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MHWHUCTEPCTBO 3JIPABOOXPAHEHUS POCCI/II‘/'IC&(FOI‘/'I (DEl}{EPAHI/II/I ‘7
COTTIACOBAHO

NHCTPVYKIIMA
110 MEJJULIMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O IIPEIIAPATA

AJI’KOBH
Perucrpanuonnsblii HoMep:
ToproBoe HauMeHOBaHHUeE NIpenapaTa: AJKOBH
MexIyHapoaHoe HemaTEHTOBAHHOE WM IPYNIIMPOBOYHOEe HAMMeHOBaHue: Gpemane3ymad
JlexapcTBeHHasi popma: pacTBOp ISl TOJAKOXKHOTO BBEICHHUS

Cocras:

1 M1 coxmepxut: Oeiicmgeylowee eewecmeo Gpemanesymad 150 mr; ecnomozamenvhvie
sewecmea: L-ructupun 0,543 mr, L-ructuaus rugpoxiopua MoHoruapar 2,620 mr, caxaposa
66 mr, muHatpus saerar auruapar 0,136 mr, nomcop6bar 80 0,02 % m/o, Boja Uit MHBEKIUH 10

1 M.

Onucanne

IIpo3paynblii MM cilerka OnalecHUpyOIUi pacTBOp OT OECHBETHOrO 0 CBETJIO-XKEITOro
IBETA.

®apmakoTepaneBTHYeCKasi IPyIIa: aHTarOHUCTHI KAJTbIIUTOHUH-TEH POJACTBEHHOIO MENTH A,
Koa ATX: N02CDO03

®apmako/ioruyecKue cBOHCTBa

Dapmakoounamuxa

@®pemane3ymMab — IOJHOCTBIO TI'yMaHM3MPOBAaHHOE MOHOKJIOHAIBHOE AaHTHUTENO Kiacca
IgG2A0/k, xoTOpOe CHEUU(PUYHO CBA3BIBACTCS C JIMTAHJOM KaJbIIMTOHMH-TEH POJCTBEHHOTO
nentuaa (Calcitonin gene-related peptide, CGRP) u Giokupyer cBsi3biBanue o- u - u30hopMm
CGRP c penentopom CGRP.

Touneli MexaHu3M JI€HCTBUS, IOCPEACTBOM KOTOpOro ¢pemane3ymad mpeaynpexaact
IIPUCTYIIBl MHUIPEHH, HEW3BECTEH, OJHAKO IIpeJIoJiaraercs, 4ro OyaronpusTHeI 3ddexT
JIOCTUTa€eTCs B PE3yJIbTaTe MOJYJSAIMHM CUCTEMBbI TpoiHu4yHOro HepBa. Konunenrpamuss CGRP
CYLIECTBEHHO YBEIMYMBACTCS BO BpeMs NPUCTyIla MUIPEHH M BO3BpaIacTCs K HOpPME IIOCIIe
KyIIMpPOBaHUs T'OJIOBHOM 60JIH.

®pemane3ymab Boicoko crnenupuuer k CGRP u He cBs3pBaeTcst ¢ Japyrumu  OJIM3KO
POACTBEHHBIMHU YWIEHAMH 3TOI0 CEMEWCTBA MENTUAOB (HAlpUMEpP, aMIJIMHOM, KAJIbIIATOHUHOM,

MHTEPMEIMHOM U a/IpCHOMETYJUIHHOM).



D¢ dexTHBHOCTE NPEIYNPENKICHUS IPUCTYIIOB SIH30AUYECKOM MM XPOHHUYECKOW MUTPEHH
¢bpemanezymaba OLEHMBaTaCh B JBYX MHOTOIEHTPOBBIX paHIOMH3MPOBAHHBIX, JIBOMHBIX-
CIIENbIX, IUIaneb0-KOHTPOIMPYEMBIX HCCIICAOBAHUSAX IPOAOJDKMTENBHOCTEIO 12 Hejenlb
(uccnenoBanue 1 u uccienoBanue 2, COOTBETCTBEHHO). Bee rpymibl y9acTHUKOB HCCIIEI0BAHMIA
6bun cOaaHCUPOBAaHBI M COIOCTABMMBI B OTHOIICHHH JeMOTrpadMYecKMX IIOKasaTejed u
HCXO/IHOW XapaKTEPUCTUKU 3a00JIeBaHUSI.

Iloxunele ymna (crapme 70 JeT), MAlMEHTHI, €XEMECSYHO HCIOJb3YIOIINE OMMOM/IbI MM
OapbutypaTsl Gonee 4 ngHeil, GoibHBIE ¢ MH(APKTOM MHOKapaa, LepeOpPOBACKYISPHBIMA U
TPoM605MO0IMYECKUME COOBITHSAME B aHAMHE3€ UCKITIOYAIMCh M3 MCCIIeIOBAHMIA.
Inuzoouyeckas muzpens

B nccrnenoBanue 1 BKIIIOYaIUCh B3pOCIIBIE NAIMEHTHI C 3MU30JMYECKO MUTPEHBIO B aHAMHE3€
(manuenTs! ¢ < 15 AHAMM rosoBHOW 60M B Mecsn). Bee manueHTs ObUM paHIOMH3MPOBAHEI B
IPYIIBl JUIS HOJTY4EHHUs MOJKOXHBIX MHBEKIMA 675 Mr ¢pemanesymaba 1 pa3 B 3 Mecsua
(n=291), 225 mr ¢ppemanesymaba 1 pa3 B mecsn (n=290) wiu wiane6o 1 pa3 B mecsn (n=294) na
IPOTSDKEHUM IIEPUO/Ia JICYECHHS IIPOAOIDKUTEIBHOCTHIO 12 Heflenb.

B uccnepoBanuu 1 6put0 panpomusupoBaHo Bcero 875 manueHTOB (742 XeHmuHBI M 133
MY>4MHBI) B Bo3pacte oT 18 1o 70 net. Meauana Bo3pacTa maiueHToB coctasuia 42 roaa, 85%
U3 KOTOPBIX ObLIH xKeHcKoro nosa u 80% - npencraButensiMu 6emoit pacel. CpeiHee KOJIMYECTBO
JHEW C MUTPEHBIO HAa MCXOJIHOM YPOBHE COCTABIIIIO OKOJIO 9 JiHElH B Mecs U OBUIO CXOXHUM BO
BCceX rpynmnax JiedeHus. Bcero 791 nmamumenT 3aBepmmmi  IBOMHYO-ciienmyro  dasy
IIPOJOJKUTEIBHOCTEIO 12 Henelb.

IlepBuunoii KOHEUHOH TOUKO#M OBLIO Cpe/lHEe M3MEHEHHE OTHOCHUTEIBHO HCXOIHOIO YPOBHS
€XKEMECSIYHOI0 YKCIIa JHEH C MUTPEHBIO B TEUEHHE IIEPHO/IA JICUECHHS IIPOJODKATEILHOCTEIO 12
HeJle)lb. BTOpHYHBIME KOHEYHBIMM TOYKaMU OBUIH: J0JIs NAlMEHTOB, JOCTUTIIMX He MeHee 50%
YMEHBIICHHs] CPEAHEro 4Mcia JHeH ¢ MUrpeHnpio B Mecsal (dactota 50% IOJOXHUTEILHOTO
OTBETAa Ha JICYEHHME); CpPEHEEe M3MEHEHHE, OTHOCHTEILHO HMCXOJHOrO YPOBHS CYOBEKTHBHOM
ouenku no mxane MIDAS, uncna nHeld ¢ MHUTpEHBIO B TE€YEHHME MeCSIa; a TaKXe CpelHee
M3MEHCHHME, OTHOCUTEIBHO MCXOJHOTO YpPOBHS, CPEJHEro 4YHcia JHEH MCIOJIB30BAHUS
IIpENapaToB Ul JIEYEHUS IPUCTYIIOB T'OJIOBHOM 60JIM B MECHIIL.

Cxempl sleueHMs ¢ npumeHeHueM ¢pemanesymaba exemecsudo (1 pa3 B wmecsn) u
exexkBapTaipHo (1 pa3 B 3 wMecsna) NOpPOAEMOHCTPHUPOBAIM CTATUCTHYECKM 3HAYMMBIE
YJIy4II€HHs I10 KOHEYHBIM TOYKaM 3G (EKTUBHOCTH B CpaBHEHHH ¢ IU1aneb0 HauMHAas ¢ IEPBOIO

MecsIa ¥ Ha IPOTSHKEHUM BCETo IIepHo/ia UCCliefoBanus (CM. Tabmuiy 1).



Tabauna 1. KiaiooueBble nokasarean 3¢pdextuBHoctn B HcecnenoBanun 1 y nanmeHToB ¢

MH30AHYECKOH MHUI'PDEHbBIO

Iloka3zaresn 3¢ pexTHBHOCTH

Ilnanedo
(n=290)

®pemane3symad
675 mr 1 pa3 B 3 mec.
(n=288)

®pemane3ymabd

225 mr 1 pa3 B mec.
(n=287)

EsxemecsiuHOE KOJIHYECTBO JIHEHl ¢ MHTPEHBIO

Cpennee uzmenenue® (95% JIU) | -2,2 -3.,4 (-3,94, -2,96) -3,7 (-4,15, -3,18)
(-2,68, -1,71)

Paznuune  mMexay — rpynmamu | - -1,2 (-1,74, -0,69) -1.4 (-1,96, -0,90)

(95% JIN)°

Hcxonnoe 3Hauenue (CO) 9.1(2,65) 9,2 (2,62) 8.9 (2,63)

3uavenue p  (cpasmenue ¢ | - p<0,0001 p<0,0001

niaye6o)’

EzxeMecsiuHOe KOJTHYECTBO JHEH ¢ roJIOBHOM 00J1bI0 HE MEHee YeM CpeaHei

CTECNECHH THKECTH

Cpennee nsmenenne® (95% JI1)

15
(-1,88, -1,06)

3,0 (-3,39, -2,55)

2,9 (-3,34, -2,51)

Paznuune  mexay — rpynnamu -1,5 (-1,95, -1,02) -1,5 (-1,92, -0,99)
(95% JIN)°

Hcxonnoe 3nauenue (CO) 6,9 (3,13) 7,2 (3,14) 6.8 (2,90)
3uauenue p  (cpasuenue ¢ | - p<0,0001 p<0,0001
niaye6o)’

YacToTa yMeHbIIEHHS eKeMeCAYHOr0 KOJIHYECTBA AHel ¢ MHrpeHbio Ha 50%
Yacrora (%) 27,9% 44,4% 47,7%
3uauenue p  (cpasnenue ¢ | - p<0,0001 p<0,0001
nraye6o)’

YacToTra yMeHbIIEHHS eKeMeCIYHOro KOJHYeCTBA AHel ¢ MEIpeHbIo Ha 75%
Yacrora (%) 9,7% 18,4% 18,5%
3unavenue p  (cpasmenue ¢ | - p=0,0025 p=0,0023

nuaye6o)’

Cymmaphas onenka no mxajae MIDAS

Cpennee usmenenune® (95% A1) | -17,5 (-20,62, - | -23,0 (-26,10, -19,82) -24,6 (-27,68, -21,45)
14,47)

Hcxoanoe 3nauenue (CO) 37.3 (27,75) 41,7 (33,09) 38 (33,30)

3uavenue p  (cpasmenue c | - p=0,0023 p<0,0001

niaye6o)’

ExemecsiuHOe KOJHYECTBO [JHeH, KOria NPHHHMAJIHCH JIEKAPCTBEHHbIE CPEICTBA /LIS

KYNHPOBaHHS I0JIOBHO# (60,11

Cpennee nsmenenune® (95% W) | -1,6 (-2,04, - |-2,9(-3,34,-2.48) -3,0 (-3,41, -2,56)
1,20)

Paznuune  mexay — rpynnamu | - -1,3 (-1,73, -0,78) -1,3 (-1,81, -0,86)

95% JIN)°

Hcxonnoe 3Hauenue (CO) 7,7 (3,60) 7.7 (3,70) 7,7 (3,37)

3navenue p  (cpasuenue c | - p<0,0001 p<0,0001

niaye6o)”

I — nosepurenvHblit uHTepBan; MIDAS (Migraine Disability Assessment) — ImKama OLEHKH CTENEHH
Ne3aanTalky, CBA3aHHON ¢ MUrpeHbto; CO — cTaHIapTHOE OTKIIOHEHHE.
#[lns BCeX KOHEYHBIX TOUEK cpenHee 3HaueHWe W JIM paccuuThiBaiud C MOMOLIBIO KOBapUALMOHHON MOJIEINH,
KOTOpasi B KadyecTBe (PaKTOpoB ¢ (DMKCHPOBaHHBIMU 3(PQeKTaMu BKIFOYAIA JIeYEHHe, IMOJ, PETMOH M HaJHuhe
MCXO/HOM npodunakTHyeckoii Tepanuyu (1a/HeT), a B KaueCTBE KOBapHaT — COOTBETCTBYIOLIEE UCXOMHOE 3HAUEHHE

U JUTUTENBLHOCTE 3a00JI€BaHM.

SJlnsi OLEHKH pasiuyusi MeXIy TpyNNaMu HCTONb30BANM CMEIIAHHYK MOJENb C MOBTOPHBIMH H3MEPEHHAMH,
KOTOpas B KauecTBe (akTOpoB ¢ (MKCUpOBaHHBIMHM d(dekTamu BKIIOYATa JIEYEHHe, I110J, PETMOH, HaJIU4YHe
WCXOIHOM npodunakTHyeckoil Tepanmuu (na/HeT), Mecsill W MeCsll JIeYeHHs, a B KayecTBE KOBapuar —
COOTBETCTBYIOLIEE UCXOIHOE 3HAYEHHUE M JUTUTEILHOCTh 3a00JIeBaHMs.




Xponuueckas muepeHs

B uccnenoBanue 2 BKIIOYAIMCh B3pOCIBIE NMAIMEHTHl ¢ XPOHUYECKOW MUTPEHBIO B aHAMHE3€
(maumeHTHI ¢ > 15 qHSAMHU rooBHOHM Ooim B Mecsi). MICXOIHBIM ypoBEHb YacTOTHI I'OJIOBHOM
601M y nanMeHToB B CpelHEM cOoCTaBisUI 21 eHb B Mecsll (IIpH 3TOM, Ha NPOTsDKeHUH 13 mHei
HE MEHEE YeM CpelHe#l CTeneHM TshKecTH). Bee manmeHTs! ObUIM paHJIOMMU3HPOBAHEI B IPYIIIIBI
JUISL TIOJIy4€HHUs IIOJKOXHBIX MHBEKIMHA HadadbHOW A036l 675 wMr ¢pemanesymaba c
IoCIeAyIOIMM BBeaeHueM 225 wmr ¢pemanesymaba 1 paz B Mecsu (n=379), 675 wmr
bpemanesymaba 1 pa3 B 3 mecsna (n=376) wim mnanebo pa3 B Mecsn (n=375) Ha OpOTSHKEHUH
HepUO/Ia JICUEHHS IPOJODKUTENLHOCTRIO 12 Heflenb.

B wuccnenoBanum 2 6puio pangomusupoBaHo Bcero 1130 mamumenroB (991 xenmuna m 139
MyX4HH) B Bo3pacte oT 18 g0 70 yner. Menuana Bo3pacra nanueHToB, 88% U3 KOTOPBIX ObLIH
XKeHckoro nona u 79% - mpeacraButensiMu 6ennoit packl, cocraBuina 41 rox. Beero 1034
HalMeHTa 3aBEPIIIIM ABORHYIO-CIIENYIO a3y POJODKUATEILHOCTRIO 12 Helenb.

[lepBr4HO KOHEYHOW TOYKOW OBLIO CpeJHEe M3MEHEHHE OTHOCHTEIBHO HMCXOJHOTO YpPOBHS
€XXEMECSIYHOT0 YHCiIa JHEeH roJIoBHOW 00/ HE MEHee YMEPEHHOM CTENEHU TSDKECTU B TEYCHHUE
IIEPUO/Ia JICYCHHUS TPOJODKUTENILHOCTRIO 12 Helenb. BTOpUYHBIMU KOHEYHBIMM TOYKaMU OBUIH:
nocTrxeHue He MeHee 50% yMeHbIIeHMs CPeTHET0 YKUCiia THEH ¢ roJoBHON 601610, 10 KpaiHei
Mepe cpefHel TshxecTH, B Mecsl (dactora 50% moJI0XKUTEIHHOrO OTBETA Ha JICYEHHUE); CpeIHee
U3MEHEHUE, OTHOCUTEIBHO MCXOHOI0 YPOBHS CyOBheKTHBHOM oneHnku mo mxaine HIT-6, uncna
JIHEW ¢ MUTPEHBIO B TEYEHHE MECAIA; a TaKXe Cpe/lHee M3MEHEHUE OTHOCUTEIBHO HUCXOIHOTO
YPOBHSI CPEJIHETO YMCJIa JHEHW MCIOJIB30BAHUS IIPENapaToB IS JICYEHUS IPUCTYIIOB I'OJIOBHOM
6omm.

OO6e cxeMbl JleyeHHs ¢ NpUMEeHeHHeM ¢pemane3ymaba 1 pa3 B mecsn u 1 pa3 B 3 mecsna
IIPOJIEMOHCTPUPOBAIA  CTATHCTUYECKM 3HAUMMBIC YJIYYIICHHS KIIOYEBBIX I1apaMeTpoOB
3¢ dexTHBHOCTH B CpaBHEHMHM C Iulane60 HauyMHas C IIEPBOTO MeCsla M Ha IMPOTSHKEHHH BCETO
niepuoja uccieaoBanus (cM. Tabuumy 2).

Tabuuna 2. KinoueBble nokasaresau 3¢p¢pexkrnBaoctu B UcciienoBanun 1 y 60JbHBIX XPOHHYECKOI

MHTPEeHbIO

Ilnanedo

IToxa3aresb 3¢ dexkTHBHOCTH

(n=371)

®pemane3symad
675 mr 1 pa3 B 3 mec.
(n=375)

®pemane3symad

225 mr 1 pa3 B mec.

€O CTApTOBOH 1030i
675 mr (n=375)

E’xeMecsiuHOe KOJIHYECTBO /IHEll ¢ rOJIOBHOIM 00JIbI0 HE MeHee YeM CpeHei

CTENNECHHU THKECTH

Cpennee usmenenue® (95% JIU) | -2,5 -4,3 (-4,87, -3,66) -4,6 (-5,16, -3,97)
(-3,06, -1,85)

Paznuune  mexny — rpynnamu | - -1,8 (-2,45, -1,13) -2,1(-2,77, -1,46)

(95% )°

Hcxonnoe 3nauenue (CO) 13,3 (5.80) 13,2 (5.,45) 12,8 (5,79)

3uauenue  p  (cpasnenue ¢ | - p<0,0001 p<0,0001




niaye6o)” | | |

ExemecsiuHOe KOJIMYECTBO JHEH C MPHCTYNIAMH MHIPEHH

Cpennee nsmenenue® (95% 1) | -3,2 (-3,86, - | -4,9(-5,59, -4,20) -5,0 (-5,70, -4,33)
2,47)

Paznuune  mexay — rpynnami | - -1,7 (-2,44, -0,92) -1,9 (-2,61, -1,09)

(95% JIN)°

Hcxonnoe 3Hauenue (CO) 16,3 (5,13) 16,2 (4,87) 16,0 (5,20)

3uauenue p  (cpasmenue c | - p<0,0001 p<0,0001

nnaye6o)’

YacTora yMEeHbIIEHHS €/KeMeCYHOr0 KOJIH4YeCcTBA JHEeH ¢ roJIoBHOI 00JIbI0 He MeHee YeM cpeaHeii
crenenu Tsoxectd Ha 50%

Yacrota (%) 18,1% 37,6% 40,8%
3uauenue p  (cpasnenue ¢ | - p<0,0001 p<0,0001
nnaye6o)”

YacTora yMEeHbIIEHHS €/KeMeCYHOr0 KOJIHYeCcTBA JHelH ¢ roJIOBHOM 00JIbI0 He MeHee YeM CpexHei
CTeNneHHu TskecTH Ha 75%

Yacrota (%) 7,0% 14,7% 15,2%

3uauenue p  (cpasuenue ¢ | - p=0,0008 p=0,0003

niaye6o)”

Cymmapnas onenka no mxaje HIT-6

Cpennee uzmenenue® (95% A1) | -4,5 -6,4 (-7,31, -5,52) -6,7 (7,71, -5,97)
(-5,38, -3,60)

Hcexonnoe 3nayenne (CO) 64,1 (4,79) 64,3 (4,75) 64,6 (4,43)

3nauenue p  (cpasHenue c | - p=0,0001 p<0,0001

nnaye6o)’

ExxemMecsiuHOe KOJIMYeCTBO /HelH, KOIJla NPHHHMAJIHCh JIeKapCTBEeHHbIe CpeIcTBa JLIf
KYNHPOBAHHS TOJIOBHOH 00JIH

Cpennee uzmenenue® (95% W) | -1,9 -3,7 (4,25, -3,06) -4,2 (-4,79, -3,61)
(-2,48, -1,28)

Paznuuue  mexay — rpynnamu | - -1,7 (-2,40, -1,09) -2,3 (-2,95, -1,64)

(95% JIN)°

Ucxonnoe 3Hauenue (CO) 13,0 (6,89) 13,1 (6,79) 13,1 (7,22)

3uauenue p  (cpasuenue ¢ | - p<0,0001 p<0,0001

niaye6o)’

JIN — noseputenbHblii uHTepBaN; HIT-6 — 1mkana OUeHKH BIMSHUS FOJOBHOM 00JM Ha MOBCEHEBHYIO aKTHBHOCTD;
CO — craHgapTHOE OTKJIOHEHHE.

8]l1s BceX KOHEYHBIX TOYEK cpenHee 3HayeHue W JIM paccuuThiBaiM ¢ MOMOLIBIO KOBAPHALIMOHHOW MOZEINH,
KOTOpas B KauecTBe (akTopoB ¢ (ukcHpoBaHHbIMM 3(deKTaMu BKJIOYaia JieYeHHe, TOJ, PErMOH M HalMdue
MCXOIHOH Mpo(unakTUYecKo# Tepanuy (1a/HeT), a B Ka4eCTBE KOBapHaT — COOTBETCTBYIOIEE UCXOIHOE 3HAUCHHE
U JUITENILHOCTH 3a00ieBaHus (B rojaax).

SJlisi OUEHKH pasnWuus MeXIy TpYNNaMH HCTOJNb30BATM CMELIAHHYKO MOJEb C MOBTOPHBIMHM H3MEPEHMSMH,
KOTOpass B KauecTBe (akTOpoB ¢ (PUKCUpOBAHHBIMM 3ddekTamu BKIOYANA JIeYEHHEe, TOJ, PErHOH, HAMYHue
MCXOHOM mnpodunakTHyeckoil Tepanuu (na/HeT), MecsAll M MeCsAll JieYeHWs, a B KayecTBe KOBapHaT —
COOTBETCTBYIOLIEE UCXOIHOE 3HAUCHUE U AUTENbHOCTh 3a00seBaHus (B rojax).

Jonzocpounoe uccneoosanue

B nonrocpounoM wmccienoBaHuM (MCCleOBaHME 3) Yy IAIMEHTOB C OSHH30QMYECKOM M
XPOHMYECKOH MUIPEHBIO, IIOTy4aBIIMX JICKAPCTBEHHBIN Ipenapar B jo3e 225 mr 1 pa3 B mecsn
wm 675 mr 1 pa3 B 3 mecsina, apdextuBHOCTE hpemane3ymMaba COXpaHsIIach Ha IMPOTSHKEHUH 110
12 mecseB. Beero 79% nanueHTOB 3aBEpIIMIIN HCCIIE0BAHUE 3.

Croycrs 15 MecsneB exemecsuHas 4YacTOTa MPUCTYIIOB MHIPEHM INpH OOOMX peXuMax

AO3MpPOBaHMA IIpe€llapata COBOKYIIHO CHHM3UJIACh OTHOCHUTCIIBHO MCXOJHOIO YpOBHSA B




uccinenoBanusax 1 m 2 Ha 6,6 ngueil. B mocnemgnmii mecsu ucneitanus 50% oTBeTa yaaiochk
noctiyb y 61% manueHToB, 3aBEepUIMBIINX UCCIIEI0BaHME 3.

Bo Bpems 15-mecsiunHoro mnepmoja KOMOMHHMPOBAHHOIO JIEYEHHUS KaKUX-JIMOO CHTHAIOB CO
CTOPOHBI 0€30I1aCHOCTH JIEKAPCTBEHHOI0 IIpenapaTa BBISBIEHO He ObLIO.

Buympennue u enewnue gpakmopui

OododextuBHOCTF M Oe3omacHOCTh (peMaHesymaba He 3aBHCela OT BO3pacTa, I0Jia, PACHI,
HIMYMS ~ COIYTCTBYIOIIEH  NpOoQMIAKTUYECKOM  MeaMKaMeHTO3HoW  Tepanuu (-
azipeHobokaropamu, 6J10KaTOpaMy KaJIbIIMEBhIX KaHAJIOB/IIPOM3BOIHBIMU OCH30IUKIIONICHTEHA,
aHTHJIENPECCAaHTaMM, IIPOTHBOCYOPOXKHBIMH IIpErapaTaMu), JEYSHUss MUTPEHH TOIIMPaMaTOM
WM OHAOOTYJIOTOKCMHOM A B aHaMHE3€ M 3JI0yNOTpeOICHUs JIeKapCTBEHHBIMU CPEICTBAMU IS
KyIIMpOBaHUs OCTpO#l roinoBHo# OGoym. JlanHeie 06 mcnosnbp3oBanum (pemanesymaba y jMi B
BO3pacte 65 et u crapuie orpaHu4eHsI (2% GOJIBHBIX).

Muzpenv, mpyono noodarwascs ievyenuio

OddextuBHOCTE M OGe3zomacHocTh (pemaHesymaba y IMANMEHTOB, CTPAJAIOIIMX  Kak
JMM30QUYECKON, TaK M XPOHMYECKOW MUIPEHBIO C JOKYMEHTAJIBHO IIOATBEPXKICHHBIM
HEJIOCTaTOYHBIM OTBETOM Ha IIPEIIECTBYIOUIEE JIeUeHHE NPOYUIaKTUYECKUMH TIperapaTaMy OT
MHUIPEHH OT 2-X JI0 4-X TepaneBTHYECKHMX KJIacCOB OBLIM OILIEHEHBI B pPaHJIOMH3MPOBAHHOM
ucciiejoBaHuu (uccieaoBanue 4).

HMccnenoBanue cocTosuio U3 JBOMHOIO CIIENOro IUIanebo-KOHTPOJIMPYEMOro IE€pUoja JeYCHHs
3a KOTOPBIM CJIEZI0BAJl OTKPBITHIA IIepro1, 06a - IMpoa0IDKUTEILHOCTHIO 12 Heeb.

B wuccnenoBanuu 4 6puto panpoMusupoBaHo Bcero 838 mammentoB. Bce manueHTHl ObLIH
PaHJOMU3MPOBaHBI B TPYIIIBI JUIS IOTY4YEHHS IOJKOXHBIX MHBEKIIUI B HAYaIbHOM J03€ 675 Mr
dpemanesymaba ¢ mocnexyromuM BBenenueM 225 Mr ¢ppemanesymaba 1 pas B mecsn (n=379),
675 mr ¢pemanezymaba 1 pa3 B 3 mecsua (n=376) wm mwiane6o pa3 B Mecsy (n=375) nHa
IPOTSHKEHUM IIEPHO/IA JICYEHUSI, IIPOJOIDKUTEILHOCTRIO 12 Helelb.

IlepBuunoii KOHEUHOH TOYKOW OBUIO cpejHEe M3MEHEHHE OTHOCHTEIBHO MCXOJHOTO YPOBHS
€KEMECAYHOr0 4ucjla JHEH ¢ ToJOoBHOM O0nbl0 B TEYEHWE Iepuoja  JICYCHHS
IIPOAOJDKUATEIIBHOCTRIO 12 Heles.

BTOpHYHBEIME KOHEYHBIMH TOYKaMM ObLIH: JocTIXeHHe He MeHee 50% yMeHbIIEHHs CPEIHErO
YKCJla JHEHA C TOJIOBHOM OO0JIBIO, IO KpaitHEe Mepe Cpe/lHel TSKECTH, B MECSIl; a TaKXKe CpeaHee
U3MEHEHME OTHOCHUTEIBHO MCXOJHOTO YPOBHS CpEJHEro 4YHcia JHEH ¢ KCIO0JIb30BaHHEM
IIPENapaToB IS JIEYEHHUs! IPUCTYIIOB I'OJIOBHOM 60JIH.

O6a pexuma jno3upoBanusi ¢pemanezymaba (1 pasz B mecsuy u 1 pa3 B 3 Mecsua) umend
CTaTUCTUYECKM M KIMHUYECKM 3HAYMMOE IPEMMYINECTBO Iiepea Iulanebo B OTHOIIEHHM

YIy4qImeHusi, 110 CPaBHEHUIO C UCXOOHBIM YPOBHEM, B COOTBETCTBHUU C KIIIOUECBBIMU KOHEYHBIMH
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Toukamu. Takum 00pa3oM, pe3yJIbTaThl UCCIIEOBAaHNUS 4 COTIACYIOTCS ¢ OCHOBHBIMU BBIBOJAMHU
HpeIbIyIIMX UCCIeA0Banui 3 HEeKTUBHOCTH U, KpOME TOTO, IEMOHCTPUPYIOT 3()(EKTUBHOCTD
IIPA MUTPEHH, TPYAHO IOIAIOIIEHCS JTEYCHUIO, BKIIIOYAs CPEJHEE CHMIKCHHUE E€KEMECSYHOIO
KoJim4yecTBa JHed ¢ murpenpto Ha —3,7 mgua (95% JU or —4,38 po -3,05) y manueHTOB,
npuHUMaBIUX ¢pemanesymad 1 pas B 3 mecsua, u —4,1 mus (95% AU or 4,73 no -3,41) y
[alMeHTOB, IPUHUMABIIUX ¢ ppemane3ymab 1 pa3 B mecs, 1o cpaBHenuto ¢ —0,6 aus (95% JIU
or —1,25 no 0,07) y OGonbHbIX, momy4yaBmux Iutanedo. Y 34% nanueHTOB, IOTy4aBIIMX
¢bpemanezymab 1 pa3 B 3 mecsua, u y 34% mnanueHnTos, noaydaBmux ¢pemanesymab 1 pas B
MecsIl, HaOII0JaIoCh CHIDKEHHE €XEMECSYHOIO KOJIMYECTBa JHEH C MUIPEHBIO II0 KpaiHen
mepe Ha 50% 1o cpaBHeHMIO ¢ 9% y nmanmeHToB, norydaBmux Iutanebo (p<0,0001) B Teyenue
12-nenenpHOTO Tepuona JieueHus. [lonoxurenbHblil d¢GEeKT OT Ha3HAYEHUs JIEKApCTBEHHOI'O
npenapata HaOojajics HayuHAs C IIEPBOrO Mecslla MCCIEeIO0BaHMS M COXpaHsICS Ha
IPOTSDKEHUH BCEro IepHoja JieueHusi. Bo BpeMsi 6-MeCSYHOro Iepuoja JeYeHHs KaKuX-T6o
3HAYMMBIX HEXEJIaTeJIbHBIX SIBIICHUHA BBISIBIEHO HE OBLIO.

Jloknunuyeckue oannvie no bezonacnocmu

B XoJe DOKIMHUYECKMX MCHBITAHUA He OBUIO BBIABICHO KaKOW-IMOO OMAacHOCTH Ul JIIOAEH,
UCXONs M3 JaHHBIX OOIIENPUHSATBIX MCCIEI0BaHUN (hapmakonoruyeckoit Oe3onacHoCTH,
TOKCUYHOCTH [P MHOT'OKPAaTHOM IIPUMEHEHUH ¥ PENPOYKTUBHON TOKCUYHOCTH.

ITockonbky ¢pemane3ymMad OTHOCHUTCS K MOHOKIOHAQJIBHBIM aHTUTENAM, MCCIEIOBaHUM
I€HOTOKCHUYHOCTH HMJI KaHIIEPOT'€HHOCTH HE IPOBOIMIIN.

DapmakoKunemuka

Bcacwvisanue. 1locne oJHOKpaTHOTO IOJKOXHOTO BBeACHUS B 03¢ 225 Mr u 675 Mr meauana
BPEMEHH JIOCTHXKEHUSI MaKcuMallbHOW KoHUeHTpanuu (Tmax) dpemanezymaba cocTaBisieT ot 5
no 7 pHed, a (apMakOKMHETHYECKHE IIapaMEeTphl HOCST IIPONOPIHOHAIBHBIA XapakTep.
AbcomoTHas OMOJIOCTYIIHOCTh B JMana3oHe J03upoBOK OT 225 mr mo 900 Mr cocraBiseT OT
55% no 66%. 1lpu npumeneHun npenapara B go03e 225 Mr nojakoxHo 1 pa3 B mecsin u 675 Mr
IOJKOXHO 1 pa3 B 3 Mecslla paBHOBECHAs: KOHIIEHTPAIUS OTMEYaIach CITYCTS IPUOIU3UTEIEHO
168 nueit (oxoso 6 MecsiLeB) rocie Havaa jJedeHus. Meanana ko3¢ hunrueHTa HaKOIUICHUS IpH
Ha3HAYEHUH JIEKapCTBEHHOTO cpe/cTBa | pa3 B Mecsin u 1 pa3 B 3 Mecsa cocTasisieT 0KoJio 2,4
# 1,2 COOTBETCTBEHHO.

Pacnpeoenenue. ObbeM paciipesiesIeHus 110CJIE TOAKOXHOTO BBEJEHHS B J103ax 225 mr, 675 Mr u
900 mr - 3,6 1.

Memabonusm. AHaJIOTMYHO JPYTrUM MOHOKJIOHAJIBHEIM aHTUTelaM, ppemane3ymad pacnagaercs
IOJ JIEHCTBHEM IIPOTEOJIMTUYECKAX (EPMEHTOB 10 HU3KOMOJIEKY/SPHBIX IIENTHAOB H

AMHUHOKHUCJIOT.



Buiseoenue. O6mmii kaupeHc ¢pemanesymaba cocraBmsier okono 0,09 n/cyr, mepuon
nonyBeiBeeHus (T'2) — 30 nueit. O6pasyrommecs B Xoae MeTabomM3Ma HU3KOMOJIEKYIISIPHBIE
HENTHAB 1 AMUHOKHUCIIOTHI YIaCTBYIOT B de novo cuHTe3e 6eJIKOB 00 BBIBOJISATCS Yepe3 MOYKH.
Ocobvie nonynayuu

B pamkax nomyisiiMOHHOTO ()apMakOKMHETHYECKOrO aHallu3a, NPOBEACHHOIO0 HAa OCHOBaHWHU
JAHHBIX, MOJIyYeHHbIX Yy 2546 nalnueHTOB, ONPEEIIOCh BIMSHHE BO3pacTa, packl, 10Jjla U
Macchl Tena Ha 3¢ ¢exkTuBHOCTH npenapata. CoriiacHO NOIYYEeHHBIM pe3ysbTaTaM KOPpEeKIUs
JI03bI IIpenapara 1npu Macce tena ot 43,5 kr 1o 131,8 xr ne Tpebyercs.

JlaHHBIE O COOTHOILICHUH OJKCIO3MIMM ¥ 3GGeKTUBHOCTH (pemaHe3ymaba y NANMEHTOB C
Maccoii Tenna 6oee 132 Kr 0TCyTCTBYIOT.

IHayuenmvl ¢ napywenusimu GyHKyuu neveHu uiu novex

Hapymenue GpyHKIMM eYEHN WM MIOYEK, KaK 0XXKUAAeTCs, He OTPa3UTCs Ha (papMaKOKHMHETHKE
bpemanezymaba. IlomynsuuoHHBIA (GapMaKOKMHETUYECKUA aHaIM3 CBOJHBIX JAHHBIX W3
KJIMHAYECKUX WCCIEJOBaHMW Iperapata HE BBISSBWI pa3duuii B (apMaKOKHMHETHKE
bpemane3ymaba y NAlMEHTOB C JIETKOM WIM YMEPEHHOW IEYEHOYHOW HEIOCTaTOYHOCTHIO
OTHOCHTEJILHO ITallMEHTOB ¢ HOpMaJIbHOU (pyHKIMeN neyenu (cM. pasjen «Cnocob npuMeHeHus
1 703b1»). llanmeHTBl C© TSDKENIOM II€YEHOYHOW HEJIOCTaTOYHOCTHIO HE Y4YacTBOBAJIM B

KJIMHUYECKHUX MCCIIeI0BaHUsAX ppeManezymaba.

IToxa3anus 1Jisi IpUMeHeHHs
ITpodunakTudeckoe edeHre MUTPEHH Y B3POCIBIX, MMEIOMUX 4 U Goyiee JHEW C MUTPEHBIO B

MCCHII.

IIpoTuBonOKa3aHus 1JIsi IPUMEHEHUS
e JloBelmeHHass  YyBCTBUTEIBHOCTH K  JCHCTBYIOIIEMY  BEIIECTBY, a  TakKxke
BCIIOMOT'aTeJIbHBIM BEIIECTBaM, BXOISIIMM B COCTaB IIperapara.
e Bo3pacrt 1o 18 ner.

C ocmopoxcHocmoio:

IlanmenTEl C CEPBE3HBIMU CEPACIHO-COCYTUCTBIMHU 3a00JIeBaHUSIMH (CM. pa3aci «Ocobrie

yKa3aHus»).

IIpnvMenenne npu 6epeMEHHOCTH M B IIEPHO/I FPY/THOI0 BCKAPMJ/IMBAHUS
bepemennocms
Pexomenayercs nzberats npuMeHEHNs IIpenapara B Ieproa 6EpeMEHHOCTH.

Jlannble 0 IpUMEHEHNHN NIpenapara ADKOBY Y 6€peMEHHBIX KEHIIMH OrPaHUYEHBI.



Pe3ynbraThl JOKIMHUYECKUX UCIIBITAHUN (apMaKoJIOTHUeCcKoi 0€301acHOCTH, TOKCUIHOCTH IIPH
MHOTOKPaTHOM Ha3Ha4YE€HHH, a TaK)Ke TOKCHYHOCTH B OTHOIICHUH PENPOAYKTHBHON QyHKIMH U
IIOTOMCTBAa  CBHJETEIBCTBYIOT 00  OTCYTCTBHM  HIpPSMOTO  WJIM  OIOCPEJIOBAHHOIO
HEOJIaronpusTHOIO BIMSHUS JIEKAPCTBEHHOIO CpEACTBA HAa PEIPOJYKTHUBHYIO (YHKIHIO
YeJloBeKa.

ITockonbky @¢pemane3ymab OTHOCUTCS K MOHOKJIOHAJIBHBIM AaHTUTENIAM, MCCIIEI0BaHUN
I€HOTOKCUYHOCTH MJIM KaHIIEPOTEHHOCTH HE IIPOBOAMIOCH.

Ilepuoo zpyonozo éckapmnueanus

Ceenenuss o0 TNpOHUKHOBEHMHM (pemanesymaba B TIpyAHOE MOJIOKO, BIIMSHUM Ha
BCKapMJIMBAaEMOT0 Ipy/bio peOGeHKa Hin BIpabOTKY MOJIOKA OTCYTCTBYIOT. B mepBbie THU 1ociie
POIIOB YeJoBedYecKHe aHTHTeNa kKiacca IgG BBIIEISIOTCS ¢ TPYIHBIM MOJIOKOM, OJTHAKO BCKOpE
KOHILIEHTpAIMsl IOCJIEAHUX B HEM CHIDKAeTCs. B 3TOT KOpPOTKME IEpHOJ BPEMEHH HENb3s
UCKIIOYUTh PUCK Juis pebenka. BmocieacTBum BOIpoc O IPUMEHEHHH JIEKAPCTBEHHOI'O
npenapara AJDKOBU BO BpEMsI I'PYJHOIO BCKapMJIMBAHMS MOXXHO PacCMaTpUBaTh TOJBKO IIPU
KJIMHUYECKOX HEOOXOIMMOCTH.

Depmunvrocms

Jlanubie 0 BusHUM (ppeMaHe3yMaba Ha GepTHILHOCTE Y YeI0BeKa OTCYTCTBYIOT. Ha ocHOBaHUHU
pe3yIbTaTOB JOKJIMHUYECKUX HCCIEIOBAaHMU Tepanus IpenapatoM AJDKOBH HE Iperosaraet

OTPUIATEIEHOTO BO3IEHCTBYS Ha HEePTHIILHOCTS.

Cnocob npuMeHeHHUs H 10351

Tepanuio ciemyer HayMHATH 1O PYKOBOACTBOM Bpaya, MMEIOIIETO OIBIT B JUArHOCTUKE U
JICYEHUN MUTPEHH.

IIpenapar Ha3HayaeTcs manueHTaM, UMEIOIKM 4 u GoJiee THEH ¢ MUTPEHBIO B MECHIL.

JloCTynIHEI JIBa peXXUMa JIO3UPOBAHUS :

1) 1 pa3 B Mecsili: 0AWH, IIPEIBAPUTEIHHO 3aIIOJHEHHBIA PacTBOPOM IIperapaTa, IIIpHIl
JUIsl AHBEKLMI WM aBTOMHXXEKTOP (IIpuil-pydka) (225 mr)
W

2) 1 pa3 B TpuM Mecsia: TPH, IPEABApPUTEIHHO 3aIl0OJHEHHBIX PAacTBOPOM IIperapara,

pyLNa Ul MHBEKIWA WJIM aBTOMHXKEKTOpa (mmpui-pydku) (675 wmr), KoTopsie
BBOJISATCS IIOCPEACTBOM TPEX IOCIIECA0BATEIEHBIX UHBEKIIHIA.

Pemenue o umrenpHOCTH Kypea JICUYSHUs IIPHHAMAET JIeYaluii Bpad.

Ilpn nepexone ¢ OXHOrO pexuMa Ha APYroi, HOBYIO J03y JIEKapCTBEHHOIO IIperapara

Ha3HAYaloT B CJIEAYIOIMH 3allJaHMPOBAaHHEIHA J€Hb, COTJIACHO IIPEABLIYIIEMY PEXUMY TepaIluH.



[locne Havama Tepanuu (QpeMaHe3ymMaboM COIYTCTBYIOIIEE IPOPHUIAKTHYECKOE JIEYEHHE
MHTPEHU MOXET OBITh IPOIOJDKEHO, €CIIM Bpay CYUTAET, YTO B ITOM €CTh HEOOXOIMMOCTb.
DddexTHBHOCTh Tepanmuu CleAyeT OLEHUBATh 4epe3 3 Mecsma mocie ee Hadana. Jloboe
JajbHEeHIIee peleHre O MPOJOJDKEHHM JICYEHHS JOJDKHO IPUHMMATHCS B MHIMBUIYaIbHOM
nopsake. BrocnencTBuM oueHKY HEOOXOAMMOCTH IPOJOJDKEHUS TEpalud PEKOMEHIYETCs
IIPOBOJIUTH PETYIISIPHO.

Iponywennas 0o3a

Ecnm no3a j1ekapcTBEHHOTrO npenapaTa AJDKOBH, COTIacHO rpaduKy Ipuema, Oblia IpoIylieHa,
HEoOXO0MMO BBECTH €€ KaK MOXHO cKopee. Bo3MemeHue NpOIyIIEHHOH A03bl IIyTEM €€
yZIBOeHHUs He Tpebyercs.

Ocobvle epynnvl nayuenmos

Toowcunvie nayuenmol (cmapuie 65 nem)

JlaHHBIE O IPUMEHEHHMM Ipenapara AJDKOBH Y ITallMEHTOB B Bo3pacTe OT 65 yieT M crapme
orpanuyeHsl. Mcxonas M3 pe3ynbTaToB IOMYJISIMOHHOIO (apMaKOKMHETHYECKOTO aHajlu3a
KOPPEKIIMHX J035I ITpenapara He Tpedyercs.

Hapywenus ¢yynxkyuu nouex w/unu nevenu

VYV nanMeHTOB C JIETKOW WIM YMEpPEHHOW IIOYEHOM WM II€YEHOYHON HEJI0CTAaTOYHOCTHIO
KOPPEKIUH 035l Ipenapara He TpedyeTcs.

Jlemu

IIpenapat He peKOMEHI0BaH K NPUMEHEHUIO y MallMeHTOB A0 18 neT, mockoiabKy 6€301macHOCTh
1 3¢ GEeKTUBHOCTS Ipenapara AJDKOBH Y JaHHOM IPYIIIBI IIAIMEHTOB HE YCTAHOBIICHBL.

Cnocob npumenenus

[Ipenapat BBOJUTCS IIOAKOXKHO.

BHyTpuBeHHas WM BHYTPUMBIIIEYHAS] UHBEKIUU HEIOIYCTUMBI.

[Ipenmapatr A/KOBM IPUMEHSIOT MOJKOXHO B oOjacTu XuBOTa, Oeapa wim 1uieda. Cremyet
MEHSTh MECTA UHBEKIUI IIPY MHOTOKPAaTHOM Ha3HAYEHUU Iperapara.

Wnvexiuss mnpenapara AJDKOBM MOXeT OBITh INpOBEAEHA MEAWIMHCKUM IIE€PCOHAIIOM,
NAlMeHTaMH /WM YXaXUBAIOIIMMHM 3a HUMH JUIaMu. [lepea MCIOb30BaHMEM MaAIMEHTHI
W/WUIM yXa)XUBAIOINWE 32 HUMH JIMNA JOJDKHBI IPOWTH COOTBETCTBYIOIIEe OOyYEHHE MOPSIKY
IIOATOTOBKM K IIPUMEHEHUIO M BBEACHHUIO npenapara AmkoBu. Heobxoaumo cooOmuth
NalMeHTaM W/WIM yXaXUBAIOUIMM 32 HUMHM JIMIIAM O TOM, YTO MM TPeOYyeTCs 03HAKOMHTHCS C
MHCTPYKUMEN 110 MEJIMIMHCKOMY IPUMEHEHUIO U CJIeJIOBaTh €i MpU KaXIOM HCIOJIb30BAHUU
npenapaTa AJKOBH.

IToxpoOHbIe yka3zaHusl 10 XpaHEHHIO, OOPAIICHUIO U TEXHUKE BBEICHUS IIperapara pUBeICHbI B

pazzene «YKa3aHus 10 IPUMEHEHUIO IpenapaTa AJDKOBU Y.
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ITo6ounoe neiicTBUE

besonacnocts mpenapara AjpkoBu oneHuBamM y 6onee, yem 2500 manueHTOB ¢ MHUIPEHBIO,
IOJY4YMBIIMX HE MEHEE OJHOM JI03bl JIEKAPCTBEHHOTO Ipenapara. Takum o0pa3oM, SKCIO3UIUSA
cocraBmia 6onee 1900 manuenro-net. bonee, yvem y 1400 manueHTOB JUIMTEIBHOCTh TEPATMH
cocTaBuia He MeHee 12 MecsIes.

K wyacto pazBuBaBmmMcs HexenateabHbIM peakuusMm (HP) oTHocuamcs mMecTHble peakuuu B
MecTe MHbeKIuH [601b (24%), yrutotaenue (17%), sputema (16%) u 3yxn (2%)].

OmnucanHple B KIMHMYECKUX uccienoBaHusx HP mepeduciieHbl B COOTBETCTBHH C CHCTEMHO-
OpraHHbIM KJIaCCOM MeauIMHCKOro ciioBapsi HOpMaTUBHO-IIPaBoBo# jestenbHocTd (MedDRA).
HP cucrematusupoBansl B cootBeTcTBUM ¢ Kitaccupukanmein BcemupHoO# opranusanuu
3apaBooxpanenuss (BO3): owenp wacto (>1/10); wacto (>1/100, <1/10); mewacto (>1/1000,
<1/100); penxo (>1/10000, <1/1000); ouens peako (<1/10000); uactoTa HEU3BECTHA

(HEBO3MOIKHO OIIPEJIEIIUTh UCXOAS U3 JOCTYIIHBIX JAaHHBIX).

CucreMHO-0praHHbIi YacroTa HexenareabHasi peaknus
kiacc MedDRA
Hapywenus co cmoponwi HEe4yacTo pEaKIMY THIEPYyBCTBUTEIBHOCTH, TAKHAE
UMMYHHOU CUCmeMbl KakK ChIIlb, 3y/l, KPallMBHUIIA ¥ OTEKH
Obwue paccmpoiicmea u OYEHB YacTo 601, yIIIOTHEHUE, S)pUTEMA
Hapywenus 6 mecme
66e0eHus THETO 3yA
HeyacTo CBIIIb

Onucanue OTIEIBbHBIX HeXEIATeIbHBIX peaKImn

Peaxyuu 6 mecme unvexyuu

K naubosnee yacto HabOgaeMbIM MECTHBIM PEAKIUSIM B MECTE MHBEKIMU OTHOCHIIUCH OOJIb,
YIUIOTHEHHE M dpUTeMa. Bce MeCTHbIE peakiuy B MeCTe€ MHBEKIUHM ObUTM NPEXOJAIIUMHA U B
OCHOBHOM JIETKOM MJIM CPEIHEH CTENEeHHU TSHKECTH. boib, YIUIOTHEHHE M dpUTeMa, KaK IPaBUIIo,
BO3HMKAJIM Cpa3y e I10CJI€ MHBEKIMH, TOT/Ia KaK 3y U CHIIb IPOSBISUIACEH B CpeIHEM depes 24
¥ 48 4, coOTBETCTBEHHO. Bce peakiuu B MecTe MHBEKIMH OOBIYHO pa3pellaluch B TEYEHHE
HECKOJIbKMX 4acOB MM JHEH. B 1menoMm, raHHBIe HeOIaronmpusTHHIE peakluud He TpeboBaiu
OTMEHBI JIEKaPCTBEHHOTO CPE/ICTBA.

Hmmynozennocmo

B miane60-KOHTPOIMPYEMBIX HCCIIEIOBAHUSIX aAHTHTENa K mpenapary (B HU3KOM THTpE)
Habmogamce y 0,4% (6 u3 1701) nauueHToB mnocie Havyana JedeHus ppemanesymadom. V 1 u3
9TUX 6 nanMeHToB OpUIM 0OHApyXKEHBI HelTpanu3yromue anturena. Yepes 12 Mecsnes edeHus

aHTUTENA K IIpenapary 6sum o6HapyxeHs! y 2,3% (43 u3 1888) nanuenTos, y 0,95% nauueHTos
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OBLTH BBISBJICHBI Heffn‘panmyfomne antutena. Hamuuwme HOlIOGHI:IX AHTUTC]I HC BJIMJIO Ha

6e3omacHOCTh U 3G (GEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA.

Ilepeno3npoBka

MaxkcumaneHas 103a mpenapara B Xoje KIMHHYECKUX HccienoBanuii coctaBmia 2000 Mr mpu
BHYTPMBCHHOM BB€JCHMM. Pa3BuTHe HEXeNaTeIbHBIX peEaKUUid U J030JMMHUTHPYIOLICH
TOKCMYHOCTM He Habmonanocs. B cioydyae mnepefo3MpoBKH MAIMEHTY pPEKOMEHIYETCS
HaXOJMThCS 1107 HaOMIOEHMEM Bpada C IEIbl0 OOHApyXKEHUS BO3MOXKHBIX HeEXeaTelIbHBIX

peaxum‘fl. HpI/I HCO6XOI[PIMOCTPI IIPOBOJUTE CUMIITOMATUYCCKOC JICYCHHUC.

B3anmopeiicTBHe ¢ IPYrHMH JIeKapCTBEHHBIMH NPENapaTaMu

@QopMabHBIX ~ KIMHUYECKMX  HCCIICJOBAaHMN  JIGKAPCTBEHHOTO  B3AMMOJEHCTBHS  C
¢ppemanesymabom He mpoBoamiIoCch. Vicxoms U3 cBOMCTB ppemanesymaba (hapMakoIOruuecKue
JIEKapCTBEHHBIE B3aUMOJEHCTBUS MaJIOBEpPOSTHBL. KpoMme TOro, ogHOBpEMEHHOE NPHMEHEHHE
JICKAapCTBEHHBIX IIPENapaToB, IPUHUMAEMBIX JUISL JICYCHHS IPUCTYIIa MHUTPeHHd (0COOEHHO
AQHAJIBI€TUKOB, AJIKAJIOUIOB CIIOPBIHBY U TPHUIITAHOB) M IIPENapaToB Ui MPO(UIAKTHYECKOTO

JIe4eHNs] MUTPEHH HE MOBIMSUIO Ha hapMaKOKUHETHKY (peMaHe3ymaba.

Ocobbie ykazanus

I'unepuyscmeumenvrhocmeo

Taxue peakuum runepdyBCTBUTENBHOCTH K (pemaHe3ymaly, Kak Chllb, 3yJ, KpalMBHMIA U
OTEKH, OTMedYamuch peako (cMm. paszgen «llobounoe peiictBuey). BonbmMHCTBO peakiuii
BO3HHMKAJI0 B TEYCHHME HECKOJIBKMX YacOB MM OJHOTO MeCsla IIOCie BBEICHHS IIperapara.
Peakiuu B OCHOBHOM OBUIM JIETKUMU WIA YMEPEHHBIMH, HO HEKOTOPHIE IPUBOIWIM K
IPEKPAIIEHUIO JIEYEHUS] WM TpeOOBalM JIeYeHHMs KOPTHKOCTEpoMJIaMu. B ciryuae pa3BuUTHS
peaKIuy TI'MIEPYyBCTBUTEIBHOCTH HEOOXOJMMO pPaccMOTPETh BOIPOC 00 OTMEHE Ipenapara
AJDKOBY ¥ Ha3HAYUTh COOTBETCTBYIOIIEE JICYCHHE.

Ilayuenmoi ¢ cepoeuno-cocyoucmvimu (CC) 3abonesanuimu

W3 KkiMHMYECKMX MCCIIEJOBaHMN HMCKIIOYAINCh MANUEHThl CO 3HAYMMBIMH  CEpEYHO-
COCYIMCTBIMM 3a00JIEBaHUSAMHU, COCYIMCTON HIIEMHEH WM TPOMOOTHYECKMMM COOBITUSIMH,
TAaKMMU KaK OCTPOE HapyIIEHHE MO3rOBOIO KpPOBOOOpAIEHMs, MHUKPOUHCYJBTHI, TPOMOO3
r1y6oKuX BeH MM JerouHas sm6onus. bezonmacHocts U 3 (heKTUBHOCTS Ipenapara AJDKOBH Yy
TaKHUX NAIMEHTOB HE YCTAHOBJICHBIL.

Bcnomozamenvuvie sewyecmesa

B oanoii no3e (1,5 mun) npenapara ApKoBH coiepxuTcst MeHee | MMoJib HaTpust (23 Mr), TO €CTh

Inpenapar NpakKTUICCKu CBOGOIICH OT HaTpus.
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Xpanenue

IIpenapatr AKOBUM cleyeT XpaHUTh B XOJoauibHUKe npu Temuepatype ot 2 °C go 8 °C B
OpPMIMHAIILHOM YIIAKOBKE JJI 3alMTHI OT BO3JeicTBUs cBera. IIpu HeobxomumocTu mpenapar
AJDKOBM  JIOIyCKAaeTCsl XpaHUTh Ipu KoMHaTtHOW Temmeparype ot 20°C go 25°C B

OpUTMHAJIbHOM ymnakoBke He Ooisiee 24 yacoB. Ilocne u3BiIeYeHMs U3 XOJIOAMIBHUKA IIpenapar
AJ1XOBY JIOJDKEH OBITH UCIIONIB30BaH B TeUEHHE 24 4acOB WM YTHIM3UPOBAH.

3AIIPEIIIAETCS 3amopaxuBath u BeTpsixuBarh npenapaT. Kpome toro, 3AIIPEIIAETCS
UCIIOJIB30BaTh IIPEnapar, IOABEPrHYTHIM BO3JECUCTBUIO BBICOKHMX TEMIIEPATYp WJIMA IIPAMOIO

COJIHCYHOI'O CBECTA.

Binsinue Ha cn10coOHOCTH YIPABJIATH TPAHCHOPTHBIMH CPeICTBAMM, MEXaHM3MAMH
IIpenapar A/DKOBM He BIMSET Ha CIHOCOOHOCTH YIPABICHHs TPAHCIOPTHBIMH CPEICTBAMH M
pabory ¢ MexaHusMamu. B ciydae pasBuTtus 1noGO4YHOro JeiCTBHS CiieayeT coOIIOAaTh

OCTOPOXKHOCTE.

®opma BbIIyCKa

PactBop 1151 mosikoxxHOTO BBEeACHUS, 150 Mr/mir.

ITo 1,5 M1 npenapata B 0JHOPa30BOM LIIIpuUIle U3 GecIBETHOrO cTekia Tuma I ¢ GUKCHpoBaHHOK

UIJI0M M3 HEpXKaBeloIled CTalM, 3allMUICEHHOW [JBOMHBIM KOJIIAYKOM, COCTOSINUAM W3
BHYTPEHHEH PE3MHOBOM 4aCTH M BHEIIHEH TBEpAOH 4acTH M3 IOJIMIIPONMICHA, C IOPIIHEM M3
IOJIMIIPOIIMJIEHA M YIUIOTHHUTEJIEM NOPIIHA U3 OpoMOyTmiioBoro xay4yyka. 1 wim 3 mmpuna B
SYEHMKOBBIA KOHTeHHep. | A4EHKOBBIA KOHTEHHEpP BMECTE ¢ MHCTPYKIHEH [0 NPUMEHEHHIO B
KapTOHHOM Ia4YKe ¢ KOHTPOJIEM IIEPBOIO BCKPBITUS, HA KOTOPYIO JOIOJHUTEIBHO MOTYT OBITh
HaHECEHBI 3alJUTHIC HAKJICHKMY.

ITo 1,5 M1 npenapaTta B 0JHOPa30BOM MIIIpHIlEe U3 GECBETHOTO cTekia Tuma I ¢ GUKCHpOBaHHOM
UIJION M3 HEpXaBEIOIEW CTalM, 3alUIICHHON JBOWHBIM KOJIIAYKOM, COCTOSIIMM M3
BHYTPEHHEH PE3MHOBOM 4aCTH M BHEIIHEH TBEpAOHM 4acTH M3 IOJMIIPONMICHA, C IOPIIHEM W3
HOJIMIIPONIMJIEHA M YIUIOTHHUTEIEM IOpHIHS U3 OpoMOyTMIIOBOro Kaydyka B aBTOMHXKEKTOpE
(mmpun-pyuxe). 1 wam 3 aBTOMH)KeKTOpa (LIIPUI-PYYKHM) B SYEHKOBHIA KOHTeHHep. 1
SYEHKOBBIA KOHTEHHEP BMECTE€ C MHCTPYKIHMEH II0 IPUMEHEHMI0O B KapTOHHOM Iauke C
KOHTPOJIEM IIEPBOI0 BCKPBHITHS, Ha KOTOPYIO JIOIOJHUTEIBHO MOTYT OBITh HAHECEHBI 3aLIUTHEIE

HaKJICHKH.

YcioBusi XxpaneHusi

XpanuTs npu Temnepatype ot 2 10 8 °C B OpUrMHAIBHOM YIIAKOBKE.
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He 3amopaxuBarts.

XpaHUTh B HEAOCTYITHOM /IS JIeTel MecTe!

Cpok rognocTu

wnpuya: 3 roja.

asmounicekmopa (wunpuy-pyuxu): 2 roja.

He IIPUMEHSATH I10 UICTECYCHUHN CPOKa I'OJHOCTH.

YcioBus oTmycka

OTIycKaroT 1o penenTy.

HaumenoBanme gepixaTesisi (BJj1ajie/Iblia) PerucTPALMOHHOIO YI0CTOBEPEHUS

Tepa ®apmanestuyeckue [peanpustus Jita., U3panis

IIponsBoauTenn
Berrep ®apma-Deprurynr I'm6X u Ko. KT,
Mocsusen 2, 88214 PaBencOypr, ['epmanus

YnakoBmuk

Berrep ®apma-®eprurynr I'm6X u Ko. KT,

Mocsu3en 2, 88214 PaBencOypr, ['epmanus

unu

Mepxite I'M6X,

JIropsur-Mepxue-1lItpacce 3, 89143 bnay6oiipen, I'epmanus

Beinmyckaomuii KOHTPOJIb Ka4ecTBa
Mepkie I'M6X,
I'pad-Apko-IlItpacce 3, 89079 Ynbm, I'epmanust

Opranuszanus, NpUHAMAIOMAs NPETEH3UH OTpedUTEei
00O «Tesan, 115054, Mocksa, yi. Banosas, 35,
Tell.: +7 (495) 644 22 34, pakc: +7 (495) 644 22 35

Azpec B MHTEpHETE: WWW.teva.ru
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Yka3zanus no npuMeHEHHI0 Npenapara A/KOBH

Hucmpykyua no npumenenuto npenapama Ao0xcoéu, pacmeop 01a NOOKOHCHOZO 66€0CHUA,
150 m2/mn, 6 npedsapumenvho 3anoniHeHHOM Winpuye

BuuMmare/IbHO NPOYHTAlNTE ITY HHCTPYKIUIO Nepe/]] NPUMEHEHHEM Npenapara AKOBH
Baxxnas nndopmanms:

e Kax/plil ImpuI npeaHa3HaveH TOJIBKO JUIS OJJHOKPATHOTO UCIIOJIb30BAHUS.

e Kaxpli mmpui npenapata A/PKOBU coaepxut 225 mr ¢ppemanesymaba. B 3aBucumocty ot
Ha3HaYE€HHOI'0 BPayoM pEXMMa J03UPOBAHUS MOTYT IIOTPeOOBATHCS OAMH WM TPH IIIIPHIIA.

e Ilpenmapar AxoBM BBOAMTCS IOAKOXHO. Ilepen ucmonb3oBaHMEM HEOOXOAMMO IIPOMTH
COOTBETCTBYIOIIEE OOyYeHME NOPAAKY IOATOTOBKM K IPHMMEHEHHMIO W BBEJICHHIO PacTBOpA
npenapara AJDKOBY B INIPUIIE AJIS TOJKOXKHBIX MHBEKIMH Y JIeYalero Bpaya Wi MeIUIUHCKOM
CECTpBI.

e Cuegyer BHUMATENbHO NPOYECTh MHCTPYKIHMIO 10 MEAMIIMHCKOMY IIPUMEHEHHMIO IIperapara
AxoBu, 94T0OBI y3HaTh 60JIbIIE O JIEKAPCTBEHHOM CPEJICTBE.

e Heub3g TAHYTH NIOPIIEHL 00PATHO, TaK KK 3TO MOXET IIPUBECTH K ITOJIOMKE IIIIPHUIIA.

e Hean3s BeTpAXMBaATHL INNPUIL, TaK KaK 3TO MOXET IOBJIUATH HAa paboTy MeIUIIMHCKOrO
YCTpOMICTBA.

e Eciim B KapTOHHOM I@ayke OCTAIMCh HEWCIIOJIB30BAaHHBIC IINPUIBI HEOOXOXHMO

HE€3aME/JIMTECJIbHO y6paTb (49 06paTHO B X0JI0IM/IbHHUK.

Konnayok ans urnbl
[ata ucreuyenus Ynop nopiuHs
WUrna CpoOkKa rogHoCcTM nopme"b

—l—@z' = ]

Kopnyc wnpuua

i
Ynop ans nanbuesB

Illar 1 IToaroroBKa K NPOBEIECHUIO IIOAKO0XKHONH MHBEKIINHA

a) YOeaurech B TOM, YTO BCe HE00OX0AUMOE /ISl HHbEKIIUH B HAJIHYHM:
- oxuH (npu go3e 225 Mr) wim Tpu (pu 103e 675 Mr) OAHOPA30BBIX IIPEABAPUTEIHHO
3al0JTHEHHBIX [IIIPUIA IIpenapara AJDKOBH,
- cnupToBas caiuderka,
- BaTHBIM TaMIIOH,
- KOHTEWHEp U1 UCIOJIb30BaHHBIX IIIIPHIIEB WIIA OCTPHIX OTXOJIOB.

0) IlomecTHTE pacxoHbIe MATEPHAJIBI HA YHCTYIO POBHYIO IOBEPXHOCTD.
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B) /lisi ymenbmenusi quckoMm@opTa Bo BpeMsi HHbeKIHUHU JaiiTe npenapary A/KOBH
HarpeThbcs 10 KOMHATHO# TemnepaTypsl B TedeHue 30 MuH:
- m3beraiiTe BO3CHCTBYS Ha IIIPHUI] IIPSIMOTO COJTHEYHOI'O CBETA,
- He HarpeBailTe IINPHUI] C IOMOIILI0 MHKPOBOJHOBOHM IeyM WM J1000ro MHOTO
MCTOYHMKA TeILIA.
r) BeimoiiTe pykH ¢ MBUIOM M HAaCyX0 BBITPUTE UX IOJIOTEHIIEM.
a) OcmoTpHuTe INPHIL ¢ NpenapaToM AKoBH, ydeaurecs, 4To:
- Ha 3THKETKE yKa3aHO HaMMEHOBaHUE AJIKOBH,
- IOIPUIl COAEPXKHUT IPO3pa4YHbIA MM CJErKa ONAJIECHUPYIOIIUA pacTBOp OT
6€eCIIBETHOTO JI0 CBETJIO-XKEJITOTO IIBETA,
- HaJIM4YME MEJKUX ITy3BIPHKOB BO3JyXa B IPEIBAapUTEIBHO 3aIlOJHEHHOM UINPHIE,
SIBJISIETCSI HOPMAIBHBIM M JOITYCTUMBIM.
HE MCIIOJIb3YUTE mupun, ecim:
" IIIPHI TOBPEX/IEH,
" CPOK r'OJHOCTH, YKa3aHHBIA Ha 3TUKETKE IIIpHUIa (a TaKKe KApTOHHOM ITayKe) UCTEK,
® PACTBOP BBHINIAAUT MYTHBIM, U3MEHMJI OKPACKY WM COAEPXKUT IOCTOPOHHUE BUIUMEBIE

YaCTHIIbI.

¢) BoiGepuTe MecTo )il HHbEKIMH:

Bo3MoXHBIE 30HBI JUISI CAMOCTOSITEIHHBIX MHBEKIIHIA: 30HA )KUBOTA (130eraiite obnacTu

IIPMMEPHO 5 CM BOKDYT IIyIKa), nepeaHsis 4actTh O6egep (06yacTh, KOTOpas HAXOJUTCH,
10 KpaiiHEe! Mepe, Ha 5 CM BBIIIE KOJIEHA U Ha 5 CM HIDKE I1axa), 3aJJHsisl 4acTh IJieva.
JUis mHEBEKIMHA B TPYIHOJOCTYIIHBIE 30HBI (HampuUMep, 3aJHss 4acTh ILIEYa) MOXET
10TpebOBaTHCS IOMOIIH JJPYTOro YEIOBEKa.
o Ecmm npu BBeeHuM 10351 675 Mr HCIONIB3yeTCsl OJHA M Ta XK€ aHATOMHUYECKas
obnacTte JUII TpeX OTACIbHBIX WHBEKIUA (3 OTAEIBHBIX OJHOPA30BBIX

Ipe/IBAPUTEIIHLHO 3alI0JTHEHHBIX LINTPHIA), He0OXOAUMO YOEIUTHCS, YTO BTOpAs U
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TPEThA HUHBCKIUU IIPOU3BOAATCA HE B TO XE€ MECTO BBCIACHHUS, KOTOPOC OBLI0

HCII0JIB30BaHO JIJIA NPEABLAYIIIUX WHBEKIUAN.

HE CJIEAYET:

® IIPpOBOJUTHL HMHBEKIUUA B 0oJIe3HEHHBIE MECTa, IIOKPAaCHEBIIMEC YYaCTKH KOXH, B

obiactu ¢ orpyOeBmield KoXeW, C YIUIOTHEHHSMH, TIeMaTOMaMH, TaTyHpPOBKaMH,

mpaMaMiy WK pacTsXXKaMHu,

* BBOJUTH IIpemapar AJ/DKOBM B TO )K€ MECTO, B KOTOpoe ObUI BBEIEH JIpyroi

JIEKapCTBEHHBIH IIpernapar.

k) IloaroroBbTe MecTO A HMHBEKIMH: 00paboTaiiTe 30HY HHBEKIMM Cal(eTKoH,

CMOYEHHOW CIIMPTOBBIM pacTBOpoM. JlaliTe BHICOXHYTh 30HE HMHBEKIMM B TeueHue 10

CEKYH/I.

Ilar 2 TexHuka BbINOJIHEHHUS NOIK0KHOH MHBEKIIUH

a) CHumure (ﬂOTﬂHHTC B IIpSAMOM Hanpasuennn) 3aIIUTHBIA KOJINAY0K € HIJIbI:

He npoxpyumBaiiTe 3aIUTHBIN KOJIIIAYOK.

[Tocne cHATUS KOJIIA4yKa C UIJIBI OJHOPA30BOI'0 IOIIpHIla HE HpHKacaﬁTCCB K HUTI'JIE U HE

HaJIeBaiTe IIOBTOPHO 3aIMUTHBIA KOJIIAYOK Ha UrjiIy BO n30exanue TpaBMbl HJIA

nH}eKum.

i

0) BeeauTe npenapar, BbINOJHHUB cieaylomue 4 1eicTBUs:

He Hagegaiite
obparHo 3aWmTHbIH
KOnna4yok Ha urny

1. TlpenBaputensHO cierka
cobepute He MeHee 2,5 cM
KOXH B 00paboTaHHOI 30He
JUIl UHBEKLMI B CKJIAJKY
OonpIIMM M yKa3aTeslbHbIM
najbLamu.

2. Pacronaras uriy wmpuua
nox yriom 45 — 90 rpaaycoB k
MECTY HMHBEKLUH TPOKOJIHUTE

KOXY.

3. Korna
MOJIHOCTbIO BOMJET

B KOXY,
paBHOMEPHO

urija

HaJlaBJIMBaiTe
OOJIBIIMM TIaJIbLIEM
Ha YyNOop NOpLIHA
HITIPULIA.

4. MemieHHo H
PaBHOMEPHO
HaJaBjIMBalTe  Ha
ynop MOPLIHS,
BBOJS COJAEPXKUMOE
mnpuLa B MECTO
UHBEKLIMU
TMOJIHOCTBIO.
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r) OcTopoXHO NPHKMHTE YHUCTHI BATHBIA TAMIIOH K MECTYy MHBEKIMHA Ha HECKOJIBKO

cekyHa. He Tpure Mecto nuHBEKIIMH.

Ilar 3 YTuam3zanms: IOMECTHTE LINPHI] ¥ COIYTCTBYIOUIME MaTepvajibl B KOHTEHHED Ui
UCIIOJIb30BaHHBIX IIIIPUIEB MIIM OCTPBIX 0TX0/0B. He BBIOpackIBaiTe CHSATHIE MIVIBI, IIIIPHUI] HJIHA
IIPEABApUTEILHO 3aII0JIHEHHBIN IIIpHUIl BMecTe ¢ ObITOBEIM MycopoM. CrpocuTe y Bpaya HIIH
IIPOBM30pa, KaK yTHIIM3UPOBATh IIPEnapar, eciiv oH 6obiie He TpebyeTcs. DTH Mephl IOMOTYT
3alIMTUTL OKPYXAIOLIYI0 Ccpedy. XpaHUTE INNPUIBI M COIYTCTBYIOIME MAaTE€pHalibl B
HEJIOCTYITHOM JUIsL IETei MecTe.

Ecim Bam nasnauena go3a 675 mr (3 mmpuna) st Toro, 4rodbl MOJHOCTHIO €€ BECTH
nostopuTe 3Tanel ¢ Ilar 1 x) mo Ilar 3 co 2-m u 3-M npeABapUTEILHO 3aM0JTHEHHBIM

MIIPHIEM.
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Hucmpykyusa no npumernenulo npenapama Aoxcoeu, pacmeop OnA NOOKOICHO20 66€0CHUA,
150 m2/mn, 6 aemounicekmope (wunpuy-pyuKe)

Buumarte/bHO NPOYNTANTE Ty HHCTPYKIHIO Nepe]l IPUMEHEeHHeM NpenapaTa A KOBH
Baxunas undopmanus:

e Kaxplit aBTOMHXXEKTOP IpeIHa3Ha4Y€eH TOJIBKO /ISl OJHOKPATHOTO MCIIOJIb30BAHMUS.

e Kaxplii aBTOMHXEKTOp Ipenapara AJDKOBH coAepxuT 225 mr ¢pemanesymaba. B
3aBUCUMOCTH OT Ha3HAUYEHHOI'O BpauyoM PEXHMMa J03MPOBaHUS MOTYT IOTPeOOBATHCS OJUH WU
TPY aBTOMHIKEKTOpA.

e [Ipemapar AJKOBM BBOIUTCS INOAKOXHO. Ilepex ucmonp3oBaHMeM HEOOXOAUMO NPOHTH
COOTBETCTBYIOIIEE OOydYeHHME IMOPSAKY IOATOTOBKM K IPUMEHEHHMIO M BBEJICHHMIO pacTBOpa
npenapara AJDKOBA B aBTOMHXKEKTOpE IS ITOAKOXHBIX MHBEKIMH y Jedalero Bpada MU
MEIUIUHCKON CECTPBHI.

e CrnexyeT BHUMATEIbHO IPOYECTh MHCTPYKIMIO 110 MEIUIMHCKOMY IIPUMEHEHMIO IIpernapara
AxoBH, 94TOOB! y3HATH O0JIBINE O JIEKAPCTBEHHOM CPEJICTBE.

e Hean3ss BCTpAXMBaTh aBTOMHXKEKTOp, TaK KaK 3TO MOXET IIOBIMATH Ha paboTy
MEIMIIMHCKOTIO yCTPOMCTRA.

e Eciu B KapTOHHOM IIayKe OCTAJIMCh HEUCIIOJB30BAaHHBIE ABTOMH)XEKTOPHI HE00XO0IMMO
He3aMe/JINTeIbHO yOpaTh ee 00paTHO B X0JIOHIbHHK.

Asmoundicekmop (wnpuy-pyuxa) 00 npumMeHeHus

3anupira Urae
3aumrHBIH s

KoJOIa4y oK

CmoTpoRoe okomKo

Aemounoicekmop (unpuy-pyyxa) nocjie RpuMeHeHus

CHHMII IOpLIeHb
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Illar 1 IloaroroBka K NpoBeIeHNI0 MHbEKIMHU

a) YGCIIHTCCB B TOM, 4YTO BCE HCOﬁXOﬂHMOC AJiIA HHbCKIIUHU B HAJTHYHHA

oauH (mpu go3e 225 mr) wim Tpu (pu g03e 675 Mr) oJHOpa30BBIX IIPEIBAPUTEILHO
3aI10JIHEHHBIX aBTOMHXKEKTOpa (IIIPHI-PYYKH) IpernapaTa AIKOBHY,

CIMpTOBas canderka,

BaTHBIN TaMIIOH,

KOHTeﬁHep AJIs1 UCITIOJIb30BAHHBIX HIITPUIIEB UJIM OCTPBIX OTXO/0B.

6) IlomecTHuTE PacXxoHbI€ MATEPHAJIBI HA YHCTYI0 POBHYI0 IOBEPXHOCTD.

B) Jlas ymenbmenus auckomdopra BO BpeMs MHBEKIMH /aiiTe npenapary AKOBH

HarpeThbcs 10 KOMHATHOH TeMnepaTypsbl B Tedenne 30 MuH:

u3beraire BO3/ICHICTBUS HA ABTOMHXXCKTOD IIPAMOTO COJTHEYHOT'O CBETA,
HE HarpeBaﬁTe ABTOMHXXCKTOP C IIOMOIIBIO MPIKpOBOJIHOBOﬁ nmeuyd MM Jroboro

HWHOI'O NICTOYHHKA TECILJIA.

r) BeimoiiTe pyKH ¢ MBUIOM M HAaCyXO BBITPUTE UX IOJIOTEHIIEM.

1) OcMOTpHTE ABTOMHIKEKTOP € NPenapaToM AJKOBH, y0eIuTech, 4T0:

Ha 3TUKETKE YKa3aHO HAMMCHOBAHUEC A}I)KOBI/I,

JIeKapCTBeHHI:Iﬁ Inperapar B CMOTPOBOM OKOIIKE AaBTOMHXXCKTOpPA BBINIAIUAT Kak
npo3paqHI>n71 UK CJICTKa onanecunpylomnﬁ pacTBOp OT GCCIIBCTHOI'O A0 CBCTIIO-
XKCJITOrO 11B€TA,

HaJIM4YUE€ MEJIKUX ITY3BIPBKOB BO3/1yXa SABJIACTCSA HOPMaAJIbHBIM U JOITYCTUMBIM.

HE UCHIOJIb3YUTE aBTOMHXEKTOD, ECIIH:

ABTOMHIKEKTOP IIOBPEXJIEH,
CPOK I'OZIHOCTH, YKa3aHHBI! Ha 3TUKETKE aBTOMH)XEKTOpa (a TaKke KapTOHHOM Iayke),
MCTEK WM aBTOMHXXEKTOP HaXOAWICS HE B XOJOAWIbHUKE Oosiee 24 u;
PacTBOp BBINIAAUT MYTHBIM, U3MEHUJI OKPACKY HJIA COLAECPKUT IIOCTOPOHHUE BUIUMBIE

YaCTHUIIBI.

< 74

CMOTpPOROE OKOIIKO
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¢) Boibepute MecTo 111 HHbEKIHM:

Bo3MoxHBIE 30HBI /IS CAMOCTOSTEILHBIX MHBEKIIMNA: 30HA xKHUBOTA (M30eraiite obiacTu

IIPUMEPHO 5 CM BOKpYT IIyIIKa), mepeaHssi 4acTh Oegep (06s1acTh, KOTOpas HAXOIUTCS,
10 KpaiiHell Mepe, Ha 5 ¢M BbIIIE KOJIEHA ¥ Ha 5 CM HIDKE I1axa), 3aHfsl 4acTh IuIeva.
Jlis uHbeKuui B TPYQHOAOCTYIHBIE 30HBI (HAIpUMEp, 3aJHSS YacTh IUIEYa) MOXET
0TpebOBaTHCS IOMOIIb JPYTOro YeJIOBeKa.
o Ecmm npum BBeneHuu 10361 675 MI HCIOJB3YETCs OJHA M Ta XK€ aHATOMHUYECKas
o0nacTe UL TpeX OTHENbHBIX MHBEKIMHA (3 OTHETBHBIX aBTOMHXXEKTODA),
HE00X0/IMMO yOeIUTECs, YTO BTOpas M TPEThsi MHBEKIUU IIPOU3BOAATCS HE B TO

K€ MECTO BBCICHUS, KOTOPOEC OBLTO UCIIOJIB30BAHO AT TPpEABIAYIIIUX WHBEKIIUH.

HE CJIEAYET:

" [IPOBOJUTH HHBEKIUU B OOJIEC3HEHHBIE MECTA, IIOKPACHEBIIME YYacTKH KOXH, B
obinactu ¢ orpyOeBmIell KOXei, C YIUIOTHEHHSMH, I€MaTOMaMH, TaTyHPOBKaMH,
IIpaMaMy WM pacTsDKKaMHU,
® BBOJMTH IIpenapar ADKOBM B TO XK€ MECTO, B KOTOpoe ObUI BBEAECH IpPYyroi
JIEKapCTBEHHBIN ITpenapar.

x) IloaroroBrTe MecTo MM HMHBeKIMH: 00paboTaiiTe 30HY HHBEKIUM Cal(eTKoH,

CMOYEHHOW CIMPTOBBIM pacTBOpoM. JlaiiTe BBICOXHYTH 30HE€ HHBEKIMM B TedeHue 10

CEKyH/I.

Illar 2 TexHuka BbINOJHEHUS HHbEKIHA

a) CHumHTe (HOTSHHUTE B IPSIMOM HAIPABJICHUH) 3AIMTHBIA KOJINAY0K € MIJIBI:
* He npoxpyunBaiiTe 3aIIUTHBIA KOJIIAY0K.
* [locne cHATHS KoJIayka C WIJVIBI aBTOMHXKEKTOpa He IPUKAcaiiTeCh K WIJIE U He
HA/IEBaliTe€ IIOBTOPHO 3alIMTHBIA KOJIIAYOK HAa WITY BO H30eXaHHE TpaBMBI MU
UHEKIIH.

* He npuxkacaiitecs K 006J1aCTH 3aIIUTHI UTJIBL
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0) BeeauTe npenapat, BHINOJHHB CJeAyIOIHe 1eHCTBHA:

- YcraHoBute ABTOMHXXCKTOP IIOJ YIJIOM 90° x KOXe B MeCTe JJI1 THBCKIIUH.

- Haxwmure Ha ABTOMHXCKTOpP H npononx(aﬁre YACPXUBATh IIPUXATBIM K KOXC B

teuenue npumepHo 30 cexyna. He npekpamaiite nmpuxmmarb, moka He OyayT

BBIIIOJIHEHBI CIIEAYIOIUE 3 AeHCTBUS:

1. Bpl cabnuute mnepBblii
«IETYOK» (3TO CHUrHAN, 4YTO
WUHBEKLMsS HayaTa, U CHHHM
NOpPILEHb HayaJl BUIKEHUE).

2. Bbl ciplmMTe BTOPOH «IIETYOK»
(crycTs npumepHo 15 cekyHa mocne
NEepBOro; NopiieHb NPoHAeT 10 HU3a
CMOTPOBOIO OKOILIKa, Korja
npenapat Oy/ieT BBe/IeH).

3. Tlopoxaure eme 10 cexkyHna
(uToObl yOenuTbes, YTO mpenapat
BBEJICH MOJIHOCTHIO).

B) Y6CJIHTCCB, 49T0 CHHHMI INOpII€Hb 3AaII0JIHHJI CMOTPOBOC OKOIIKO H Yy/JajIMTe

ABTOMHXKEKTOP:

— Ilocne oxoHuaHus HUHBCKIIUHU (CHHPIﬁ IIOpHI€Hb 3aIllOJIHWJI CMOTPOBOC OKOINKO H

BHUJICH CCpI:IfI orpaﬂn'm"renb), YAQIATE aBTOUMHXXEKTOP BEPTHUKAIBHBIM IBUXCHHUCM

BBEPX M YTUIM3UPYHTE B KOHTEHHED IS OCTPhIX 0TX0/10B (cM. Ilar 3).

22




— Ilocrne YAQJI€HUSA aBTOMHIKCKTOpA 3allydTa HIJIbI BO3BpAIIA€TCI B HMCXOJHOC
IIOJIOXKCHHUEC U d)HKCprCTCH Ha MECTEC 3aKphbIBas UIITY.
— He napnesaiite 06paTHO 3alATHBIN KOJIIIAYOK Ha ABTOMHXXCKTOP BO n3bexanue

TpPaBMBI WUIA UHQEKIIUH.

Cepsiii orpaHHYHTeH

r) OcropoxHo NpHKMHTE YHCTHIA BATHBIH TAMIOH K MECTYy MHBEKIMA Ha HECKOJIBKO

cexynz. He Tpure Mecto nnbekuun. He ucronb3yiiTe aBTOMHXEKTOP TOBTOPHO.

Hlar 3 Yruan3anus: NIOMECTUTE aBTOMHXKEKTOP M COIYTCTBYIOIIME MaTepUalbl B KOHTEHHED
JUIA HUCIIOJIb30BaHHBIX INNPHUIEB WM OCTPBIX OTX0J0B. He BhIOpacwiBaiiTe CHSATBIE WIJIEL,
ABTOMH)KEKTOP WJIM IPEABAPUTEIBHO 3allOJIHEHHBIA aBTOMHXXEKTOP BMECT€ C OBITOBEIM
MmycopoM. CripocuTe y Bpaya MM IPOBU30pa, KAK YTHIM3UPOBATH IIPENapaT, €CJid OH OOJIbIIE He
TpeOyeTca. DTH Mephl IOMOTYT 3allUTUTh OKPYXXAIOIIYI0 Cpeay. XpPaHWTE aBTOMHKEKTOP M
COIYTCTBYIOLIME MaTepHaibl B HEOCTYIIHOM JUISL JIE€TeH MecTe.

Ecim Bam nasnavena go3a 675 mr (3 aBrommkexkTopa (IINPHI-PYYKH)) JJIS TOr0, YTO0BI
HoJIHOCTEI0O ee BecTH mnoBropute JTanbl ¢ Ilar 1 a) mo Ilar 3 co 2-Mm um 3-m

ABTOMHIKEKTOPOM (IINPHI-PYYKOii).

BHHCO-HHCprKquﬂ II0 CaAMOCTOATE/ILHOMY BBEACHHIO IIpenapara A}])KOBH NalnMeHTaAaMH

MOZKHO IOCMOTPETh, Hcnoab3ys QR-koa:

MeHnemxep o perucTpanuu I'opxosen T.K.
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