJICHCTBHUE
BO3MOXKHO, CIIEAYET COOJIIOAATH OCTOPOXKHOCTD NIPU OJIHOBPEMEHHOM Ha3HAa4Y€HUH a/ICMETHOHHHA
C CeNeKTHBHBIMH MHrHOMTOpaMu obpartHoro 3axsara ceporoHnHa (CHMO3C), TpUIMKIHIECKUMH
AHTHJENpPECCAaHTaMH  (TaKMMH KaKk KJIOMMIIPaMHH), PaCTHTEJBHBIMH  NpernapaTtaMd U
JIeKapCTBEHHBIMH TPENapaTaMi, COAEPXKaIMMH TpUnTodan (cM. paszen 4.5).
CyIecTByeT MHOXECTBO MEJUKAaMEHTO3HBIX CPEICTB JUIs JICYCHHs JCHPECCHH, U MAlHCHTaM
ClleyeT IPOKOHCYJBTHPOBAThCS CO CBOMM BpadoM Uil BbIOOpa ONTHMAIBHOH TEpAIy.
[lamuenTsl JOJDKHBI OBITH OCBEIOMIEHBI O HEOOXOAMMOCTH HMH(POPMHpOBATH CBOEro Bpadya B
Ccllyyae, €I OTMEYAIOIUECs Y HUX CHMIITOMBI IEIPECCHHU HE YMEHBIIAIOTCS HJIH ycyryousrores
B IIPOIIECCE JICUCHHS aZIEcMETHOHHHOM.
Y NanmueHTOB C JENpeccHell UMeeTCs IOBBINICHHBIH PUCK CaMOyOHMACTBA M JPYTUX CEPhE3HBIX
HeXeJIaTe/IbHBIX SBJIEHHH, I[MO3TOMY BO BpeMs JICUYEHHs aJE€METHOHWHOM TaKHE IAlHCHTBI
JIOJDKHBI HAXOAUTHCS IMOJ MOCTOSHHBIM HaOJIOJCHHEM IICHXMATpa Ul aJeKBATHOW OLEHKH H
JICUCHHSI CAMIITOMOB JIETIPECCUH.
Coobmanock 0 CaydasX BHE3AIHOTO IMOSBJICHUS MM HapacTaHHs OECIOKOMCTBA y NalMEHTOB,
IOJTy4aBIIMX JIEYEHHE aJEMETHOHHHOM. B OOJIBIIMHCTBE CiIy4acB NpPEPBIBAHHMA TEpalmvud HE
TpeGoBaock. B HEKOTOpPBIX ciydasx OECIOKOMCTBO MPOXOAMIO IIOCIE CHHIXKCHHS O3Bl
Tnpernapara Wi IpeKpalleHus TeparyH.

. Bnusnue na pe3yromanm onpedenenus 20 MOYUCMeUHa UMMYHONOSUYECKUMU MEMO0aMU
B ciyyae mnpuemMa aJeMETHOHMHA MOXET HaOMoJaTbCs JIOXKHOC MOBBIICHHE YPOBHS
rOMOIIMCTENHA B IJIa3M€ KPOBH, IOCKOJIBKY aJIEMETHOHMH BJIMSET HA PE3yJbTaThl ONpPECICHUSA
FOMOIUCTEMHA METOJOM HMMYHOJIOTHYECKOr0 aHanu3a. TakuM o0pa3soM, y [MalHeHTOB,
IOJIYYAIOIINX JICYCHHEe aJIeMETHOHUHOM, U ONpPEAECNICHUS YPOBHS TIOMOLIMCTEHHA B IUIA3ME
KPOBH PEKOMEHYETCS UCIOIb30BaTh HEHMMYHOJIOTHYECKHE METO/IBI.

4.5. BsaumopgeiicTBHe ¢ [PYrHMHM JIEKADCTBEHHBIMH TNpenapaTaMH M JApyrue ¢opmsi
B3aHMO/eiicTBHS.

Coo01manock 0 CEpOTOHMHOBOM CHHJIPOME Yy NMAalMEHTa, IPMHAMABIIErO aJIEMETHOHUH U KJIOMUIIDAMUH.
CunraeTcs, 4YTO Takoe B3aUMOJECHCTBHE BO3MOXHO, CJEIyeT COONoJaTh OCTOPOXXHOCTb IIpH
OIJHOBPEMEHHOM HA3HAYEHMHM AaJEMETHOHMHA C CEJCKTHBHBIMH HMHIHOMTOpaMH OOpaTHOro 3axBaTa
ceporonnHa (CHUO3C), TpHUIMKIMYECKAMH AaHTHIENpPECAHTaMH (TaKUMH  Kak KJIOMUIIPAMHUH),
PACTHTENEHBIMH TPENapaTaMy ¥ JEKapCTBEHHBIMH TIpenapaTaMi, COAEPXKaIUMu TpunTodaH (CM. paszien
4.4).



4.6. ®epTHIBLHOCTH, 6€PEMEHHOCTD H JTAKTALHL.

Fbepemennocmo

TIpHMeHeHHe TepaneBTHYECKUX /103 aJIEMETHOHMHA Y JKEHIIHH B TOCICHEM TPUMECTPE OepeMEHHOCTH
He IPHBOIMIO K Pa3BUTHIO KaKMX-TM6O0 HEGNArompusTHbIX 3(deKTos. [IpumMeHEHHE aJIEMETHOHHHA B
IIepBOM TpHMeCTpe GePEMEHHOCTH JOIYCKAETCs TOJIBKO B CIIydae KpaiHeH HeoOXOIMMOCTH.

Ilepuo0 2pyoH020 6CKAPMAUBAHUA

IIpuMeHeHe aJeMETHOHHHA B IIEPHOJl KOPMJIEHHs IPYABIO JIOIYCKAETCs TOJIBKO B TOM Ciyvdac, €cii
oHaeMast [OJIb3a IS MaTepH MPEBBIIAET OTEHIHATBHBIH PUCK 1UIs peOeHKa.

4. BausiHMe HA CIOCOGHOCTH YNpAaBJeHHs TPAHCHOPTHBIMH CpeICTBaMH H paboTaTh ¢
MeXaHH3MaMH.

V HEKOTOpHIX NAIXEHTOB IPH NPUMEHEHHH aJEMETHOHHHA MOXET OTMEYaThCs IOJIOBOKPYXCHHE.
[TanueHTHl [JOJDKHBI OBITH OCBEAOMJIEHBI O HEOOXOAMMOCTH BO3JEPXKHUBATBCA OT BOXICHHA
TPaHCIIOPTHBIX CPEACTB WM OT paboTHI C MEXaHW3MAaMU BO BpeMs JICUCHHMS IpPENapaToM, BIUIOTH 10
060CHOBaHHOIO IOATBEPXKICHUS TOTO, YTO TEpanus aJEMETHOHHHOM HE BBI3BIBACT y HHX HapyIICHHA
CIIOCOGHOCTH K 3aHATHSM TAaKOTO POJia JeSTENBHOCTHIO (CM. paszien 4.4).

4.8. HexkenareJibHbIe peaKIHH.

Coo6manock 0 clydasx pa3sBUTHs 3aBUCMMOCTH WJIX JIEKapCTBEHHOH 3aBUCUMOCTH. Pe/iko, B OCHOBHOM Y
0c060 YYBCTBHTENIBHBIX IIAI[MEHTOB, aJEMETHOHMH MOXET BBI3BaTh HApyUIEHHs pHTMa COH-
6oapcTBOBaHUE.

[TosydeHs! cOOOMIEHHs O CIydYasX CYHIMAATBHBIX MBICJIEH/CYHIUIAIBHOTO MOBEACHHS Y MALUCHTOB C
JIETIPECCHBHBIM CHHAPOMOM (cM. paszen 4.4).

Bo BpeMms KIMHHYECKMX HCObITanuii Gonee 2100 NalMEHTOB MOABEPrajlvCh BO3NCHCTBHIO aje-
meTHoHMHa, HanGoee yacThIMU HeXXeTaTebHBIMH PEAKIUSIMH BO BPEMSI JICUCHHS aJIEMETHOHMHOM OBLIH
royioBHasi 60Jib, Tuapes ¥ TOLIHOTA.

B TaGnuue yka3aHbl HEXeNaTeNbHbIE PEAKIWH C yKasaHHEM 4acTOThl, OOHapyXXCHHBIC KaK BO BpeMS
KIMHHYECKHX MCIOBITAaHMM aneMeTHoHMHa (m=2115), Takx M 1o pe3yibraTaM IOCTMapKETHHIOBOIO
IPAMEHEHHUS («CTIOHTAHHBIE» COOOINEHHU).

YacToTa yka3aHa CJICAYIOIUM 00pa3oM:

Ouens yacto: > 1/10;

Yacro: ot > 1/100 mo < 1/10;

Heuacro: ot > 1/1000 mo < 1/100;

Penko: ot > 1/10000 mo < 1/1000;

Ouens penko: < 1/10000;

HeunsBecTHO: HE MOXET OBITH OLICHEHA HA OCHOBAaHUH MMEIOIIUXCS TaHHBIX.

CHCTEeMHO-OPraHHBbIN Kj1acc YacroTa [HexenaTebHAS peaKius
Mudexuuyn u HHBa3UU HEYyacTo MHGEKIHUsS MOYEBBIBOAALIMX ITyTEH
[Mcuxuarpuyeckue HapyIIeHUS 4acTo TpeBora, 6ecCOHHUIA
HEYacTo KUTAIHS, CITyTAHHOCTH CO3HAHHUS
penxo CyMIIMIa]IbHBIE MBICITIH/CYHIIIIATBHOE MOBEEHHUE
(cM. pa3zen 4.4)
Hapymenuss co CTOpOHBI HEpBHOH [4acTo royoBHas 6011k
CHCTEMBI HEYacTo rOJIOBOKPYXKEHHUE, TapecTe3us
Hapymenus co cTopoHBI cepAana HEM3BECTHO (CEPAEYHO-COCYUCTBIE PACCTPOHCTBA
Hapymenust co CTOPOHEI |HEYacTo 0OTEeK ropTaHu™
NBIXaTeJIBHOW ~ CHCTEMBI, OpraHoOB
IPYAHOM KIETKH ¥ CPEAOCTECHHUS
HapymeHust Co CTOPOHBI COCY/I0B HEYacTo (TIPUIMBEI», apTepHAIbHAs THIIOTEH3Us, (eOuT




DKenymo4Ho-KUIIeUHbIE HAPYIICHH  [4acTO 60JIb B )UBOTE, AHAPES], TOIIHOTA
HEYacTo CYXOCTh BO PTY, MMCHEMNCHs, METCOPH3M, PBOTA,
eNyI0YHO-KHUIICYHbIe OO | | IKCITYN0THOA
WINEYHBIE PACCTPONCTBA, XKEIYIOYHO-KHIIECYHBIC
POBOTEUYEHHUS
peaKo B3yTHE JKHBOTA, 330(harutT
Hapymenuss coO CTOPOHBI NEYEHH H |PEAKO MEeYeHOYHas KOJIMKa
R EIEEREHOII Iy Tee HEM3BECTHO _ [IMPPO3 IIE€YCHH
HapymieHuss cO CTOPOHBI KOXH U [4acTO [KOXKHBIH 3y11
TIOZKOXKHBIX TKaHEH HEYacTo MIEPTHApO3,  AHTMOHEBPOTHYECKHH  OTEK™,
Jll;O)I(HBIC a/yleprudeckue peaknuu (Harmpumep,
CBINb, 3y/l KPAIIMBHUIIA, SpUTEMA)™
HapymieHus co CTOPOHBI MBILIEYHOH, |HEYACTO ApTpaITUs, MBILIEYHBIE CIIA3MBbI
CKEJIETHOH M COeIMHUTENbHON TKaHH
Hapymenuss co CTOPOHBI MMMYHHOH |HEYacTo peaKuu THIIePYyBCTBUTEIBHOCTH, aHa-
CHCTEMBI (unakronaHas peakuus WM aHaduIakTHYECKas
peakuuss  (HampuMep,  THIEPEMHs.  KOXHBIX
IIOKPOBOB, OABIIIKA, OpoHXOCNa3M, 60K B CIHHE,
omrymenne auckompopra B 00IacTH TIPyAHOH
KJIETKH, HW3MEHEHHE apTEPHabHOrO [aBJICHHS
(aprepuanbHas THIOTEH3HUs, apTepUanbHas TI'H-
MEPTEeH3Us]) WIM M3MEHEHHE YacTOThI CEpICHHBIX
cokpamenui (Taxukapaus, Gpaguxapaus)*
OO1mue paccTpoiCTBa M HAPYLIEHHS B |HEYACTO acTeHusl, OTEK, 03HO0*, IMXopaKa
MECTE BBCIICHUA peako [HEIOMOTaHHUE
HEU3BECTHO CHMIITOMBI PHUIINA

* HexenaTelbHBIE pEaKIUH, BBIABICHHBIE IpPH IIOCTMAapKETHHIOBOM IPUMEHEHHH aJeMETHOHHHA
(«CIIOHTaHHBIE» COOOIIEHHU), HE HAGIOAABIIMECS B XO€ KIMHAYECKHX HCCIIEeI0BAHMH, ObLIM OTHECCHBI
K YHCJIy HEXellaTeJbHBIX PeaKkIMil ¢ YacTOTOH BCTPEYaEMOCTH «HEYACTO» HAa OCHOBAaHMM TOro, 4TO
BepXHUit npesien 95% NOBEPUTENHHOrO MHTEPBANA OLEHKH BCTpedaeMocTH He npesbnmaer 3/X, rae X =
2115 (o61mee KOIMYECTBO NALMEHTOB, YIACTBOBABIIMX B KIIMHAYECKHUX HCIBITAHHUAX).

Coob1eHue o Mmoao3peBaeMbIX HEXKEIATEIbHBIX PEaKIIUIX

BaxxHo coobmark o MOA03PEBACMBIX HEXEIATEIBHBIX PEAKUMAX IIOCIE PETrHCTpalHH JICKApCTBCHHOI'O
npenaparta € LEJIbIO obecnieyeHus HENPEPEIBHOIO MOHMTOPHUHIa COOTHOIIECHHS <«I10JIb3a — PHCK»
JICKApCTBCHHOI'0 IIperiapara. MeauuHCKUM paGOTHI’IKaM PEKOMEHIOYETCA coobmare 0 JIOOBIX
MOJO3PEBAEMBIX HEXEIATEJIbHBIX PEAKIHUAX JIEKAPCTBEHHOrO ITpernapara 4€pe3 HalMOHAIbHYIO CUCTEMY
COOOIIEHHS 0 HeXeIaTeIbHBIX PCaKnuiAX:

VII «lleHTp 3KCIEPTH3 ¥ HMCIBITAHUN B 3[PABOOXPAHEHHH»: C HCIONB30BAHHEM (OPMBI M3BEIIECHHUS O
HEeXeJaTeNIbHOM peakiuy Ha caiite www.rceth.by; mo anektpoHHO# noute repl@rceth.by; nim no aapecy:
Toapumeckuii nep. 2a, r. Munck, 220037, Pecriyonuka benapycs, Ten/dakc: 242-00-29.

4.9. Ilepeno3supoBka.

ITepeno3upoBKka aJeMETHOHHHA MAaJOBEpOATHA. B ciydyae mepefo3sHMpOBKHM Bpau JOJ/DKEH CBS3aThCA C
MECTHBIM TOKCHKOJIOTHYECKHM IIEHTPOM. B 1esiom, npu nepefo3upoBKe peKOMEHIyeTCs HabJIOACHUE 3a
MaldeHTaMl ¥ CHMITOMAaTHYECKask TepaIusl.

5. DAPMAKOJIOTMYECKHE CBOMCTBA



5.1. ®apmakogMHAMHYECKHE CBOMCTBA.
dapmakoTepaneBTHYeCKas rpynmna: AMHHOKHCIOTBI U UX TIPOU3BOJHBIC. Kon ATX: A16AA02.

S-aeH03wI-M-MeTHOHMH (aeMETHOHHH) SBIISETCS aMHHOKHCIIOTOH, MPUCYTCTBYIONICH, MPAKTHYECKH,
BO BCEX TKAHSAX M JKHAKOCTSAX OpraHu3Ma. AJIEMETHOHHH, TJIaBHBIM 00pa3soM, y4acTBYeT Kak KoepMeHT
¥ IOHOP METAJBHOH IPYIIIBI B PEaKLHsIX TpaHCMETHIMpoBaHus. [Iporecc nepeHoca METATBHON TPYIIIEI
TaKKe 3HAYMM U1 GOPMHEPOBAHHMS (OChOTUIHIHOTO ABOHHOTO €10 MEMOPaH KIETOK, H CIIOCOOCTBYET
MIACTHYHOCTH MeMOpaHBL AJIGMETHOHMH MOXKET NPOHHKATh depe3 reMatodHuedamuyeckuii 6apeep, 1
OIIOCPENOBAHHOE AJEMETHOHHHOM TPAHCMETHIMPOBAHHE HIPACT BaXHEHINYI0 PONb B 00pa3OBaHUH
HEMPOTPAaHCMUTTEPOB B LEHTPAJIbHOH HEPBHOM CHCTEME, B TOM 4YHCJIE KaT€XOJaMHHOB (modamuna,
HOpaJpeHAIHHa, apeHAINHA), CEPOTOHHHA, MEJIATOHUHA ¥ THCTAMHHA.

AJIEMETHOHHH TaK)e SBJIAETCS IPEJUIECTBEHHAKOM B Iporecce o6pazoBaHHsi (PHU3MOIOTHIECKH
aKTHBHBIX CyIb()AaTapOBAaHHBIX COEMMHEHMH (LMCTEMHa, TaypWHA, TIyTaTHOHA, KOJH3MMAa A, W T.IL)
IIOCPENCTBOM TpaHccyabdypanuu. [myraTHoH, Haubojee aKTHBHBIA aHTHOKCHIAHT IEYEHH, UrpaeT
B@XHYIO POJIb B IPOIECCaX JETOKCHKAIUH. AJIEMETHOHHH IMOBBIIACT YPOBHU ITyTaTHOHA B IEYCHH Y
MALMEHTOB C e¢ 3a00JIeBaHMAMM AQIKOTOJBHOW M HEAIKOroJbHOH sTHONOTMH. B Merabomusme H
BOCIIOJIHEHHH 3allacoB aJEMETHOHMHA BXKHYIO POJIb MIPAIOT TaKHe BELIECTBA, Kak (oaTel U BUTAMHH
B12.

5.2. ®apmakokHHeTHYECKHE CBOMCTBA.

Bcacvisanue

dapMaKOKMHETHYECKHH TPOUIb aJlEeMETHOHHHA, IIOC/IE BHYTPUBEHHOIO BBEJICHUS Y YEJIOBEKA, ABJIACTCA
IBYX(a3HBIM, H COCTOUT U3 (a3sl GBICTPOrO paclpesieeHUs B TKaHAX U (a3bl KOHEYHOTO BBIBE/ICHHUS, C
TIEPHOJIOM TIOJTyBBIBEIEHHS IIPOJODKUTENIBHOCTBIO 0KOJIO 1,5 waca. [lociie BHYTpUMBIIIEYHOTO BBEICHHUS
HabJIo1aeTcs MPAKTHYECKH MojHas abcopbuus amemernoHuHa (96%); MakcHMalbHBIE KOHIEHTPAlUH
alleMETHOHMHA B IUIa3ME€ KPOBH JOCTHTAlOTCS MPHOJNM3UTENBHO depe3 45 MHHYT. MakcumanbHas
KOHIIEHTpallMs B IUIa3ME KpPOBH IMOCIE MEPOpaJbHOrO0 IpHEMa SBIAETCS J0303aBHUCHMOH, C
MaKCHMaJIbHEIMH KOHIIEHTPAIUAMH B IJIa3Me KPOBH, cocTaBisBIUMH 0,5-1 Mr/i yepe3 3-5 4yacoB mocie
onHokparHoro mpuema B no3ax oT 400 mo 1000 mr. KoHueHTpanuu B Ijia3Me€ KpOBH CHYDKAMCh 10
HCXOIHOr0 YPOBHS B TeueHHe 24 yacoB. BUOJOCTYIHOCTD NpenapaTa BO3pacTaeT MU NPHEME HaTOIaK.
Pacnpeoenenue

O6neM pacnpenenenus coctasui 0,41 u 0,44 J/Kr npu NpUMEHEHHH afieMEeTHOHMHA B J03aX 100 mr u
500 mr, coorBeTcTBeHHO. CTENEeHb CBA3bIBaHUS C OeKaMu IJ1a3Mbl KPOBU HE3HAYUTENILHA H COCTaBIISIET
< 5%.

Memabonuzm

Peakiuu cuHTE3a, YTHIM3AlMH U PECHHTE3a aJIEMETHOHWHA IIONY4YHJIM Ha3BaHHE aJIEMETHOHHMHOBOIO
mukita. Ha mepBoM sTame [JAaHHOrO IMKJIA AJEMETHOHHMH BBICTYIIA€T B KadecTBe cyOcrpara Juisd
aJIeMETHOHHH-3aBUCHMBIX METHJIa3, 00pa3yromux S-aleHO3WI-TOMOLUCTEHH. S- aIeHO3H/I-TOMOIIUCTEHH
1OJ ACHCTBHEM S-aZIecHO3MJI-TOMOLMCTEMH-TUAPOIA3hl THAPOIU3YETCS 0 FOMOLUCTEHHA ¥ a/ICHO3UHA.
3aTeM TOMOLKCTEHH BHOBH MpeobpasyeTcsi B METHOHHH C TMEPEeHOCOM METalbHOH TIpymlmsl OT 5-
Metunrerparuapodonara. HakoHen, mMeTHOHHH mnpeoOpasyercss oOpaTHO B aNeMETHOHMH, 3aBeplias
1120 9) 8

Buvigeoenue

OKCKpelus y JoJeil HeMeTaOOJIM3HPOBAHHOIO aJeMETHOHMHA cocTaBmia ¢ Modoi 15,5 + 1,5% w
sKcKpenus ¢ dpexanuamu - 23,5 + 3,5%. [Ipubnu3utenbHO NOJTOBHHA KOJIMYECTBA BBOJAMMOrO IIpemnapara
BBIBOJUTCS 0€3 U3BMEHEHUI C MOYOH.

Dapmakokunemuka 8 0cobbIX 2pynnax nayueHmos

Hapywenue ¢pynkyuu nevenu

dapMaKOKHHETHYECKHE MapaMeTphl Yy 3I0POBBIX JOOPOBOJBIEB M Yy MAIHEHTOB C XPOHHUYECKUM
3ab0neBaHNEM [IEUEHU CPAaBHUMBI.

6. DPAPMAIIEBTUYECKUE CBOMCTBA



6.1. Ilepeyens BcrioMoraTe/ibHbIX BeIeCTB.

Kaxxnplil (1akoH ¢ paCTBOPUTENIEM CONEPKHT:
L-nmu3uH (B Buje L-1M3uHa MOHOTHIpaTa)
HATpHsI THAPOKCHT

BOJIa JUISI HHBEKIUH

6.2. HecoBMeCTHMOCTb.

T'EIl He crneayeT cMEIMBATH CO IIEJIOYHBIMU PACTBOPAaMH M PACTBOPAMH, COJACPXKAIIUMHU HOHBI KaJIbLIHA.
JIaHHBIH EKapCTBEHHBIH IMpemapar He CleyeT CMEIMBATh ¢ APYTHMHU JIEKapCTBEHHBIMH MperapaTaMH,
3a HCKJIIOYEHHEM YIIOMSIHYTBIX B paszere 6.6.

6.3. Cpok rognocrm.

2 roxa.

C MHKpPOOGMOJIOrHYECKOH TOYKH 3PEHHs IPUTOTOBJIECHHBIM pAacTBOp MOJUIC)KUT HEMEAJIEHHOMY
npuMeneHuro. Eciiu npenapaTt He BBEJEH HEMEITIEHHO, XpaHEHHE FOTOBOrO K MPUMEHEHHMIO IIpenapara 1
obecrieyeHHe YCIOBUHM 10 BBECHHUS ABJISICTCS OTBETCTBEHHOCTBIO MOJIb30BATEIS.

6.4. Ocobbie Mepbl MPeIOCTOPOKHOCTH NPH XPAHEHHH.

XpaHUTh B OPUTHHAIBHOM yIIakoBKe IpH TeMiepaType He Boie 25 °C.
VcoBHs XpaHeHHs IPUTOTOBJIIEHHOTO PacTBOpa yKa3aHsl B pasziene 6.3.

6.5. XapakTep u coaepkaHHe NEPBHYHON YIAKOBKH.

ITo 760 mr (s no3upoBku 400 mr) wiau 949 mr (uist no3upoBku 500 Mr) nHoduIu3aTa BO (IaKOHBI U3
GeCLBETHOr0 HEHTpaNbHOro crekna Tumna I, o6bemoM 10 MII, YKyHOpPEHHBIE PE3MHOBBIMH MPOOKaMH C
TIOMHHHEBBIMH KOJIIMTAYKaMHU I KOMOMHHAPOBAaHHBIMH.

PacTBopHTENs MO 5 M BO (IaKOHBI W3 GECIBETHOro HeiTpaibHOro cTekna Tuma I, o6beMom 6 M,
YKYIIOpEHHBIE PE3HHOBBIME POOKAaMH C ATFOMUHHEBBIME KOJITMAaYKaMU WM KOMOHHUPOBAHHBIMH.

5 ¢makoHOB ¢ MHOPUIH3ATOM U 5 (JIAKOHOB C PACTBOPUTENIEM BMECTE C HHCTPYKIUEH 110 MEAUIIUHCKOMY
NPUMEHEHHIO TIOMEIIAIOT BO BTOPHYHYIO YMAKOBKY (IayKy) M3 KapTOHa KOPOOOYHOIO ¢ KapTOHHBIM
BKJIA/IBILIEM IS (PUKCAIMH (PIIAKOHOB.

6.6. OcoOble Mepbl MPeIOCTOPOKHOCTH NPH YHHYTOXKEHHH HCIO0JbL30BAHHOIO JIEKApCTBEHHOIO
npenapaTa WiIH OTXOJO0B, IOJIy4eHHBIX IOCJe NMPHMEHEHHH JEKAPCTBEHHOr0 MNpenapara HWJIH
pabdoThI ¢ HUM.

JInohunM3upoBaHHbIA MOPOIIOK CIEAYET PpacCTBOPUTH B NPUJIAraéMOM PAacTBOPMTEIE HEMOCPEICTBEHHO
nepen BBeneHHEM. [ MOJHOrO pacTBOPEHHA JHOPHIM3HPOBAHHOIO MOpOIIKa (IAaKOH HEOOXOMHMO
SHEPTUYHO BCTPSXHYTh. COOTBETCTBYIOINYIO 03y IpenapaTa Ul BHYTPUBEHHOIO BBEICHHS Jajiee
JOIyCKaeTcss pacTBOpUTh B 250 Mu ¢u3mosoruyeckoro pactsopa WiaM 5% pacTBopa IUIIOKO3BI H
MEJIEHHO BBECTH B T€YeHHE 1—2 4acoB.

Ocrarok mpenapara J0JIXKeH OBITh YyTHIH3HPOBaH.

B ciyqae, ecnu mo(HMIM3HPOBAHHEIM MOPOIIOK UMEET LIBET, OTIMYHBIN 0T 6€JI0ro 0 JKeaToBaTo-0e1o0ro
nuBeTa (BCIEACTBHE TOBPEXICHUS (GIIakOHA WM BO3JEUCTBUS BBICOKMX TEMIIEpaTyp), INpenapar
HCII0/IB30BaTh HE pekoMeHnayetcs. [lepen BBeneHHeM pacTBOp ClELyeT NMPOBEPUTH Ha IPO3payHOCTH U
HaJIM4Y¥e BHIMMBIX 4acTHL. [IpHroToBlIEHHBIH pacTBOpP JODKEH OBITH NpO3pavyHbIM (I[BET pacTBOpa OT
O€cIBETHOrO 10 JKENTOr0) U HE COAEPKATh BUIMMBIX YaCTHIL.

6.7. Ilopsimok oTmycka.

ITo penenty.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS



Benopyccko-roJUIaH/ICKoe COBMECTHOE NpPEMNPHATHE OOIIECTBO C OTPAHMYCHHOH  OTBETCTBEHHOCTBIO
«DAPMIJIDH]I» (CIT 000 «®APMIIDH]») ‘

Pecny6:mka Benapycs, 222603, Munckas o6nacts, p-H HecBrmkcku, r. HecBixk, yi. Jlenunckas, 1. 124,
KOM. 3

Anpec 351. moutsl: mail@pharmland.by

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSI
9. TIATA IIEPBUYHOM PETUCTPAIIAU

10. TATA IIEPECMOTPA TEKCTA



