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MUHHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUICKOI ®EJIEPALIUU

NHCTPYKLIUA
1O MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

NPUHDOKC®

PEruCTPAIMOHHBIN HOMEP: JITT-006083
TOPrOBOE HAMMEHOBAHUE: Upuaokc®

MEXIYHAPOJHOE HEHATEHTOBAHHOE HAUMEHOBAHME: 3peHyma0

JIEKAPCTBEHHASI ®OPMA: pacTBOP JIJIsl TOJAKOKHOTO BBEACHUS

CoCTAB

1 M mpemnapara CoIepPKHUT:

deticmsyrowee gewyecmao. 3peHymad 70 mr;

gcnomozamenvHvle gewecmea:; caxaposa, noaucopoar-80, ykcycHast KUCIOTa JIe/iiHast, HATPUs
TUAPOKCHU, BOAA JUIsl HHBEKLIUH.

OINMCAHUE

PacTBOp OT GECIIBETHOTO /IO CBETIIO-KEIITOTO IIBETA.

XAPAKTEPUCTHUKA MPEITAPATA

DpeHymab npeacTasisieT co00i yemoBeueckoe MOHOKIIOHampHOe anTuTelno kiacca G2 (IgG2),
C BBICOKOW a)(MHHOCTHIO CBS3BIBAIOIIEECS C PEUEHTOPOM KalIbIIMTOHUH-TEH-POJICTBEHHOTO
nentuaa (CGRP). Opernymab cocTouT U3 2 TSHKETBIX IENei, B KaXKI0N U3 KOTOPBIX COIEPIKUTCS
1o 456 aMHUHOKHUCIIOT U 2 JErKuX Hemnei moakiacca JIsIM01a, COCTOAMMX U3 216 aMUHOKHUCIIOT.
[Tpubmu3uTenpHas MONEKyJIsipHas Macca cocTtaisieT 150 k/la. DpeHyMald mpou3BOIUTCS 1O
texHonoruu pekomounantHoi JIHK B kneTkax ssmuHukoB kutaiickoro xomsuka (CHO).
DAPMAKOTEPAINIEBTUUYECKAS I'PYIIA: [IpOTUBOMUTIPEHO3HOE CPEACTBO.

Kog ATX: N02CDO01

DAPMAKOJOIMYECKUE CBOMCTBA

Mexanuszm oeiicmeusn

OpeHyMad — 3TO YelOBEYECKOEe MOHOKJIOHAIBHOE AHTUTEINO, SBJISIONICECS aHTarOHHCTOM
peuenropa CGRP, u He o6nanaeT 3HaUMMOM (hapMaKOJIOTUUECKOW aKTUBHOCTHIO B OTHOIIICHUH
pEUenTopoB aJpeHOMENYJUIMHA, KalblUTOHWHA W aMUJIMHA, a TaKKe AaroHMCTUYECKOU

aKTUBHOCTHIO B OTHOLIEeHHH perientopa CGRP.
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CGRP — »10 HelipomnenTua, MOAYIHPYIOIIMNA Iepeaadyy HOIMICNTUBHBIX CHUTHAJIOB, U
BA30/IMJIaTAaTOP, CBSA3aHHBIA C maTtodusuonorueid murpenu. IlokazaHo, 4To B OTIMYHE OT
npyrux HeWponentuaos, KoHmeHTpauuss CGRP 3HaunTenbHO yBenMUYMBAEeTCS BO BpeMs
MPUCTYIa MUTPEHH M BO3BpAIaeTCs K HOPME TOCTe ero paspenieHus. BHyTpuBeHHOe (B/B)
BBesieHue CGRP BhI3bIBaeT y ManueHTOB MUTPEHEOI00HYIO TOJIOBHYIO 0OJb, U3 YET0 MOXKHO
npeanonoxuth, 9T0 CGRP MoXeT SABIATHCS MPUYNHOW BOSHUKHOBEHUSI MUTPEHHU.

Penenrrop k CGRP nokanmm3yercs Ha y4acTKax, MMCIOIIUX OTHONICHUE K MAaTO(PU3NOIIOTHU
MUTPEHH. DpeHymMal sSBIIETCS MOIIHBIM U criennuaabsiM KoHKypeHToM CGRP 3a cBsi3piBanme
C pPeLenToOpOM U TEM CaMbIM MOJABISET €0 NEHCTBUE HA PEICTITOP.

Dapmaxoounamuka

B pangoMu3npoBaHHOM JBOIHOM CJENOM I1a1e00-KOHTPOIUPYEMOM HCCIEI0BAaHUHU T10
orieHKe 3P GEeKTHBHOCTH OJJHOKPATHOTO B/B BBEJEHUs 3peHyMada B 03¢ 140 mMr y mareHToB
CO CTaOWJIBHOW CTEHOKapAueld He OTMEYaloch CHIDKEHUS MEePEHOCHUMOCTH (U3HUECKOn
Harpysku npu Harpy3odHoit OKI'-npobe (Ha TpeaMHII-TecTe) MO CPaBHEHHUIO C IUlanedo u
yCyTryOJIeHHS UIIIEMUU MHOKap/Ia.

Knunuuecxue oannvle

OpeHymal oueHuBancs B 3 0a30BBIX HCCIENOBAHUSX IO U3YYCHHUIO MPOPHIAKTHYECKOTO
JICYCHUsI SIU30AMYECKON W XPOHMYECKOW MHUTpeHU. B mccnenoBaHuss ObLTH BKIIFOUEHBI
NAalMeHThl C MUTPEHBI0 C aypod wnmm 0Oe3 aypel B aHaMHE3e B COOTBETCTBHH C
JTUArHOCTHYECKUMHU KpUTEpUsAMU MexayHapoaHou kiaccudukanuu rojioBHOM Oomu (the
International Classification of Headache Disorders, ICHD-III).

OpeHyMal MPOJEMOHCTPUPOBAT CTATHCTUYECKH W KIMHHUYECKH 3HAYMMBIE YIIyYIICHUS
KJTFOUEBBIX TIOKa3aTenel 3PeKTHBHOCTH MO CPABHEHUIO C IIaneoo.

XpoHHYEeCcKasi MUTDEHD

DOpeHyMal OIIEHUBAJICS B Ka4eCTBE MOHOTEpAINUU Ui MPOPUIAKTUKN XPOHUUECKONH MUTPEHU
B PaHIOMH3UPOBAHHOM MHOTOIEHTPOBOM 12-HEJNENbHOM  IUIANe00-KOHTPOIHPYEMOM
JIBOMHOM CJIETIOM HCCIIEIOBAaHUH Y TIAIIMEHTOB, CTPAAAIONINX MUTPEHBIO C aypoi mim 0e3 Hee
(>15 gHeit ¢ roIOBHOM 0OJIBIO B MECSIl U >8 THEW MUTPEHU B MECSII).

B xnmHMuYecKOM HCCIEeIOBAaHUM MAIMEHTOB C XPOHUYECKOW MUTpeHblo 3(h(eKTHBHOCTH
NPUMEHEHHUs Tpernapara OICHMBAJlaCh HAa OCHOBAaHWU HW3MEHEHHUs KOJIWYECTBAa JHEH C
MUTpEHBIO B TeueHue mecsana (JJMM) k 3 mecsily 1o CpaBHEHHIO C TAKOBBIM [TOKA3aTEIEM /10
JIeYeHUST dpeHyMaboM (MCXOAHBIM YpPOBEHB). BTopmuHbIMEH TIOKa3zaTensiMu 3¢ (PEKTHBHOCTH
CiIyXuin cHbkeHue konnyectBa JJMM nHa 50-100% OTHOCUTETHEHO HCXOJHOTO YPOBHS (OTBET
>50%), U3MEHEeHHe OTHOCUTEIHHO HCXOJHOTO YPOBHSI KOJIMYECTBA AHEH B TEUEHUE MEcslla, B
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KOTOpbIe MalMEeHThl NMPUMEHSIN cnenuduyeckre npenapaTsl JUIsl KyIMMPOBAaHUS IPHUCTYIA
murpend. Ha pucynke 1 u B Tabnmune 1 npuBeneHbl KIIOYEBBIE PE3yJIbTaThl UCCIICAOBAHUS.
AHanu3 eXEMECSYHbIX HM3MEHEHHM IOKa3al, YTO CpPEJHEMECSYHOE KOJIMYECTBO JHEH ¢
MUTPEHBIO CHU3MIIOCH 10 CPABHEHUIO C IUIALE00 YKe B IIEPBBINA MECHL], a TOCISAYIOIINN aHAIN3
eXKEHeeIbHbIX M3MEHEHHMH Mokasaji, uTo 3¢ ¢dekT speHymaba pa3BHBAJICS yXKe Ha NepBOH

HEACJIC MMOCJIIC NHBCKIIMH.

Pucynok 1. /InHamuka m3MmeHeHus kosmdectBa [IMM OTHOCHTENBHO MCXOAHOTO YPOBHS Y
NALUEHTOB ¢ XpPOHUYECKON MUTPEHBIO.”

--4-- MMnaue6o
— A~ - OpeHymab 70 mr 1 p/m
— @ OpeHymab 140 mr 1 p/m

OTHOCUTENIbHO NCXOQHOro YPOBHA

il

U3meHeHne Konn4yecTBa gHEN C MUrpeHbo B Mecsl

T T T T
UcxoaHbin
ypOBeHb

Mecsiu 1 Mecsuy 2

a HpeI[CTaBJIeHLI CpCAHCKBAaApATUYHbIC CPEAHNEC 3HAUCHUSA U 95%-HbIe JOBCPUTCIIbHBIC NHTCPBAJIbI.

Bce p-3HaueHust Ui pasHULBl B CPENHEKBAJPATUYHBIX CPEJHUX MEXIY IpyIaMu dpeHymaba W maueoo,
KOTOPBIC OIICHUBAIK Yepe3 3 Mecsia (TJIaBHbIN moka3atelsb 3(dexruBHoCTH), cocTaBisum <0,001.

Tabmuua 1. Koneunsie Touku 3¢ ¢GeKTUBHOCTH Ha 12 Henene MCClIe0BaHUS y MAIMEHTOB C
XPOHUYECKOU MUTPEHBIO.

Openymad Jpenymad Inauedo Me:xrpynnoBasi p?
70 mr 140 mr (n =281) pazHuna/
(n=188) (n=187) OTHOLIEHHE AHCOB
JAMM
Cpennee -6,6 -6,6 -4,2 70 mr < 0,001
u3MeHeHue? -2,5(-3,5;-1,4)
(95% AN) (-7,5;-5,8) (-7,5;-5,8) (-4,9; -3,5) 140 mr
-2,5(-3,5; -1,4)
I[anmenTsl, y KoTOpBIX NMoka3ateas JIMM u3menuiicst Ha > S0%
% 39,9 41,2 23,5
OtHomeHue He npumenumo < 0,001
IIAaHCOB®

3/33




NPIvi-11 approved on 03/03-2025
Includes CDS v2.9, dated 31-August-2023 (related to Amgen CDS version 13, dated 12-May-

2023)
Jpenymad Jpenymad Inauedo MexrpynnoBasi p?
70 mr 140 mr (n =281) pazHuna/
(n=188) (n=187) OTHOLIEHUE IAHCOB

(95% AN)

IMauueHThl, Y KOTOPbIX MoKka3zatesab JIMM uzmenuicst Ha > 75%!¢
% 17,0 20,9 7,8
OTtHol1leHKEe He npumenumo He
LIIAHCOB MPUMEHUMO
(95% ON)

KosnyecTBO qHEil B TeueHHe MecsLa, B KOTOpbIE 1T
JJIsl KYMUPOBAHHUS MPHCTYNA MHTPEHH®

AIMECHTHI MPUM

eHSIU crnenuduyecKue Npenaparsl

Cpennee -3,5 -4,1 -1,6 70 mr < 0,001
Hn3MeHeHHe" -1,9 (-2,6; -1,1)
(95% ) (-4,0; -2,9) (-4,7; -3,6) (-2,1; -1,1) 140 mr
-2,6 (-3,3; -1,8)
Pe3yabTaThbl Cy0ObeKTHBHBIX 0TBETOB NMAIMEHTOB
HIT 6
Cpennee -5,6 -5,6 -3,1 70 mr
n3MeHeHue’ -2,5(-3,7;-1,2)
(95% A1) (-6,5; -4,6) (-6,5; -4,6) (-3,9; -2,3) 140 mr He
-2,5(-3,7; -1,2) MPUMEHUMO
Cymmapublii nokazareas MIDAS
Cpennee -19,4 -19,8 -7,5 70 Mr
u3MeHeHue? -11,9 (-19,3; -4,4)
(95% A1) (-25,2;-13,6) (-25,6; -14,0) (-12,4;-2,7) 140 mr He
-12,2 (-19,7; -4,8) MPUMEHUMO

N — nosepurensubiii naTepBan; HIT (headache impact test) — mnmexc BiaustHUS ToJOBHOM Oomm; MIDAS
(migraine disability assessment) — olleHKa HETPYAOCIIOCOOHOCTH MO NTpU4nHe MUTpeHu; JIMM — konndecTBo aHEH
C MUTPEHBIO B TEUCHUE MECSIIa.

2 Bcee p-3HaueHWs] NPEICTAaBICHBl B BHIEC HECKOPPEKTUPOBAHHBIX 3HAYCHUH M TMOCIHE KOPPEKIHMH Ha
MHOKECTBEHHOCTD CPABHEHUH SIBJISIFOTCS CTATUCTHYECKU 3HAUYMMBIMH.

b CpemHEKBAIPATHYHOE CPEHEE M3MEHEHHME K MECAIYy 3 OTHOCHTENBHO HMCXOJHOTO YPOBHS, MEXIPYIIIOBas
pasHHLa M p-3HAUYCHHWE OCHOBAaHbI Ha JMHEHHOW MOJENH CMEIIaHHBIX 3(Q(EKTOB, B KOTOPYIO BKIFOYEHBI
UcclleyeMas TpyIia, CpeIHeMecsYHOe 3HaueHHe Ha HMCXOLHOM YpPOBHE, (DakTOpbl cTpaTH(HKALMU (PEernoH
[CeBepras Amepuxa wnm EBpoma] m 3moymorpebiieHHe JI€KapCTBEHHBIMH IIpeTapaTaMy [MMEeTCs WIIN
OTCYTCTBYET]), IUIAHOBBIH BH3MT M B3aUMOJEHCTBUE «HCCIelyeMas IpyIiia—IUIaHOBBIA BU3UT»; BMEHEHUs
OTCYTCTBYIOLIHMX JAHHBIX HE MPOBO/IMIIH.

¢ OTHOIIEHHE IIAHCOB M p-3Hau€HHe JUIsI HalueHTOB ¢ oTBeToM >50% Kk 3 Mecdlly OCHOBAaHO Ha
cTpatnduumupoBaHHoM Kputepun Koxpana-MbpHrena-XaHIesnss MOCiIe BMEHEHHS OTCYTCTBYIONIMX JaHHBIX,
KOTOpBIE CYUTAIINCH OTCYTCTBHEM OTBETA.

4 AnocTepHOpHBIi aHANN3; HUKAKOM POBEPKU TUIIOTE3bI HE MPOBO/IMIIH.

¢ K cnenuduuecknm npenaparamMm OT MUTPEHU OTHOCSATCS TPHIITAHbI U IPOU3BOIHBIC SProTaMUHa.

Y nmanueHToB, y KOTOPhIX HE OBLJIO JJOCTUTHYTO KIMHUYECKOTO OTBETA Ha OJIUH WJIH HECKOJIBKO
METOJIOB MPOo(UTAKTUIECKOM Tepanuu, pa3Hulla B cokpamienun MM, nabmogaemas Mexay
no3oii 140 Mr u tmane6o, cocrasisna -3,3 nus (95% JAU: -4,6; -2,1), a Mmexay no3oii 70 Mr u
miane6o — -2,5 gus (95% AU: -3,8; -1,2). YV manuueHToB, y KOTOPhIX HE ObUIO TOCTUTHYTO
KJIMHAYECKOT'0 OTBETA Ha JIBa WK Ooyiee MeToa NMpopuIaKTUIECKON Tepanu, pazauna JIMM

cocrtapmsina -4,3 aus (95% JAU: -5,8; -2,8) mexay nozoit 140 mr u mnanebdo u -2,7 aug (95%
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JAN: -42; -1,2) mexnay nozoit 70 mr u miamnebo cooTBeTCTBEHHO. Jlonsi MaIMeHTOoB,
MOJTy4aBIUX dpEeHyMab, KOTOPbIE TOCTUTIIH TI0 MeHbIIel Mepe 50% cokpamenus JIMM, Obuia
BBINIE TI0O CPABHEHHUIO C TPYNION Tanedo cpeau MalnueHTOB, HE JTOCTUTIINX KIMHUYECKOTO
OTBETAa Ha OJIMH WJIM HECKOJIBKO MeToA0B mpoduiakTudeckoil tepanuu (40,8% s 10361
140 mr u 34,7% nns go3et 70 mr npotus 17,3% s miane6o), ¢ OTHOIIEHHEM MIaHCOB 3,3
(95% IU: 2,0; 5,5) noist mo3er 140 mr u 2,6 (95% JAU: 1,6; 4,5) nis no3s1 70 Mr. Y HaIueHTOB,
HE JIOCTUTIIMX KIWMHUYECKOTO OTBETa TMOCJIE€ NPUMEHEHHUs [BYX WM 0Oojiee METOJ0B
npodrrakTudeckon tepanuu, noys cocraBuia 41,3% nns mo3er 140 mr u 35,6% nms mo3sl
70 mr nipotuB 14,2% nns mnane6o ¢ oTHomeHueM mancos 4,2 (95% 1U: 2,2; 7,9) u 3,5 (95%

JU: 1,8; 6,6) COOTBETCTBEHHO.

Dnu3oanvyeckas MUTPEHb

DOpeHyMal OleHUBAJICS B Ka4eCTBE CPe/ICTBA M MPOQPHUIAKTUKHI SMU30AMYECKON MUTPEHU B
PaHAOMU3UPOBAHHOM MHOTOIICHTPOBOM 24-HEAENBHOM IUIANE00-KOHTPOIUPYEMOM JIBOHHOM
CJIETIOM HUCCJIEI0BAaHUH Y MALMEHTOB, CTPAJAlOIINX MUTPEHBIO ¢ aypoi uinu 6e3 Hee (4-14 nuei
MUTPEHH B MECSIIT).

B kiMHHUYECKOM HCCIEIOBaHWU TAIMEHTOB C JMHU30JUYECKO MUTPEHbI0 3()(PEeKTUBHOCTH
NpUMEHEHHUs1 TMpenapara OLEHHMBAJIACh HA OCHOBAaHUU W3MEHEHUS CPEAHEMECSIYHOTO
KOJIMYECTBA JIHEH C MHUIPEHbIO B T€UEHHUE MecCALEB 4-0 OTHOCUTENBHO HCXOJHOTO YpPOBHS.
BropuunbsiMu nokazatensamMu 3QpGeKTUBHOCTH CITy uin cHibkeHue Ha 50-100% oTHOCUTENbHO
UCXOAHOTO ypoBHS cpenHero konudectBa JJMM (otBer >50%), U3MEHEHHE OTHOCUTEIBHO
HCXOJIHOTO YPOBHSI CPEIHEro KOJIMYECTBA JHEW B TEUEHUE Mecsla, B KOTOpbIE MAllMEHTHI
MPUMEHSITH CIIEIU(PUICCKUE TIPeraparsl Uil KyIHPOBaHUS PUCTYIIa MUTPEHH, M U3MCHEHUE
OTHOCUTEIIBHO MCXOJIHOTO YpPOBHSI IOKa3zaTeledl Mo IByM JomMeHaMm onpocHuka MPFID
(/lneBHUK BIUSHUS MUTPEHU HA (PU3MUECKYIO AaKTUBHOCTH), CBS3aHHBIX C YXYALICHUEM
¢dusnueckoro cocrosiaus (YDC) u nmoBcenneBHOM akTuBHOCTHIO (ITA). Onpocauk MPFID —
9TO MHCTPYMEHT JJIsl OLIEHKM MCXOJI0B, COOOIAEMbIX MAllMEHTAaMHU, KOTOPBI MO3BOJISET
W3MEPUThH BIIMSIHUE MUTPEHHU Ha (pu3ndeckoe GyHKIIMOHUPOBaHUE ((PU3HUECKYIO aKTUBHOCTB ).
OH conepkuT 13 MyHKTOB 7151 OLIEHKH BIUSHUS MUTPEHH B TEUCHHE MPOIIEAINX 24 4acoB Ha
IBa acrekTa GU3NYecKoro (GyHKIMOHHPOBAHUS, MPEICTABISIIONINX UHTEPEC — BIUSHUE Ha
noBceaHeBHYI0 akTUBHOCTh ([TA: 7 myHKTOB, Hampumep, TPYAHOCTH C BBIIOJTHECHUEM
NeiCcTBUM, TPeOyIOIUX KOHLEHTpAllMM BHUMAHMS) U YyXYIIIEHHE (PU3MUECKOrO COCTOSHUS
(YOC: 5 mnyHKTOB, HampuMep, TPYAHOCTH C BBHINIOJHCHUEM JCHCTBUN, TPeOYIONIUX
bu3NYECKUX YCUINI), a TaKXKEe OJUH OOIIMN MYHKT Ui OIICHKU BJIHUSHUS HA TIOBCETHEBHYIO
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aKTUBHOCTH B IelIoM. [lalMeHThl €KEJHEBHO OIICHHBAIOT BpEMs, B TCUCHHUC KOTOPOI'0 OHU

OLIYLIQJIX BJIMSHUE MUIPEHH, WIM YPOBEHb 3aTPyJHEHUH,

CBA3aHHLBIX C MHUI'PCHBIO.

[Tokazarenu no mkane MPFID 3a mecsity ycpenHAr0TCs IO JHSAM ¢ MUTPEHbBIO U O€3 MUTPEHU;

IIpU 5TOM YEM BBIIIC ITOKA3aTECJIib, TCM B OOoMBIIEH CTENECHU MHUI'PCHB BJIMACT HA JOMCHBI ITA u

YOC.

Ha pucynke 2 u B Tabnuie 2 npuBeIeHbI KJIIOUYEBbIE Pe3yIbTaThl UCCIICAOBAHUS.

Pucynok 2. JluHaMuWKa HW3MEHEHHUS KOJWYECTBAa [THEM C MUTPEHBIO B TEUYEHHUE Mecsla

OTHOCHUTCIIBHO UCXOAHOT'O YPOBHS B UCCJICAOBAHUHU IMALTUCHTOB C SMU30JUUCCKOMN MHUI'PCHBIO.

0+ --4-- [naue6o
x e —4& - 3QpeHymab 70 mr 1 p/m
§ 0.5 .. ®— 3peHyma6 140 mr 1 p/m
1]
®
gz 14
Io
8
so -1.549
]
s
=
§¢ 7
=<
2o
53 257
23
g5 3
$§
o T
z 5 .35
I
Q
s
s 4
454
UcxoaHbin Mecsiy 1 Mecsiy, 2 Mecsuy 3 Mecsuy 4 Mecsuy 5 Mecsu 6
ypoBeHb

Ta6mmma 2. Koneunsie Touku 3¢ dekTuBHOCTH Ha 13-24 Hexene ucciaea0BaHUs MAIlUEHTOB C

AIU30IMYECKON MUTPEHBIO.

Jpenymad Jpenymad Inauedo Me:xrpynnoBas p-3HavyeHue?
70 mr 140 mr (n=316) pa3Huna/
(n=312) (n =318) OTHoOIIEHHE IAHCOB
KoJinuecTBO JHel ¢ MUTPeHbIO B TeueHue Mecsinia (JIMM)
Cpennee -3,2 -3,7 -1,8 70 mr < 0,001
u3MeHenue? 1,4 (-1,9; -0,9)
95% U (-3,6;-2,9) (-4,0, -3,3) (-2,2,-1,5) 140 mr
-1,9 (-2,3;-1,4)
IManueHThl, Y KOTOPBIX NoKa3aTeab JIMM uzmenuiics Ha > 50%
% 43,3 50,0 26,6
OTtHo1IeHue He npumennmo < 0,001
[IAHCOB®
95% U

TauueHTsl, Y KOTOPBIX MoKa3aTeas JIMM usmenusics ua > 75%:"

% |

20,8

22,0

7,9
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JpeHymad Jpenymad Inaue6o Me:xrpynnoBast p-3HaueHnue?
70 mr 140 mr (n=316) pa3Huna/
(n=312) (n =318) OTHOLIEHHE AHCOB
OtHoweHue He npumenumo He npumenumo
IIaHCOB
95% N

KoandecTBo 1Heil B TeueHne Mecsiia, B KOTOPbIE NallMeHThI IPHMEHJIN crieli(pruyecKne NpenaparTbl
JJ1sl KYMHPOBAHMS NPUCTYNA MUTPeHn®

Cpennee -1,1 -1,6 -0,2 70 Mr <0,001
u3MeHeHue" -0,9 (-1,2; -0,6)
95% N (-1,3;-0,9) (-1,8;-1,4) (-0,4; 0,0) 140 mr
-1,4 (-1,7; -1,1)
IToka3aTeb 10 JOMeHY yXyauleHusi pusndeckoro cocrosinus meajasl MPFID
Cpennee -4,3 -4,8 -2,4 70 mr < 0,001
u3meHeHue? -1,9 (-3, -0,8)
95% U (-5,0; -3,5) (-5,6; -4,0) (-3,2;-1,6) 140 mr
_294 (_3355 _134)
BiinsiHne Ha moka3aTeJib N0 JOMEHY NOBCEAHEBHOIM aKTUBHOCTH mKaJabl MPFID
Cpennee -5,5 -5,9 -3,3 70 Mr < 0,001
u3MeHenue’ -2,2(-3,3,-1,2)
95% N (-6,3; -4,8) (-6,6; -5,1) (-4,1; -2,5) 140 mr
-2,6 (-3,6; -1,5)
HIT 6
Cpennee -6,7 -6,9 -4,6 70 mr He npumennmo
M3MEHEHHE -2,1 (-3,0;-1,1)
95% N (-7.4; -6,0) (-7,6; -6,3) (-5,3; -4,0) 140 mr
-2,3(-3,2;-1,3)
Cymmapublii nokasatea» MIDAS
Cpennee -6,7 -7,5 -4,6 70 Mr He mpumennmo
HU3MEHEHHE -2,1(-3,3;-0,9)
95% N (-7,6; -5,9) (-8,3; -6,6) (-5,5;-3,8) 140 mr
-2,8 (-4,0; -1,7)
OTBeT N0 I0MEeHY yXyaleHus pu3nyeckoro cocrosinus mkajasi MPFID
%" 39,1 42,5 30,1
OTtHolIeHue 70 mr
IAHCOB 1,5 (1,1;2,1)
95% AN 140 mr
1,7(1,2;2,4)
OTBeT N0 BJIMSIHMIO HA NMOKA3aTeJIb N0 JOMEeHY NOBCeAHEBHOM aKTUBHOCTH mKaJbl MPFID
%"t 49,0 50,3 34,5
OTtHollIeHuE 70 mr
11aHCOB 1,8(1,3;2,5)
95% 11 140 mr
1,9 (1,4;2,7)

U — nmosepurenprbiii mHTepBan; HIT (headache impact test) — mHAEKC BnmsHUS TonoBHOH Oomm; MIDAS
(migraine disability assessment) — olieHKa HETPYA0CIIOCOOHOCTH MO pU4KMHe MUTpenu; JIMM — konndecTBo AHE#
¢ MUTpeHsbIo B TedeHne mecsana; MPFID — nHeBHUK BIMSAHUS MUTPEHH Ha (PU3UYECKYIO aKTHBHOCTH
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2 Bce p-3HaYeHUsI TPEJCTAaBIEHbl B BHJE HECKOPPEKTHPOBAHHBIX 3HAUYCHWH W TOCIE KOPPEKUUH Ha
MHO)KECTBEHHOCTh CPaBHEHHH SIBJISIFOTCS] CTATUCTUYECKH 3HAYNMBIMH.

b CpennexBaspaTnuHOE CpPeIHEE U3MEHEHNE HA 4-6 MECAIBI OTHOCUTENBHO MCXOIHOTO YPOBHS, MEKIPYIIIOBAs
pasHHIA M p-3HAUYCHHWE OCHOBaHbI Ha JIMHEHHOW MOJENIHM CMEIIAHHBIX 3((EKTOB, B KOTOPYH BKIFOYCHBI
HCCclleAyeMas TpyIa, 3HaueHe Ha UCXOTHOM YpOBHE, (akTophl cTpaTudukanu (perinoH [CeBepHas AMepuka
WIM Jpyroil] W IpUMEHEeHHe B IPOLUIOM JIEKAPCTBEHHBIX INPENapaTtoB Ui NPOQHIAKTHKA MHUIPEHU
[mpyMeHsInCh, MPUMEHSUIICh B IPOIUIOM, NPUMEHSIOTCS B HACTOSIIee BpeMs B KayecTBE COIYTCTBYIOLIMX
npenaparoB]), IUIaHOBBIA BU3UT M B3aUMOJCHCTBHE «HUCCIeAyeMas IpyNia—IUIaHOBBI BH3UT»; BMEHEHUS
OTCYTCTBYIOIIMX JAaHHBIX HC MIPOBOJIUIIN.

¢ OTHOLIEHHE LIAHCOB M p-3HA4YEHUE A MalueHTOB ¢ oTBeToM >50% Ha 4-6 Mecsubl OCHOBAaHO Ha
cTpatuduuupoBaHHoM Kputepun Koxpana-MbaHrena-XaHIeNs MOCJAE BMEHEHHS OTCYTCTBYIOIIUX JaHHbBIX,
KOTOpBIE CYUTAINCH OTCYTCTBHEM OTBETA.

4 AnocTepHOpHBIi aHANN3; HUKAKOM POBEPKU TMIIOTE3bI HE MPOBO/IHIIH.

¢ K cienuduueckiuM npemnaparaM OT MATPEHH OTHOCSATCS TPUIITAHbI U IPOU3BOHBIE 3proTaMHHa.

f CHmxeHne Ha >5 cpegHero mecsiaHoro nokaszarens Y ®C u [1A mo cpaBHEHHIO ¢ HCXOIHBIM TIOKa3aTeNeM.

VY manueHToB, y KOTOPHIX HE ObLIO JOCTUTHYTO KIIMHUYECKOTO OTBETA HAa OJIMH WIIH HECKOIIBKO
METOJIOB TIPOMUIAKTHIECKOTO JICUCHHUs, pa3Hulia cokpamieHus JIMM, HabmomaemMas MexIy
no3o0# 140 mr u mutane6o, cocrasuna -2,5 (95% JIU: -3,4; -1,7) u mexxay no30it 70 mr 1 muiare6o
-2,0 (95% AU: -2,8; -1,2). Taxxe A0 MAUEHTOB, Y KOTOPBIX TOCTUTHYTO cokpaiienue JJMM
Ha 50% Obuta GombIne o cpaBHEHUIO ¢ rpymnmnoi miamnedo (39,7% nns 140 mr u 38,6% nns
70 Mr, mpu otHomeHun mancoB 3,1 [95% HAWU: 1,7; 5,5] u 2,9 [95% AU: 1,6; 5,3]

COOTBETCTBEHHO).

Dapmaxokunemuxa

DpeHyMad XapakTepu3yeTcs HEeJTUHEHHON KHHETUKOW, YTO 0OYCIIOBJICHO €T0 CBS3BIBAHUEM C
peuenropom CGRP. Opnako mpu TepameBTHYECKH 3HAYMMBIX J03aX (apMaKOKHMHETHKA
speHymMaba mocje MOJIKOXKHOTO BBEIACHHS Kaxable 4 HEAeNu SABIAETCS MPEUMYIIECTBEHHO
JUHENHON B cBs13U ¢ HachinieHneM CGRP-penienTopoB B pe3yIbTaTe CBSI3bIBaHUS. Y 310pPOBBIX
TO0OPOBOJIBIIEB, KOTOPBIM TTOJIKOXKHO (T1/K) BBOJWIIH Ipemnapar B 03¢ 70 Mr oJIMH pa3 B MECSII
win 140 Mr omuH pa3 B MecCsIl, CpelHee 3HaueHHe MaKCUMaIbHOW KOHUEHTPAUU (Cmax)
COCTaBIISIJIO COOTBETCTBEHHO 6,1 MKr/mMi u 15,8 Mxr/mn (cranmaptHoe otkioHenue [SD] 2,1
MKI/MJI U 4,8 MKT/MIT), a CpeliHee 3HA4YCHHE IUIOMIAIN TOJ KPUBON “‘KOHIIEHTPALUS-BpEMS”
(AUClast) — 159 cyr*Mkr/mn u 505 cyr*mir/min (SD 58 cyr*mkr/mMa u 139 cyT*Mkr/mir)
COOTBETCTBEHHO.

VY manueHToB, MOJTy4YaBIIMX npenapar B gAo3e 140 mr m/k kaxkasie 4 Helenu, MUHUMAaIIbHAS
KOHLIGHTpalusi B CHIBOPOTKE KPOBH CO BPEMEHEM YyBEIMYHMBAlIach MEHEE 4eM B 2 pa3a u
JOCTHTaJIa PABHOBECHOTO COCTOSIHMS uepe3 12 Henenb mociie Havasa JICUeHHUsL.

Bcacwieanue
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VY 310pOBBIX JOOPOBOIIBLIEB B3POCIOT0 BO3pACTa, MOTYUYABIINX OJHOKPATHYIO /K HHBEKIUIO
spenymaba B 1o03e 70 mr win 140 mr, Mmenuana Cmax B TJIa3Me€ KPOBHU JOCTUTANACh yepes 4-
6 mHEeH, a pacueTHas a0CoJIIOTHasi OMOJOCTYIMHOCTh cocTaBsiia 82%.

Pacnpeoenenue

[Tocne ogHOKpaTHOTO B/B BBeAeHHs B no3e 140 mr cpemnuii o6wem pacmnpenenenus (SD) B
TepMHUHAIBHOU (pasze BriBeneHus (Vz) coctaBisin okoio 3,86 1 (0,77).

Memabonuszm u evigedernue

BriBenenne spenymaba ommchiBaeTcs AByX(azHoil kpuBoW. [Ipym HU3KHMX KOHIIEHTPAIUSX
BBIBEICHHE TIPOUCXOANUT MPEUMYIIIECTBEHHO 32 CUET HACHIIIAEMOTO CBS3bIBAaHUS C MUIICHBIO
(peuentopom CGRP), B To BpeMs kak mpu OoJjiee BBICOKHX KOHIICHTPAIUSX BBIBEICHUE
speHymMaba MPOUCXOIUT NMPEUMYIICCTBEHHO 3a CYET HECMenu(UICCKOr0 HEHACHIIIAeMOTo
npoteonu3a. B nepuos BBeaeHUs mpenapaTa 3peHyMad BEIBOJIUTCS MPEUMYILECTBEHHO 3a CUET
HecTeU(pUIecKoro NpoTeonu3a ¢ 3PPEKTUBHBIM MEPUOIOM MOITYBbIBEACHUS 28 THEH.
DapmakoKuHemuKa y 0coovlx Zpynn nayueHmog

Tayuenmoi ¢ napywenuamu QynKyuu novex

V MaIMeHTOoB ¢ HapyIeHneM (yHKIUHN TTodek Tsikenoi crenenn (pCK® < 30 mn/mun/1,73 m?)
UCCJIeIOBaHMU He TpoBOAUIIOCh. He BBIsABIEHBI pa3inuuus B hapMaKOKHHETHKE dpeHyMada y
NAalMEeHTOB C HapylleHHeM (YHKIMM TOYeK JIETKOM WM CpelHEil CTemeHel TsKecTH U
NalMeHTaMiH C  HOPMalIbHOW  (yHKIHMEW TMMOYEeK IO JaHHBIM  I[OMYJISIIHOHHOTO
(dhapMaKOKHMHETHYECKOTO aHanu3a (cM. pazaen «Crocod MpUMEHEHHUS U JT03b1»).

Tayuenmsi ¢ HapyweHuaMU YHKYUU NedeHU

Knnandeckux uccieqoBanuii y MaMeHTOB ¢ HapyieHueM (DyHKIIUY TIEYeHU HE TTPOBOAMIIOCH.
OpeHyMmal, Kak 4YeJIOBEYECKOE MOHOKIOHAJIBHOE aHTUTENIO0, HE MeTadoIu3upyeTcs
nzodepmenTamu cuctemMsl uToxpoma P450. BeiBeieHue yepes nedeHs He SIBISETCS OCHOBHBIM

crioco0oM BbIBeJIeHHsI 3peHymada (cM. pazzaen «Crocod npuMeHEHHUs U 103b1»).

ITIOKA3AHWSI K MPUMEHEHHAIO
[Ipenapat npumensercs sl NPOGUIAKTUKA MHUIPEHHU Y B3POCIBIX, KOTOPHIE HUMEIOT IO

KpaifHell Mepe 4 1H MUTPEHU B T€UEHUE Mecsla.

ITPOTUBONIOKA3AHUSA

['unepuyBCTBUTENBHOCTh K JEHUCTBYIOIIEMY BEIIECTBY WM K JII0OOOMY U3 KOMIIOHEHTOB
npemnapara.

Jetckuii Bo3pact a0 18 neT (OnbIT MPUMEHEHHUS y IeTeil OTCYTCTBYET).
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C OCTOPOKHOCTBHIO
HaHI/IeHTI)I C HGKOTOpBIMH OCHOBHBIMUA CGpZ[G‘IHO-COC}’ILI/ICTI)IMI/I 3a6OHeBaHI/I$IMI/I 6I)IJ'II/I
NCKIIFOUCHBI N3 KIMHUYCCKUX HCCHeﬂOBaHHﬁ, B CBsI3H C UYEM JAaHHBIC 110 6630HaCHOCTI/I y 3THUX

MManueHTOB OTCYTCTBYIOT.

IITPUMEHEHUE IIPU BEPEMEHHOCTH U B IEPHUO/I T'PYTHOI'O BCKAPMJINBAHUSA
bepemennocmo

JlaHHBlE 1O TOpPUMEHEHHI0 dSpeHymMaba OepeMEeHHbIMHM JKEHIIMHAMHM  OrpaHHYCHBI.
HccenenoBanus Ha )KUBOTHBIX HE BBISABUIIM NPSMOM WIH OIOCPENOBAHHOW PENPOLYKTUBHOU
TOKCUYHOCTH dpeHyMaba. B kauecTBe Mepbl IPEIOCTOPOKHOCTU NMPEANOYTUTEIBLHO U30eraTh
npuMeHeHus npenapata UpuHokc® Bo BpeMst GepeMEHHOCTH.

Ilepuoo epyonoeo eckapmnueanus

HewusBecTHO, MpOHUKAET JIM 3peHyMal B TpyIHOE MOJIOKO yesioBeka. VIMEIoTCs TaHHbBIE O TOM,
yt0 [gG npoHuKaeT B rpyIHOE MOJIOKO B TEUEHUE MEPBHIX HECKOJIBKUX AHEH MOCIIE POXKIACHUS
pebenka, 3atem koHmeHTpamus IgG cHmwkaercs 10 HM3KMX 3HaueHuid. CremoBaTenbHO, B
TEUYEHHUE MEPBBIX HECKOJBKUX JAHEH MOCie POXKICHUS Hellb3s UCKIIOUUTHh PUCK Ul peOeHKa,
HaXOZSIIErocs Ha TPy IHOM BCKapMJIMBaHUU.

B Tedenue panpHeMmero nepuoga KOpMIIEHUs TPYJIbI0 IIPUMEHEHHUE Iperapara Cleayer

paccMaTpuBaTh UCKIOUYUTCIIBHO C TOYKH 3PCHHUA KIMHUYECKOMN H606XOI[I/IMOCTI/I.

Cnocos MPUMEHEHMSA U 10361

JleyeHune NOKHO HAYMHATHCS BpayaMu, UMEIOIIMMU OIBIT JUATHOCTHKYU M JIEYEHHUSI MUTPEHHU.
[Ipenapar noka3aH nanyMeHTam, KOTOpPbIE UMEIOT N0 KpaitHel Mepe 4 THS MUTPEHHU B TEUEHUE
MecsIa B Hauase MpUMEHEeHHs SpeHyMala.

Pexomenayemas noza — 70 mr 1 pa3 B 4 Henenu. Y HEKOTOPBIX MALMEHTOB KIMHUYECKUN
3P PEKT MOXKET TOCTUTATHCS TIPU MpUMEeHeHuH 10361 140 mr 1 pa3 B 4 Heneny.

Knunudeckue uccinenoBaHus MOKa3alld, YTO y OOJBIIMHCTBA MallMEHTOB, OTBEYAIOMIMX Ha
Tepanuio, d3PdeKT HacTymaeT B TedeHue 3 mecsueB. CiemnyeT paccMOTpeTh BO3MOXKHOCTH
IPEKPALIEHUS JICUEHN Y TAlIUEHTOB, Y KOTOPBIX HE NOJyUEH OTBET MOCIIE 3 MECSILIEB TEPANIUH.
PexoMennyercs perynisipHO OLIEHMBATh HEOOXOIUMOCTb MPOIOJIKEHUS JICUEHMUSL.

[Tpu mpomnycke odyepeaHON 103bl PEKOMEHIyeTCs BO30OHOBUTH JIEUEHHE KaK MOKHO paHbIIIE.
B nanbhelimem npenapaT npuMensieTcsa 1 pa3 B 4 Helenu, HaYUHAs € MOCIEHEN MOJTyYEeHHON
JTO3BI.
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[penapar Upuaokc®

CJIelyeT BBOJUTH MOJKOXKHO (TI/K).

IIpenapatr Mpumskc® mnpeaHasHayeH i CAMOCTOATENBHOTO BBEJEHMS MALMEHTOM,
MIPOIIEIINM COOTBETCTBYIOIIEE 00yUCHHE.

BBenenue 10KHO OCYIIECTBIATHCS JIMIOM, 00YYEHHBIM TEXHUKE BBEICHUS Mpernapara.
[TpemapaT MOXHO BBOAHUTH B KUBOT, OEAPO UM BO BHEUIHIOIO 00JAacTh mieda (MHBEKIHIO B
PYKY CIeAyeT UCHOb30BaTh TOJIBKO B TOM Cllydae, €CIM UHBEKIHMIO MPOBOAUT HE MALUEHT, a
JPYToii 4esioBeK). MecTa MHBEKIHM CIIeIyeT MEHSTh U HE CIISyeT JAe/IaTh HHBbEKIIMU B 00J1acTH
YyBCTBUTEIBHOU, KPACHOM, YIUIOTHEHHON KOXHW WU TEMATOM.

s BBenenus 10361 140 Mr cieayeT NpoBeCTH ABE NOCIEA0BATENbHbIE TOIKOKHBIE HHBEKIIUN
npenapara Mpunskc® mo 70 Mr kaxias.

[TonpoOHBIC yKa3aHWs MO XpaHCHHWIO Tperapara, OOpalleHUI0 ¢ HUM U TEXHUKE BBEICHUS

®y.

IIPUBEJEHBI B pasjene «Vkazanus no npumenenuro npenapama Mpurnsxc
Ocoobvle ecpynnbl nayuenmos

Ilpumenenue y nayuenmos 6 6ozpacme 65 nem u cmapuie

I[Ipenapat Upunokc® He U3ydancs y TMOXKHUIBIX NauenToB. Koppekimu 10361 He TpedyeTcs.
Toueunas nedocmamounocms/ neueHouHasi HeOOCMamoyHOCMb

VY NanueHToB € MOYEYHOM HEIOCTATOYHOCTBIO JIETKOM M CPEAHEN CTEIEHU TSKECTH WIIH

MIEYCHOYHON HEIOCTATOYHOCTHIO KOPPEKIIUU 1036l HE TpeOyeTCs.

ITIOBOYHOE JENCTBUE

Kpamkxkuii 0630p npoghuna 6ezonacnocmu

B o0mieii crioskHOCTH B XO/I€ PErHUCTPAIIMOHHBIX HCCIICIOBAaHUN d)peHyMad nmpuMeHsuics Ooee
gyeM y 2500 mamumenTtoB (6omee 2600 mammento-ner). M3 Hux Oosee 1300 marmumeHTOB
NPUMEHSLITU TIpernapar He MeHee 12 MecsIes.

Coobmanocs 0 HexenaTelbHbIX peakuusax it 70 mr u 140 mr: peakuun B MecTe BBEICHHUS
(5,6 %/4,5 %), 3anop (1,3 %/3,2 %), mermeunsie cniasmel (0,1 %/2,0 %) u 3y (0,7 %/1,8 %).
BonpmmHCTBO peaknmii OBUIM JIETKOW WM CPEeIHEeW CTeneHu TspkecTh. Menee dem 2 %

ManKUCHTOB IMMPCKPATUIIN YHAaCTHUC B 3TUX UCCIICAOBAHUAX U3-3d HCIKCIIATCIIbHBIX SIBJICHUM.

Ilepeuens nexncenamenvhuvix peaxkyuii (HP) ¢ maoauunom gpopmame

Bce HP, 3apeructpupoBaHHBIC Yy MalMEHTOB, MOJY4YaBIIMX SpeHymMad B 12-HemembHBIN
1a11€00-KOHTPOIUPYEMBbI TIEPUOJ KIMHUYECKUX HCCIEOBaHUN, a TakkKe B MEpHOJ
MOCTPETUCTPALIMOHHOTO MMPUMEHEHHsI Tpenapara mpuBeieHbl B Tadnuie 3. BHyTpu kaxmoro
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CHUCTEMHO-OpranHoro kiacca HP mpencraBieHbl MO KaTErOPUSIM YacTOThI BCTPEUYAEMOCTH,
npuyYeM CHadvaja yKa3aHbl HauOoJee YacThle peakiuu. BHYTpU KaXAoW KaTeropuu 4acTOTHI
HP npexacraBieHs! B OPsKE YMEHBIIICHUS CTEIICHU UX Cephe3HOCTH. Kpome Toro, s kaxaon
HP npuBeneHa COOTBETCTBYIOMIAS € KATETOPHsI YaCTOTHI B COOTBETCTBUU CO CIICAYIOUIMMHU
0003HaYCHUSIMU: 04eHb YacTo (> 1/10); wacro (> 1/100, < 1/10); mewacto (> 1/1000, < 1/100);

peaxo (> 1/10 000, < 1/1000); ouens penko (< 1/10 000).

Taoauna 3. HP, Bo3HukaBmme Ha ¢poHe NPUMEHEHUS IPpeHyMmada

CucTeMHO-OpraHHbIi KJace HP Kateropust yactornl

Hapymenus co cropoHbl | Peakuuu runep4yyBCTBUTENbHOCTH?, BKIoudas | Yacro

MMMYHHOW CHCTEMBI aHa(WIAKCHIO, AHTHOHEBPOTHYECKUI  OTeK,
ChIIIb, IPHUITYXJIOCTH/OTEK U KPAIIMBHHUILY
Hapymenus co CTOPOHBI | 3amop Yacro

JKCJIIYy JOYHO-KUIIIEYHOT'O TpaKTa

SI3BeHHEIC NOpaAXKCHUA MMOJIOCTU pTab YacToTa HenU3BeCcTHA

C

Hapyenus co cTOpoHbI KOXHU U | 3y1 Yacro

IIOJKOKHBIX TKaHEH

d

Anoneiysi, CbIIb YacToTa HEeU3BECTHA

Hapymenus co CTOPOHBI | MBIIIEYHbIN CIa3M Yacro
KOCTHO-MBIIIIEYHOU CHCTEMBI U
COEIMHUATENIBHON TKaHU

Ob6ume paccTpoiicTBa n | Peaknuu B Mecre BBeneHUS" Yacro
HapyILIEHUs B MECTE BBEJCHUS

a

b

CwM. paznen «Onucanne OTAEIbHBIX HeXKEeJIAaTeIbHBIX PEaKIU.

TepmuH «SI3BeHHBIE MOpa’KeHUS TOJIOCTH PTay BKIIOYAET TaKHE IPENNOYTHUTEIbHBIE TEPMHUHBI, Kak
CTOMATHT, SI3BBI BO PTY, 00pa30oBaHue My3bIpel Ha CIM3UCTON 000JI0UKe pTa.

¢ TepMuH «3ya» BKIIOYAET TakWe MPEANIOYTUTEIbHBIE TEPMHHBI, KaK I'€HEPaJIW30BaHHBIM 3y[, 3yAd H
3ysIast ChIIb.

d TepMHUH «CBIIb» BKIJIIOYAeT TaKWe MPEANOYTHTEIBbHBIE TEPMHHBI, KaK TMamyje3Has CBbIIb,
9KCc(oIMaTHBHAS CHIIb, IPUTEMATO3HAS ChIIb, KPAIIMBHHLIA, BOJIABIPD.

Onucanue omoenbHbIX HeXHCe1amelbHbIX PeaKyuil

Peaxyuu 6 mecme 6sedenus

B o0benuHeHHOM aHanu3e 12-HeneabHoro mianedo-KOHTPOIUPYEMOTo MepHoia KITMHUIECKUX
UCCJICIOBAaHHUI peaKlliy B MECTE BBEACHUS OBLIH JIETKHE U MPOXOASIINE. Y OJHOTO MAIeHTA,
MOJTyYHMBIIETO dpeHyMad B o3¢ 70 mr, mpenapat ObUT OTMEHEH B CBSI3U C PA3BUTHEM CHINH B
MecTe BBeleHHWs. Haumbosee 4acThIMH peaknusMH B MECTE BBEACHHS ObUTH OONb B MECTE
BBEJICHUS, SPUTEMa B MeCTe BBEJCHH U 3y] B MecTe BBeAeHMs. Kak mpaBuiio, 601b B MecTe

HWHBCKIUH TPOXOJUT B TCUCHUC 1 yaca mociie HUHBCKINU.
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Kooicnvle peakyuu u peaxyuu eunepuygcmeumenbHoCmu
B  oObenunenHom anammuze  12-HemenpHOro  IUIALEOO-KOHTPOJIMPYEMOIO  TepHoaa
UCCIIeIOBAaHM HAOIIOaIiCh HECEephe3HBIE CIy4daW CHIMH, 3yAa W MPHITyXJIOCTH/OTEKa,
KOTOpBIE B OOJIBIIMHCTBE CiTy4yaeB ObUIM JIETKUMHU U HE MPUBEIH K MPEKPAIICHUIO JICUECHHUS.
3anop
B  oObenunenHoM  anamuze  12-HemenpHOro  IUIAalEOO-KOHTPOJIMPYEMOIO  TepHoaa
UCCJICIOBAHMM 3aperucTprpoBaHO 28 cooOmIeHnl 0 cirydasx 3amopa cpeau 1400 manueHTos,
nonyuasmux npenapar Mpumskc®. Bce HeenaTenbHble SBJEHMS OBbUIM JIETKHMMH WM
YMEPEHHBIMH IO CTENECHH TSKECTH. B OONBIIMHCTBE 3TUX ciy4aeB (23) CUMIITOMBI OSIBUIIUCH
B TEYEHHE OJHOrO MeEcsIa IOCJie MEepBOTO BBEACHUS Mperapara, OJHAKO, Yy HEKOTOPBIX
MAIMEeHTOB 3amop HaOoJancs mo3aHee Ha (OHE MPOJOIDKEHUs Teparnuu. B OonpImHCTBE
ciayuaes (18) 3amop paspemmics B TeUCHHE TPEX MecsIeB. Bce manueHTsl, 3a HCKIIIOYCHUEM
OJIHOTO, TMPOJIOJIKUIIN JICUCHUE.
HmmyHnozennocmo
B KIMHMYECKMX HCCIIEAOBAHUAX MPOPHIAKTUYECKOTO JICYEHUS MHUTPEHU Ha MPOTSHKEHUH
JIBOWHOM crernoit (a3bl HCCleoBaHUS YacToTa OO0pa3oBaHUS aAHTUTEN K JSpeHymaldy y
NalMEHTOB, MOJIyYaBUIMX 3peHyMad B no3e 70 mr, cocraBmia 6,3% (56/884) (y 3 nmauueHTOB
HeWTpanu3yromas akTUBHOCTh ompenensiack in vitro) u 2,6% (13/504) y mnamueHros,
nojlydaBmux dpeHymad B gosze 140 wmr (in vitro HEWTpaimM3yromas AaKTUBHOCTH HE
ornpezensiaach HU y oAHOro namuenrta). O0pa3zoBaHue aHTUTEN K SpeHyMaldy HE BIHSIIO HA €r0o
3¢ HeKTUBHOCTD WK OE30MaCHOCTb.
Ilocmpezucmpayuonnsie dannsle
Hapywenus co cmoponsl uMMyHHOU cucmembl
B mocTpeructpaiiuoHHOM THEpUOE€ OTMEUEHbl PEaKlUU TMIepYyBCTBUTEIBHOCTH, BKIIIOYAs
CBIllb, AHTHMOHEBPOTHUYECKHI OTeK W aHaduimakrouaHele peakuuu (cMm. pazgen «OcobObie
YKa3aHUA»).
Hapywenus co cmoponvl d1ceny00uno-Kumeuno2o mpaxkma
e 3aperucTpupoBaHbl  CIy4ad 3amopa C  CEPbE3HBIMH  OCJIOXHEHUSIMH B
MOCTPETHUCTPALIMOHHOM NPUMEHEHNU. B OONBIIMHCTBE 3TUX CITydaeB HEKeJaTeIbHbIC
sABJIeHMs] HAOIIOAINCh TOCiIe BBEAEHHs MepBoil 103kl mpenaparta Mpunskc®, ogHako
OHM MOTJIM BO3HHMKAaTh U TMO3JHEE HAa (OHE MPOJOIDKEHHUS Tepanud. MHorue ciydau
3armopa C CEepbe3HBIMU OCJIOKHEHUSMH OBUIM 3aperHCTPUPOBAHBI y MAIMEHTOB C

HaJIMYHUEM B aHAMHE3C 31IM30/0B 3aI10pa, UK IMOJTyYaBIINX COIMMYTCTBYIOIIYIO TCPAIIHUIO
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JICKapCTBEHHBIMH TIpenapaTaMy, YMEHBIIAIOIIUMU MOTOPUKY eIy T0YHO-KUIIIEYHOTO
TpakTa. B OT/IENBHBIX TSHKENBIX CIyYasX MOoTpeOOBaIaCh TOCTIUTATU3AIINS.

e  OTMEUAIKCH S3BBI MTOJIOCTH pTa (HAPUMEDP, CTOMATUTBI, U3bS3BICHUE CIM3UCTOM
000JI0YKH MOJIOCTH PTa, 00pa30BaHUE My3bIPEHl HA CIU3UCTON 000TOUKE TOIOCTH
pra).

Hapywenus co cmoporbl Kodcu u NOOKOICHbIX MKAHell

Anonenysi, KOXXKHAasi Chillb (HAmpUMep, Mamyje3Has Chillb, 3KC(POIHMATUBHAS  ChIIb,

SpUTEMATO3HAS CHITb, KPAIIMBHUIIA, 00PA30BAHKE BOJIBIPEN).

Hapywenus co cmopoHbl cocy0os

ApTtepuanbHas THIICPTCH3HSI.

Ecnu nobvle u3 ykazanuvix 8 uHcmpykyuu nooounvix a¢hghexkmos ycyzyonsomes, uiu Boi

3amemunu obvie opyaue nodbounvie 3¢hghekmuvl, He YKAZAHHbIE 8 UHCIMPYKYUU, CO0Ouume 00

Imom epauy.

ITEPEJO3UPOBKA

B xnuHMYeCKHX HMCCIeIOBaHUSAX HE OBLIO BBISIBICHO CIy4aeB IMEPEIO3UPOBKH dpeHymabda y
YeJIoBeKa. B KIIMHWYIECKUX MCCIICOBAHUSAX dPCHYMad MPUMEHSUTH /K B 103ax 10 280 Mr 6e3
KaKUX-THOO TMPU3HAKOB JI0300TPAHUYHMBAIONICH TOKCHYHOCTH. B cilydae mepemno3npoBKH
CJIEZlyeT TPOBOIUTH TMOJJICPKUBAIONIYI0O M CHMITOMAaTHYECKYI TEpalui 1[0 Mepe

HEOOXOAUMOCTH.

B3AMMOJENCTBUE C IPYTUMHU JEKAPCTBEHHBIMMU ITPEITAPATAMUA

B otkpeiTOM wuccnenoBaHMM (apMaKOKWHETHYECKOTO JIEKaPCTBEHHOTO B3aWMOACHCTBHS
speHyMaba W KOMOWHHUPOBAHHBIX MEPOPATBHBIX KOHTPALICTITUBOB Y 370POBBIX KECHIIMH
speHyMald (ogHOKpaTHas I/K WHBEKIHA B no3e 140 mr) He Bims1 Ha (papMaKOKMHETHKY
KOMOMHUPOBAHHBIX IEPOPATBHBIX KOHTPAIETITUBOB, COJEPXKAIIMX OSTHHWIICTPATUON U
HOprecTUMar.

B paHnoMu3upoBaHHOM JBOWHOM CIIETIOM IU1ale00-KOHTPOIUPYEMOM HCCIEAOBAaHUH Yy
3I0pPOBBIX JTOOPOBOJBIICB dpeHyMad (OJHOKpaTHOEe B/B BBeAeHHEe B jgo3e 140 mr),
NPUMEHSAEMBI OJHOBPEMEHHO C CyMAaTPUITAHOM, HHKAaK HE BIMAJI Ha IIOKa3aTeln
apTepHaIbHOTO NABJICHHS B TIOKOE 110 CPAaBHEHHUIO C CYMAaTPHUIITAHOM B KaU€CTBE MOHOTEPAITHH.

Openymal He OKa3bIBaJl BIUSHUS HAa (PapMaKOKMHETHKY CyMaTpUITAHA.

14/33



NPIvi-11 approved on 03/03-2025
Includes CDS v2.9, dated 31-August-2023 (related to Amgen CDS version 13, dated 12-May-
2023)

Openymal He MeTabonusupyetcs uzopepmentamu nuroxpoma P450; Takke MamoBeposTHO,
YTO OH MOXKCT BbI3bIBATH 3aMCTHBIC HU3MCHCHHA KOHLUCHTPAHUU IIPOBOCIAIINTCIBHBIX
OUTOKMHOB, KOTOPLIC CHOCOOHBI BIIMATL Ha SKCHPCCCUI0 HJIM AKTHUBHOCTH I/I30(1)epMeHTOB
nuroxpoma P450. Ilo 3Toli npuyYnHE JIEKAPCTBEHHBIE B3aUMOJICUCTBUSA MPU OJJHOBPEMEHHOM
NPUMEHEHUH TMpenapaTtoB, KOTOpBIE SBISIOTCS cyOcTpaTamMu, HMHIYKTOpaMU WU
UHruouTOpamMu n3opepMeHToB ruToxpoma P450, mpeacraBisioTcs MalOBEPOSITHBIMU.
Bausnue na pezynemamoi 1a60pamopHuIX U OUASHOCMUYECKUX UCCIe008aHULL

Bnusinue speHymaba Ha pe3ysbTaThl J1a0OPAaTOPHBIX W/WIM AUATHOCTUYECKUX HCCIIETO0BAaHUMN

HC U3y4aJIOCh.

OCOBBIE YKA3AHUS

Peaxyus cunepuyscmeumenvrnocmu

B nocTperucTpaluoHHOM Teprojie Ha (hoHe IpuMeHeHus npenapaTa Mpunskc® coobmanock o
ClIy4asiX CEpbE3HBIX pEaKLUii THIIEPUyBCTBUTEIBHOCTH, BKIKOYAsl ChIlb, aHTMOHEBPOTUYECKUI
OTeK W aHaQWIAKTOWJHBIE peaknud. JlaHHBIE peakIuu MOTYT MPOU30UTH B TEUCHHE
HECKOJIbKUX MUHYT, XOTSI HEKOTOPBIE U3 HUX MOTYT IPOU30ITH O0Jiee UeM yepe3 HeIEI0 MocIIe
nedyeHus. Ecim BO3HMKaeT cepbe3Hass WM TsDKENas pPeakluMs TUIEpYyBCTBUTEIBHOCTH,
HE0OXO0MMO IPEKPATHTh NpueM npenaparta Mpunskc® u HauaTh COOTBETCTBYIOLIYIO TEPAIIHIO
(cmotpure paszznen «IIpoTuBonokazaHus»).

Iayuenmul ¢ cunepyyscmeumenbHOCMbIO K 1AMEKCY

CpeMHas KpbIIIKa [IpeIBapUTEIbHO 3aII0JHEHHOTO IITPULIA U ABTOUHKEKTOPA (LINPHUI-PYUKH)
CONECPKUT CYXOM HATypaJIbHBIA KAy4YyKOBBIM JIATEKC, KOTOPBIA MOXET BbI3BIBATH
aJJIEpru4eCcKUe peakliiy y JIUL], YyBCTBUTEIbHBIX K JaTEKCY.

3anop

3anop ABJIAETCA YaCTHIM MOOOYHBIM >(P(EKTOM HpU TPUMEHeHHH Tpenapata MpuHdokc® u
0OBIYHO XapaKTepU3yeTcs JIETKON WM YMEPEHHOH HHTEHCUBHOCTHIO. B OOJIBIIMHCTBE CiTy4aeB
0 TIOSIBJICHUH 3aII0OPOB COOOIIATIOCH Cpasy MOCIe MPUMEHEHHs TIEPBOM T03BI ITperapara, 0 JHAKO
NAlMEHTh! UCIIBITHIBAIIM 3aM0p M MO3KE B TEUEHHUE Kypca JieueHus. B OosbIIMHCTBE CilydaeB
3amop paspemancs B TE4YeHHE Tpex Mecaues. lIpu mocTperncrpallMOHHOM IPUMEHEHHH
speHyMaba OTMEYaJIUCh 3aIOpbl, COMPOBOXKAAIOUINECS CEPbE3HBIMH OCJIOXKHEHUsIMH. B
HEKOTOPBIX Clydasx TpeOoBajach TOCIHUTAIM3alUsi, B TOM YHCIE OOYCIOBJIEHHAs
HEO0XOIMMOCTBIO XUPYPrUUECKOro BMEIIATEIbCTBA.

3anop B aHaMHE3€ WM OJHOBPEMEHHBIM NpPUEM MpenapaToB, CBSI3aHHBIX CO CHM)KEHHOMH

HCpHCTaHBTHKOﬁ KCITYJOUYHO-KHIICYHOI'0 TpaKTa, MOXKCET IIPHUBECTU K YBCIWYCHHUIO PUCKA
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pa3BuTHg OoJjiee TSDKENBIX 3allopoB U OCIOKHEHMH, CBA3aHHBIX C 3amopamu. Cremyer
OpeayNnpeauTh MAIMeHTOB 00 OMAcCHOCTH Pa3BUTHUS TSKEIBIX 3allOPOB U PEKOMEHIOBATH
o0paTUTbhCs K Bpauy, B TOM CIy4yae, €CiIM 3alop He MPOXOAUT WK ycunusaetcs. [Ipu pasButuu
TSDKEJIBIX 3alI0pPOB MaIEHTaM ClIeAyeT HEMEAJIECHHO O0PaTUThCs 3a MEAULIMHCKON OMOIIBIO.
JleueHne 3amopa cieqyeT HayaTb HE3aMEUINTENbHO, YUWUTBHIBAs HAJIMYUE MEIULMHCKUX
nokasaHuid. [lpu pa3BUTUM TSHKETBIX 3allOPOB HEOOXOIUMO TPEKPATUTh HPUMEHEHHE
npernapara.

Apmepuanvras cunepmensus

Coobmanoch 0 pa3BUTUM apTEPUATBHOW TUNEPTEH3UM U YTSDKEIEHUH YK€ HMerouencs
apTepHaIbHOM THIEPTEH3MM MOCiIe IPUMEHEH s npenapaTa Upunokc®. Y MHOTUX TalMEHTOB
YK€ UMeIIach apTepraibHas THIEPTCH3US WIH (PaKTOPBI PUCKA Pa3BUTHI 3TOTO 3a00JIeBaHUsI.
B HekoTophIx cinyuasx TpeboBanack MEIUKAMEHTO3Has Tepanus U JakKe TOCIIUTAIN3aLus.

I[Ipu npumenenuu npenapara Mpunokc®

cleayeT HaOMIoAaTh 3a COCTOSTHUEM MAllMeHTOB Ha
OpeIMEeT pa3BUTHsI apTepUaIbHONW THUIEPTEH3UU WINM YTKEIEHHUS YK€ HMEIoLIencs
apTepHaJIbHON TUnepTeH3uu. B cOOTBETCTBYIOUIMX CilydasiX, €CJIM HE YJaloCh yCTaHOBUTh
AJIbTEPHATUBHYK) JSTHUOJIOTHIO OCJIOKHEHMM, CleIyeT pacCMOTpeTh OTMEHY Ipernapara
Upuaokc®.

DepmunbHocms

JlaHHBIX TIO BIUSHHUIO 3peHyMaba Ha pEnpoAyKTHBHYIO (YHKIMIO denoBeka HeT. [lpu
CHUCTEMHBIX JKCIIO3MIMIX 3peHyMaba y TOJIOBO3pENbIX 00e3bsiH, A0 283 wm 123 pa3
MPEeBBIIIAIOMINX dKcmo3uluio (ouneHnBaeMyto mo AUC 1ysi CBIBOPOTKH KPOBH) y YeJIOBEKa,
JIOCTUTAEMYIO B CIyyae IPUMEHEHUs IpenapaTa B KiiuHuueckoi no3e 70 mr win 140 mr 1 pa3
B Me€CAll, HUKAKUX HEXeNaTeIbHbIX JACUCTBUA B OTHOILIEHHWU CYpPpPOraTHBIX MapKepoB

Q)epTI/IHBHOCTI/I (HaTOJ'IOFOELHaTOMI/ILIeCKI/IX nim THUCTOIIATOJIOTNYCCKUX H3MEHEHUH

PENpOSYKTUBHBIX OPraHOB) HE HAOJII0AAJIOCh.

BJIIMSIHUE HA CIIOCOBHOCTH YIIPABJISATH TPAHCIIOPTHBIMM CPEJICTBAMM W/WJIHA
MEXAHU3MAMMU

®

HpenapaT I/IpI/IHSKC HE OKAa3bIBaeT 3HAYMUTEILHOIO BIIMSIHHMS Ha CIIOCOOHOCTH YHOpaBJIATb

TPAHCHOPTHBIMU CPEJCTBAMU H/HITM MEXaHU3MaMHU.

@dOPMA BBIITYCKA
PactBop miis moakosxkHOTO BBeAeHUs, 70 MI/™MII.

Ilepsuunas ynaxoexa
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[To 1 Mn B mpenBapUTENBbHO 3aIIOJHEHHBIN ILIIPUL] U3 CTEKJIA | TMIPOIMTHYECKOro Kiacca ¢
UIJION U3 HEPIKABEIOILLEH CTAIU U KOJIIIAYKOM MIJIbl U3 PE3UHBIL, COACPIKALIEH JIATEKC,

WIN

no 1 Myl B IpeIBapUTENIBHO 3aIIOJIHEHHBINM IINPUI] U3 CTekna I rugponutryeckoro kiacca ¢
UIJION M3 HEp)KABEIOIIEW CTalM M KOJMAYKOM WIJIbl U3 PE3UHBI, COIEpIKalleil JIaTeKC, B
ABTOMHXEKTOpPE (LIPUL-PYUKE).

Bmopuunaa  ynaxoexka: ONMH  TPENBAPUTEIBHO  3allOJHEHHBIM  IINPULl WJIA  OJHA
IIPEIBAPUTEIILHO 3allOJIHEHHAs LINPUL-Py4YKa BMECTE C HMHCTPYKLIHEH II0 MEIULMHCKOMY
NPUMEHEHHUIO JIEKapCTBEHHOIO IpernapaTa MOMENAloT B MA4yKy KapTOHHYIO C KOHTPOJIEM

MEPBUYIHOT'O BCKPLITHA.

Y Cl10BUSA XPAHEHUSA

ITpu Temneparype ot 2 no 8 °C. He 3amopaxuBarts.

XpaHUTh NpeABAPUTEIHHO 3aMI0JIHEHHBIE ITPULIBY/ ITPUI-PYYKH B OPUTHHAIBHON KapTOHHOM
nayvkKe /7S 3alUThI OT BO3JECHCTBUS CBETA.

XpaHUTh B HEIOCTYITHOM U HEBHIHOM JIsI IETEH MecCTe.

CPOK rOJHOCTH
3 rona.

He MIPUMCEHATH IIOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YCJI0BUSA OTIIYCKA

OTITyCKarOT MO PEeIenTy.

BJAJEJEL PETUCTPALIMOHHOI'O YIOCTOBEPEHMS
Hogaptuc OBepcus UnBectmentc AT, Jluxtmtpacce 35, 4056 basens, 1IBeitnapus / Novartis

Overseas Investments AG, Lichtstrasse 35, 4056 Basel, Switzerland.

ITPOU3BBOJIUTEJID

IIpou3BoaCTBO roTOBOM J1eKAPCTBEHHOM (JOPMBI, IEPBUYHAA YIIAKOBKA

000 «AmmxkeH Mauabrodakaypunr Jlumuren», Cteit Poyn 31, Km. 24,6, xxankoc, [TyapTo-
Puxo, 00777, Coenunennnie llItater AMepukn / Amgen Manufacturing Limited LLC, Carr 31
KM 24.6, Juncos, Puerto Rico 00777, USA.

Bropuynasi (moTpeduTe1bCKasi) YHIAKOBKA, BbINYCKAIOIIHNNA KOHTPOJIb Ka4yeCTBa
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Hoaptuc Mbsubrodexkuypunr HB, PeiikcBer 14, Ilyypc-Cunt-Amanac, 2870, Benbrus /
Novartis Manufacturing NV, Rijksweg 14, Puurs-Sint-Amands, 2870, Belgium
(IpeBapHUTEBHO 3aII0JIHEHHBIE ITIPHUIIBI).

HoBaptuc ®apmacerotukan Mbdabplodpexkaypunr ['M6X, buoxemumrpacce 10, 6336
Jlanrkamndgen, Asctpus / Novartis Pharmaceutical Manufacturing GmbH, Biochemiestrasse

10, 6336 Langkampfen, Austria (mpeIBapuTeIbHO 3aMI0JHEHHbIE IIIPUI-PYUKH).

OPrAHM3AILIMA, MIPUHAMAIOIIAS IPETEH3UU MIOTPEBUTEJIEM:
00O «Hosaptuc ®apma»

125315, r. MockBa, Jlenunrpaackuii npocnekt, qom 70

ten. (495) 967 12 70;

dakc (495) 967 12 68.

www.novartis.ru
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YKA3AHUSA IO MPUMEHEHUIO MPEMAPATA UPHHIKC®
Hucmpykyua no npumenenuro npenapama Hpuuaxc®, pacmeop 011 nOOKOMHCHO20 66€0€HUS

70 me/mn, 6 npedgapumenbHo 3an0aHEHHOM WRPULE

OnHOpa30BbIN NpeABAPUTEIHHO 3aIIOTHEHHBIN HINPHIL

Jlo npuMeHeHus IHocne npuMeHeHus
—[lopweHb
MopweHb —¢T2
T Ynop ans
~nansbues
13 OTUKeTKA
— wnpuua (c gaton
Ynop Ans nanbLes puua (c A
(== OKOHYaHMs cpoka
~Um rogHOCTK)
OTukeTka wnpvua ——8)
(c paTon OKkoH4aHusa [ LnnuHgp
Cpoka rogHocTH)
UwnuHap
wnpuua
PactBop —

- Cepbin
KONMayoK CHAT

Cepbili KONNa4yok HagetT ~—
(vrna BHyTpM)

il - wnpuua
I_J - Wrna

Ba:xno! Nrna HaxoauTcst BHYTpU CEpOro KoJmavka.

Ba:xkno

Ilepen npumenenuem npenapata Mpunskce® (npeaBapuTebHO 3aI0JHEHHbIH IIIPHII)
03HAKOMbTECH ¢ BaKHOM MH(pOpMaLHei:

XpaHeHnue

XpaHuTe npenapar B HEIOCTYITHOM M HEBUJTHOM JUIsl IETEH MecCTe.

XpaHuTe mpenapaT B OPUTMHAIbHOM YMAKOBKE Ul 3alllUThl OT CBETa WIH (PU3MUECKUX
MIOBPEXKICHUMN.

XpaHute mipenapart B X0JIOIUIbLHUKE Mpu TemiepaTtype 2—8°C.
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BHe xonoaunbHHMKA ATUTENBHOCTh XpPAaHEHUS Ipernapara Mpu KOMHATHOW Temmepartype (1o
25°C) He noMKHA IPEBBIIATH 7 THEH.

He yOGupaiite npenapaTt oOpaTHO B XOJOIMUIBHUK, IIOCJIE TOTO KaK OH OBbLI U3 HETO U3BJICUEH.
He mpumensiite mpemnapar, eclii OH XpaHWICA NpH KOMHaTHOW Temmeparype (mo 25°C) B
TeueHnue Oosee 7 ITHEN.

[Ipemapat crieayer yTHIN3UPOBATH B Cllydae €ro XpaHeHus pu 0oJiee BHICOKOH TemrepaType,
6o Oonee 7 nHEH.

He nongepraiite npenapaT BO3ACHCTBHIO SKCTPEMAIbHO HU3KUX WJIM BBICOKHUX TEMIIEPATYP.
Hanpumep, u3beraiite xpaHeHus mpemnapaTta B MallluHe.

He 3amopaxuBaiite.

IIpumenenune

He meiTaiitecs BBOMUTH mpenapat Mpurikc® 10 TOro, Kak jevaiyii Bpad WM MEICEeCTpa He
oOyuat Bac TexHuKe BBeI€HUS MIpernapara.

He npumensiiite npenapat nociae UCTEYEHHUs CPOKa TOJAHOCTH, YKA3aHHOTO HA YIIAKOBKE.

He BcrpsixuBaiite mmpwuil.

He caumaiiTe cepblii KOJIMavyoK CO MIMPHIA 0 TEX MOp, MOKa He OyAeTe TOTOBHI K BBEJCHUIO
npenapara.

He 3amopaxxuBaiite mpenapaT U He IPUMEHSNTE Mpernapar, eciid OH ObLIT 3aMOPOKEH.

He ucnonp3yiiTe mmpun, eciv OH Hajaail Ha TBEPAYI MOBEPXHOCTb, TAaK KaK 4acTh IUINpHUIA
MO3KET OBITh OBpEXK/IEHA, aXke eciii Bbl He BUIUTE KaKux-1u00 noBpexaeHui. B atom
ClIy4ae BO3bMHTE HOBBIU HIMPUI] M COOOITUTE 00 ITOM JieyalieMy Bpady.

B cepom Kkonmauke Wriabl COACPKUTCA HATYypaJbHBIM JIATEKC, YTO MOKET BbI3BAaTh
JIJIEPrUYECKUE PEeaklUy y JIMI, UMEIOLIUX aJUIepruuecKyro peakuuto Ha jatekc. Coolmure
JeyalieMy Bpady, eciau 'y Bac ecTh ajmepruueckas peakuus Ha JaTeKc.

3a Gonee moapoOHON nHGOpPMAIUEl M TOMOIIIBIO 0OPAaTUTECH K JIeYallleMy Bpauy.

Ilar 1. IToaroroBka nepea MHbeKnMen

O3HakoMbTeCh ¢ JAHHOW MH(pOpPMalMel 10 BBeleHUs npenapara.

IIpoBepbTe HaA3HAYEHME Bpaya.

Jlewammii Bpau HazHauun Bam no3y 70 mr wim 140 mr.

Jns BBenenus no3sl 70 Mr Bam OyneT Hy)XKHO TOJHOCTBIO BBECTH COJEPKUMOE OJIHOTO
IIPEBAPUTENIBHO 3aloJHEHHOro mmpuna. Jns BBeaeHus na03bl 140 Mmr monagoOuTCs

2 mocneaoBaTeNIbHbIC HHBEKITUH (2 TTPeABAPUTEILHO 3aMIOJIHEHHBIX MITTpHIa) mo 70 Mr kaxmasi.
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Urobsl m3bexaTh AUCKOM(OpPTa B MeCTE WHBEKIUH, OCTABbTE IIMPUIIBI MPU KOMHATHOMN
TEMIIEPAType B Te€4eHHE MUHUMYM 30 MUHYT 10 Hayala HUHBEKIUH.
He nprraiiTtech HarpeTh WINMPHIL 3a CYET BHELMIHETO HCTOYHHKA TEIUIA, HAIIPUMED, TOPSAYEH BOLOMN
VI B MUKPOBOJIHOBOM I€YH.
He ocTaBnsiiTe mmnpuil Ha NPsIMOM COJIHEYHOM CBETE.
A) JlocTaHbTe NpeNBAPUTENBHO 3allONHEHHBIA ImpuIl ¢ npenapatoM Hpumskc® u3
KapTOHHOM MayvKH.

Bo3sMuTech 3a MWIMHIIP MITPHUIIA, YTOOBI TOCTATh €T0 U3 YIAKOBKH.

VY nepxuBaiiTe ImnpuIl 3a MUIHHADP.

Yka3zaTelbHBIM u OO0JIBIIUM
najablEeM MIpHUIePKUBANTEe
JIepKaTelb.

b) BhaumarenbHO OCMOTpPUTE MpPEIBApPUTEIBHO 3alOJHEHHBIM IINPUI] C MOpenapaTom
Upunokc®.

Bceerna nepsxure mmpun 3a DHJIHHIAP.

Yo0enurtech, 4TO Npenapar B WINPHLE sIBJIsAETCS NPO3PauYHbIM 0eCliBETHBIM WIH CBETJIO-
7KeJITBIM PACTBOPOM.

OcraBbTe MIIPHUILL TPU KOMHATHOM TeMIlepaType B TeueHHEe MUHUMYM 30 MUHYT O UHBEKIIUH.
He ncnonp3yiiTe mmnpun, eciy npenapar B HEM MyTHBIA MJIM U3MEHUII LIBET, a TAKXKE COAEPIKUT
XJIONbS WJIK YaCTULIBI.

He ucnons3yiite mmpui, eciu r06as ero 4acTb UMEET TPEIIMHY WK CIIOMaHa.

He ncnons3yiiTe mmnpui, €ciau ero poHsJIu.

He ucnonp3yiiTe mmnpuil, €Ciiy cepblil KOJIMAYOK UIJIBI OTCYTCTBYET WJIU IUIOXO 3aKPBIT.

He ncnions3yiiTe mmpui, €ciau CpoK rOJHOCTH, YKa3aHHBIA HA ITUKETKE, HCTEK.

Bo Bcex yka3aHHBIX CITydasiX UCIIOJIb3YHTE HOBBIH IIMPHII, & B CITy9ae COMHEHHH 00paTUTECh

K JIedaleMy Bpauy.
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OTHKETKA C aTOH
OKOHYAHMS CpOKa

TOJTHOCTHU
Humaap [Topmens mmnpuna
]
T L] 5 = J@
(s ] B
N Ynop aJist nanbIes
Cepniii PactBOp pA H
KOJITaYOK
HazeT (uria
BHYTpH)

B) IlpurotoBsTe Bce MaTepuaibl HEOOXOAMMBIC NI MHBEKIMU. TIIaTebHO BHIMONTE PYKH C
MBLIOM.
Ha 4uncTyro, XOpoIo oCBEIeHHY0 pabouyto MOBEPXHOCTh MOJIOKHUTE:

e | wiu 2 HOBBIX HIMpHUIA (B 3aBUCUMOCTH OT Ha3HAYEHHOMU J03b1),

® CIUPTOBBIE cal(heTKH,

® BaTHBIC MAPUKH WJIA MaPJICBbIC TAMIIOHHI,

® JIEVKOIUIACTBIPB,

o KOHTGI\/JIHep AJIg YTHJIN3alluu OCTPBIX MPECIAMETOB.

TS
e

I') [ToAroTOBHTE ¥ OYUCTUTE MECTO MHBEKITUH(i1).
HNHbeknnio MoKHO POU3BOINTDH TOJBKO B:
e Oenpo,
e 00JIacTh )KMBOTA, 32 UCKITFOYCHUEM 5 CM BOKPYT TyIIKa,

¢ BHCHIHIOIO MMOBCPXHOCTH IIJICHa (TOJ'H:KO CCJIM UHBCKIHA TPOBOAUTCA C HOCTOpOHHeﬁ

MTOMOIIIBIO).
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[Ineuo

Ooactb
JKMBOTA

benpo

OuucTuTe NMpEeAnoyiaraéMoe MEeCTO MHBEKIMU CIHUPTOBOW candeTKod M MOJOXKAWUTE, MOoKa
IIOBEPXHOCTb KOXKHU CTAHET CYyXOM.

He npukacaiitech K 3TOM 30HE 10 UHBEKIIHAH.

Ecnu Bbl XoTHTE BBOJUTH Ipenapar B Ty e caMylo 001acTb, yOeIuTech, UTO 3TO HE TO XKe
caMO€ MECTO MPEAbIAYIIEH HHBEKIUH.

He npousBoauTe MHBEKIMIO B 00JaCTh MOBPEXKICHHON KOXH (MCTOHYEHHUE, TMOKPACHEHHE,
pasapakeHue, yIIOTHEHHE, LIETyUIeHHE, Chlllb, KPOBOM3NMSIHMS). VI30eraiite BBeneHUs B

MECTa C HAJIMYUEM HIPaAMOB U PACTAXKCK.

Ilar 2. HemocpeACTBEHHO Nepel BBeleHHEeM

J) CHumute cepbiii KOJIMAYOK C UIJIbI B HAIIPABJICHUU OT
cebst, koryna Oyaere roToBbl K MHBEKIIMU. He ocTaBmnsiiTe
Cephlii KOJIMAYOK CHATHIM Ooyiee 5 MHHYT. DTO MOXET
MIPUBECTH K BBICBIXaHUIO IIperapaTa.

Hannune Ha KOHIE MIJIBI KalulM IperapaTa sBIsSETCS

HOpMAaJIbHBIM.

He ckpyuuBaiite u He crubaiiTe cepblii KOIMAYOK.
He ozxesaiite cepblii Koamauyok 0OpaTHO Ha IIITPHIL.
He cHumaiite cepslil KOIIA4oK € UIVIBL 10 TEX IOP, IOKA

Br1 He Oyiere rOTOBBI K MHBEKITHH.
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Hlar 3. Uabexnus

lar 4. ITocjie UHBEKINHT

E) Co3naiiTe ckimaaky KOXKM B MeCT€ BBEIEHUS, YTOOBI
o0pa3oBaJiach TUIOTHAS TTOBEPXHOCTH VISl HHBEKIIHUH.
VYaepxxuBaiiTe KOXy MEXAY OOJNBIIUM M YKa3aTeIbHBIM
MaJibIl[aMH, CO3/1aBas 30Hy OKOJIO 5 CM IIMPUHOM.

Ba:xno. Bo Bpems 1npoBeneHHMs CaMOW HMHBEKIUU

HpO,Z[OH)I(aﬁTC YACPKHUBATDH KOKY B 9TOM ITOJIOKCHHUU.

7K) VY nepxxuBas ckianky KOXH, BBEAUTE UIUIy IINPUIA CO
CHSITBIM CEpBhIM KOJIMAaYKOM B KOXY MOoI yrjiom 45—
90 rpagycos.

He nomemniaiiTe maner Ha IMMOpHICHb, ITIOKA BBOAUTC UI'TTY.

3) MeaJieHHO, HE OCTaHABIIUBASICh, HAJABUTE HA MOPIICHb

BHU3, [TOKA OH HE NICPECTAHET ABUI'aTbHCA.

M) [Tocne sToro yoepurte najiel v INIaBHO yAaJIUTE IIPHUIT

N3 KOXU.

Baxno. Ecnu npu ynanenuun mnpuna Bsl oOHapyxure,
YTO B LMJIMHAPE OCTAJICA PacTBOp, 3HAUYUT Bbl BBEIN

HenoyHyto 103y. Cpasy ke cooluure 00 3TOM JeyalieMy

Bpauy.
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JI) OcMoTpuTE MECTO BBEJCHHUS.

K) VYTunusupyiite HCNOIB30BaHHBIM INIPHUILL U CEPBIN
KOJIIIa4OK.

[Tonoxure KCNONB30BaHHBIA IINPUL] B KOHTEWHEp IS
YTWIM3alUA  OCTPBIX  IPEIMETOB  Cpa3y  Iocie
ucnons3oBanus. He Opocaiite B OBITOBOI MycOp.
O6cynute C JleHamM  BpayoM Kak  IPaBHIBHO
YTWIM3UPOBATh IIIIPULL.

He ucnonb3yiitTe minpuil HOBTOPHO.

He crnenyer mnOBTOpPHO HCIONB30BAaTh INNPUL HIIU
KOHTEHHEp I yTWIH3aUUU OCTPBIX IIPEIMETOB WU
BBIOpAchIBaTh UX B OBITOBOI MyCOD.

Ba:xxno. Bcerna xpanute KOHTEHHEp ISl YTHIM3ALMHU

OCTPBIX NMPEAMETOB B HEAOCTYIIHOM IJIA JeTel MecTe.

IIpu nosiBIIEHUH KPOBU MPUKMUTE BATHBIN IIAPUK UM MAPJIEBBIM TAMIIOH K MECTY HHBEKIUU.

He pactupaiite mecto nabeknun. [Ipr HEOOXOAMMOCTH UCTIOIB3YHTE JICHKOILIACTHIPS.

Ecau BaMm 0b112 Ha3HaveHa 103a 140 Mr, MOBTOPUTE BCe IIATH €O BTOPBIM HINPULIEM IS

MOJIy4YeHHs MOJTHOM 103bl.
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Hucmpykyus no npumenenuio npenapama Hpunixc®, pacmeop 0na nookoycnozo

6eedenusn 70 me/mn, 6 npedsapumenvHo 3aANOJIHEHHOM WINPpUUE 6 ABMOUHIICEKmOope

(uunpuy-pyuxe)

OnHOpa30BbIi MpeABAPUTEIHHO 3aII0THEHHBIN IINPHIL B aBTOMH)XXEKTOpE (LLIIPUL-PYUKE)

o npumeHeHnust ITocsie npuMeneHust
duroneTtoBasa —
KHOrKa nycka
- [daTa
[lata - ncTeyeHns
ncrteyeHmns cpoka
cpoka rogHOCTH

roAHOCTH
>KenTtoe oKkoLLKO
(MHBEKUMs 3aBepLUeHa)

o
o

OkolLuko M
PactBop - 3

P 3eneHbin

" npegoxpaHuTenb

Benbin (virna BHyTpM)
Konnayok HaneT — .

3eneHbli —Benbii Konnayok

npegoxpaHuTernb CHAT

(vrna BHYTpHM) :

Bazkno! Urna BHyTpH 3€1€HOT0 NPEAOXPAHUTEIS.

Ba:xkno

Iepen npumenennem npenapara Upumke® (mpeaBapuTeabHO 3aM0JHEHHbIH MINPUIL B

ABTOMHKEKTOpe (IINMPHI-PYUYKe)) 03HAKOMbTECH ¢ Ba:KHOW mHGopMaIueii:

XpaHeHue

XpaHI/ITe npemnapar B HEAOCTYIIHOM U HEBUIHOM JJIs1 JeTel MecTe.
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XpaHuTe mpenapaT B OpPUIMHAJIbHON yMaKoBKe JIs 3aIlUTBl OT CBeTa MM (PU3NYECKHX
MIOBPEXKICHUMN.

XpaHute mipenapart B X0JIOIUIbLHUKE Mpu TemiepaTtype 2—8°C.

BHe xonoannbHMKA JUIMTENBHOCTh XpaHEHUs Ipenapara Npu KOMHAaTHOW Temmeparype (1o
25°C) He nomKHA MPEBBIIATH 7 AHEH.

He y6upaiite npenapaT oOpaTHO B XOJOJMIBHUK, ITOCIE TOTO KaK OH ObLIT 3 HErO U3BJICUEH.
He npumensiiite npenapar, eciii OH XpaHWICS MpU KOMHaTHOM Temmeparype (mo 25°C) B
Teuenue Oosiee 7 THEN.

[Tpenapar cienyer yTUIM3HUPOBATh B CIIydae €ro XxpaHeHus MpH OoJiee BLICOKOM TeMieparype,
100 Gosee 7 THEH.

He nmoasepraiite npenapar BO3AEUCTBUIO DKCTPEMAJIbHO HU3KMX WM BBICOKMX TEMIIEpATyp.
Hamnpumep, u3beraiite xpaHeHus mpenapara B MalluHe.

He 3amopaxuBaiire.

IIpumenenne

He neiTaiitech BBOAUTHL npenapat Upuuskc® 10 TOro, Kak jedaniuii Bpad UM MeICECTpa He
oOyuaT Bac TexHuke BBeieHUs Npenapara.

He npuMensiiTe npenapar 1ocijie UCTEYEeHUs1 CPOKa FOJHOCTHU, YKa3aHHOTO Ha YIIaKOBKE.

He BcTpsixuBaiiTe aBTOMHKEKTOP.

He cHumaiiTe OGenblii KOJIMAYOK ¢ aBTOMHXKEKTOpa J0 TeX MOp, MOKa He OyaeTe TrOTOBHI K
BBEJICHUIO IIpeTapara.

He 3amopaxxuBaiite npenapaT U He IPUMEHSNTE Mpenapar, €Ciid OH ObLIT 3aMOPOXKEH.

He ucnons3yiiTe aBTOMHXEKTOP, €CJIM OH IaJal Ha TBEPIYI MOBEPXHOCTb, TAK KaK 4acTh
aBTOMH)KEKTOpAa MOJXKET OBITh IOBPEXJICHA, Jaxe ecld Bbel HEe BHIUTE KaKUX-IHOO
MOBpPEXACHU. B 3TOM cilydyae BO3BMHUTE HOBBIH ABTOMHXKEKTOP M COOOIIUTE 00 STOM
JeJalemMy Bpady.

B OenoM Konmauke WIJIBI CONEPKUTCS HATYpajbHBIN JIATEKC, YTO MOXET BBI3BaTh
JJIEPrUYECKUE PEAKIMH Yy JIUL, UMEIOIUX alJIEPrUYecKylo peakiuio Ha jatekc. Cooduure
JedameMy Bpady, eciu y Bac ecTp ajeprudeckas peaknus Ha JIATEKC.

3a 6onee noapoOHOM HHPOpMaLMel UITU TOMOIIbIO 0OpaTUTECH K JIeYallleMy Bpauy.

Ilar 1. IToaroroBka nepea MHbeKnMen

Os3HakombTech ¢ JaHHOH HHGopManuei 10 BBeAeHH NIpenapara.

IIpoBepbTe Ha3HAYEHHE Bpaya.

Jlewamuii Bpau HazHauua Bam 103y 70 mr uiu 140 wmr.
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Jns BBenenus no03bl 70 Mr Bam Oyner Hy>KHO MOJHOCTBIO BBECTH COJEPKUMOE OIHOM
IpeBapUTENIbHO 3alOJHEHHON MMpHUI-pydku. s BBemenus no3bl 140 mMr moHamoOuTCS
2 mocnenoBaTeNbHble MHBEKIMU (2 IpeBapUTEIbHO 3aII0JHEHHBIX MINPUL-PYUKH) 10 70 Mr
KaKzaast.
YroObl n36exkaTh AUCKOMGPOpPTa B MECTe MHBEKLUH, OCTAaBbTE IINPHIBI MPU KOMHATHOMN
TEMIIEPAType B Te€UeHHE MUHUMYM 30 MUHYT 10 Hayajla HUHBEKIUH.
A) JlocTaHbTe aBTOMHKEKTOP ¢ nmpenapaToM UpuHokc® U3 KapTOHHOM MauKH.
AKKYypaTHO JOCTaHbTE ABTOMHKEKTOP M3 KAPTOHHOW MTaYKU B HAIIPABICHUH BBEPX.
OcTaBbpTe aBTOMH)KEKTOP IIPM KOMHATHOW TemIepaType B TedeHHne MUHUMYM 30 MUHYT 10
MHBEKIUH.
He yOupaiiTe aBTOMHXEKTOp 0OpaTHO B XOJOAMJIBHHK TIOCJIE TOTO, KaK MpenapaT JOCTUT
KOMHATHOM TeMIMEpaTyphl.
He nbrTaiitech HarpeTh aBTOMHYKEKTOP 3a CYET BHEIIHETO MCTOYHMKA TEIUIa, HAIPUMED,
ropsiuei BOJAOU UM B MUKPOBOJIHOBOM I1€UN.
He ocraBisiiTe aBTOMHXEKTOP Ha IIPSIMOM COJIHEYHOM CBETE.
He BCcTpsixvBaiiTe aBTOMHKEKTOP.
Ha sToMm »Tamne He cHUMaiiTe ¢ aBTOMHXKEKTOpa OeJIbli KOJIMavyoK.
b) BHumarenbHO OCMOTpUTE TMPEABAPUTEIBHO 3aMOJIHEHHBIM IINPUIl C MPErnapaTomM
Wpunokc®.
Yoenurech, 4TO Npenapar B OKOILIKe ABJIAETCS MPO3PAYHbIM 0eCUBETHBIM HJIM CBETJI0-
KEJTBIM PACTBOPOM.
He ucrnonb3yiiTe aBTOMHKEKTOP, €CJIMA IIPEnapaT B HEM MYTHBIM WIIM U3MEHWI L[BET, a TAKKE
COJICPKUT XJIOIbS WM YaCTULIBI.
He ucnonb3yiiTe aBTOMHXEKTOP, €CJIN JI00asi €ro 4acTh MMEET TPEIMHY WIN CIIOMAHa.
He ucnionb3yiite aBTOMHKEKTOP, €CJIA €T0 POHSIIH.
He ncnonp3yiiTe aBTOMHXEKTOP, €CJIM OeNblil KONMa4oK UIJbl OTCYTCTBYET WMJIM ILIOXO
3aKpBIT.
He ucnonbs3yiiTe aBTOMHKEKTOP, €CJIM CPOK TOJJHOCTH, YKA3aHHBIM HA dTUKETKE, UCTEK.
Bo Bcex yka3aHHBIX Cily4asX MCIIOJIb3YWTE HOBBIM aBTOMHIKEKTOD, a B CIy4ac COMHEHMU

o0paTuTech K JieyaliemMy Bpavy.
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3eIeHbli IPeI0XpaHUTEIb
(urna BHyTpH)

9=

Wz

benbrii Oxko1ko PactBOp
KOJITa4OK
HaJeT

B) IlpuroroBbTe BCE MaTepUabl HEOOXOJUMEBIC IS HMHBEKIMH. TIIATEITFHO BBIMOWTE PYKH C
MBUIOM.
Ha 4ucryro, XopoI11io ocBeneHHY0 pabouyro MOBEPXHOCTh MOJIOKHUTE:

e | wiu 2 HOBBIX aBTOMHKEKTOPA (B 3aBUCHMOCTH OT Ha3HAUYE€HHOM J103bl),

® CIUPTOBBIE CaN(PETKH,

e BaTHBIC MIAPUKYU WIN MapJIeBble TAMIIOHBI,

® JICHKOIUIACTHIPD,

° KOHTCI\/’IHCp I YTHIIN3alluU OCTPBIX MPEAMETOB.

-
T
[

. — Wl &b
I') [ToAroTOBHTE ¥ OYUCTUTE MECTO UHBEKITUU(i1).
NHbekuuio MOKHO NPOU3BOAUTH TOJIbKO B:

e Oenpo,

e 00JIacTh )KHMBOTA, 32 UCKITFOYCHUEM 5 CM BOKPYT MyIIKa,

e BHEIIHIOID TOBEPXHOCTh IUIe4a (TOJBKO €CIM HHBEKUHUA

IIPOBOAMTCS C IOCTOPOHHEHN MOMOIIBIO).
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[Ineuo

Ooactb
JKHBOTA

benpo

Ouncrure npearnojaracMoe MECTO HMHBCKIHNU CHHpTOBOﬁ C&H(i)CTKOfI U IDOAOXIUTC, ITIOKa

MMOBCPXHOCTH KOXHU CTAHCT CyXOﬁ.

He npukacaiitech K 3TOM 30HE 10 UHBEKIIAH.

Ecnu Bbl xoTuTe BBOAUTH IpenapaT B Ty e caMylo 00J1acTh, yOeIUTeCh, YTO ATO HE TO ke

caMo€ MEeCTO TPeIbIAyIIeH HHBEKIUH.

He npousBoauTe MHBEKLNIO B 00JacTh MOBPEXKICHHON KOXHM (MCTOHYEHHUE, TOKPACHEHHE,

pasnpaxeHue, YIUIOTHEHHE, IISNyIICHUE, Chillb, KPOBOM3NMUSAHUs). V30eraiite BBeACHUS B

MECTa C HAJIMYHUEM HIPAMOB U PACTIKCK.

Ilar 2. HemocpeACTBEHHO Nepe/l BBeleHHEeM

Benbin
Konmna4ok

) CHumuTe Oenblii KOJIMAavYOK C WTJIBI B HAIPABJICHUH OT
cebs1, kora Oynere TOTOBBI K MHBEKIMU. He ocTtaBisiite
OeINblii KOJMA4YOK CHSATBHIM Oojiee 5 MUHYT. DTO MOXET
MPUBECTU K BBICHIXaHUIO TIpenapara.

Hanuume Ha KOHIIE Wbl KaruiM Mpenapara sIBISETCS
HOPMAaJIbHBIM.

He ckpyuuBaiite u He crubaiite Oeblii KOIMAaYoK.

He onesaiite Gernblii komavyok 0OpaTHO Ha AaBTOMHXKEKTOP.
He BcTaBistiiTe manbLbl B 3€J€HBINA TPEAOXPAHUTEND.

He caumaiite Genblii KOJIMAYOK C MBI 0 TEX MOp, MOKa

Brl He Oynere TOTOBBI K MHBEKITUH.
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E) Cozpaiite ckmagky KOXH B BBIOpAaHHOM MeCTe
BBeneHus (Oeapo, 00acTh KUBOTA, TUIEYO), UCTIONB3YS
METO/]T C PACTSHKCHHEM KOXH HJTU METOJI C OTTATUBAHUEM

KOXH.

MeToa ¢ pacTsizKeHHEM KOXKHU

YBepeHHBIM JBUXKXCHUEM paCTHHI/ITe KO)Ky, IJIs 4ero
/ \ HOXMUTE Ha HEEe W pa3BeAuTe OOJIBIION mMmajen |
g

yKa3aTeJabHBIA MalbLbl B Ppa3HbIC CTOPOHBI, CO31aB
00JacTh HIMPUHOM OKOJIO 5 cM.
WA

MeToa ¢ OTTATMBAHUEM KOXKHU
OTTSHUTE KOXY, 3aKaB €€ OOJIBIIUM M YyKa3aTeIbHBIM

MaJbllaMH U CO3/IaB 00JIACTh MIUPUHOM OKOJIO 5 CM.

Baxno! Bo BpemMs uHBEKIMM yAEpKUBAaUTE KOXKY B
PacTSHYTOM HJIU OTTAHYTOM COCTOSTHUH.
Hlar 3. Uabexknus
K) VYnepxupaiiTe KOXy B pacTSIHYTOM WU OTTSHYTOM
cocrosiHuM. [loaBenuTe MNpUI-pPyUKy CO CHATHIM O€IbIM

KOJIMMAYKOM K Koke noa yriaom 90 rpagycoB. Urna BHyTpH

3CJICHOT'O MPEAOXPAHUTCIIA.

IToka He mpuKacaiiTech K (GHOIETOBON KHOIIKE MyCKa.
npeaoxpa

HUTenb
(vrma

BHYTPM)

3) YBepeHHBIM JBUKEHUEM MPOTOJIKHUTE LIIPHULL PYUKY
BHM3, [IOKA OHA HE IIEPECTAHET ABUTIAThCS.

IIporankuBanue BHU3
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Baxno! Heo6xo1uMoO NPOTOJIKHYTh aBTOMHXEKTOP BHU3
710 KOHIIa, HEe Kacasich (PMOJIETOBON KHOMKHU ITycKa J0 TeX

nop, noka Bsl He OyzeTe roTOBBI CAEIATh UHBEKIIHIO.

M) Korna Bel Oyaere roToBbl K UHBEKIIMN, HAKMHTE Ha
¢uoneToByr0 KHONKY Iycka. [Ipu stom BEI ycibrmmTe

LIETYOK.

K) Ilponomxaiite naBuTh Ha KOXY. MHBEKIHS MOXKET

3aHATh OKOJIO 15 CexyH/I.

15 cexyHa

2 Ba:xno! Ilocne 3aBepuieHHs MHBEKIUU

OKOIIKO CTAHOBHUTCA XKCJITbIM, H Bn1

MOKETE YCJIBIIIATh BTOPOU MIEITYOK.

HpI/IMe‘IaHI/ICI ITOCJIC TOT'O, KaK Bbl YAAJIUTC aBTOMHXKEKTOP

C KOXH, uria 6y,£[eT ABTOMATHYCCKHU ITOKPBITA.

Baxno! FEcim mocie  u3BiedeHUs

ABTOMHIKXCKTOpa OKOIIIKO HE cTalio

KENThIM JTMOO BaM KaXKeTCs, YTO MHBEKIUs Ipernapara
npoaoJrKaCTCda, 3HAYUT Bbl BBCJIW HCIOJHYIO O03Y.
HeszamennurensHo oOparturech k Bamemy nedamemy
Bpauy.

lar 4. ITocjie *UHBEKINH
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K) VYTwmsupyiite HCHONb30BaHHBI aBTOMH)XKEKTOP U
OeTIbIi KOJIayoK.

[Tonoxwure NCIONB30BaHHBIN ABTOMHKEKTOP B KOHTEHHEP
Ul YTHIM3aUUU  OCTPBIX IPEAMETOB cpasy Iocie
HCIIOJIb30BaHUS.

O6cynute C JleHamMM  BpayoM Kak  IPaBHIJIBHO

YTUJIN3UPOBATh aBTOMHKEKTOP.

He ucnonp3yiiTe aBTOMHKEKTOP MOBTOPHO.

He mnomemaite aBTOMHXKEKTOP WM KOHTEHHEp Ui
OCTPBIX OTXOJOB B €MKOCTH [UIsl PELUKIMHIa U He
BBIOPACHIBANTE UX BMECTE C OBITOBHIM MYCOPOM.

Ba:xxno. Bcerma xpaHute KOHTEHWHEp Uil yTUIM3AIUU
OCTpPBIX MPEAMETOB B HEAOCTYIHOM M HEBUIHOM JIs
JIeTEeH MECTE.

JI) OcMoTpuTE MECTO BBEICHHUSI.

IIpu nosiBNeHUM KPOBU NMPUKMHUTE BATHBIN IIAPUK WM MApPJIEBBIA TAMIIOH K MECTY MHBEKIUU.
He pactupaiite Mmecto nabekiuu. [Ipr He0OXO0IMMOCTH UCTIONB3YHTE JIEHKOILIACTHIPS.

Ecim Bam O0bl1a HasHaueHa pjo3a 140 Mr, moBTOpHTE BCe IIarM cO BTOPBIM

ABTOUHKEKTOPOM IJIA MMOJIYICHUSA NOJIHOM J103bl.
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