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Includes CDS v2.8 from 23-March-2022 (related to Amgen CDS version 12, dated 10-Feb-2022),
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MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUIMCKOM ®EJIEPALINU

NMHCTPYKLMA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

NPUHOKC

PEruCTPAIIMOHHBINA HOMEP: JITI-008468

TOPrOBOE HAMMEHOBAHUE: MpuHdKC

MEXIYHAPOJHOE HEMATEHTOBAHHOE HAMMEHOBAHMUE : 3peHyMa6

JIEKAPCTBEHHASI ®OPMA: pacTBOP TSI OAKOKHOTO BBEICHHS

CoCTAB

1 M1 mpenapara COIEpKHUT:

Oeticmeyowee seujecmao: 3peaymad 140 mr;

8cnomozamenvHhvle geuyecmaa. caxaposa, moiarucopoar-80, ykCycHast KUCTIOTa JIe/THas, HATPHUS
TUAPOKCHUJ, BOAA JUTSI HHBEKIIUH.

ONMCAHUE

PacTBop OT GeCIIBETHOTO IO CBETIO-KENTOTO LIBETA.

XAPAKTEPUCTHUKA MPEITAPATA

DOpeHyMal mpeacTaBIseT co00i YeIoBeYecKoe MOHOKIIOHANIbHOE aHTuTeno kinacca G2 (IgG2),
C BBICOKOW a)MHHOCTBIO CBS3BIBAIOIIEECS C PELENTOPOM KaJIbIIUTOHUH-T€H-POJICTBEHHOTO
nentuaa (CGRP). OperyMad coCcTOUT U3 2 TSHKETBIX LETIeH, B KaKI0H U3 KOTOPBIX COIEPIKUTCS
110 456 aMHUHOKHCIIOT, ¥ 2 JIETKUX IEIel MoAKIacca IIM0/1a, COCTOSIINX U3 216 aMUHOKHUCIIOT.
[TpubnusurensHas MoJiekyispHas Macca cocraisier 150 k/la. DpeHymad mpou3BOIUTCS IO
texHosioruu pekombunantHor JIHK B kineTkax suaHMKOB Kutaiickoro xomsuka (CHO).
®DAPMAKOTEPAIIEBTUUECKASI TPYIA: [IpOTUBOMHUIPEHO3HOE CPELCTBO.

Koa ATX: N02CDO1

DAPMAKOJIOTHYECKUE CBOMCTBA

Mexanusm oeiicmeus

OpeHyMad — 3TO YeJIOBEYECKOE€ MOHOKJIOHAIbHOE aHTUTEINO, SBISIOLIEECs] aHTarOHHUCTOM
peuentopa CGRP, u He o6mamaeT 3HaUMMOM (hapMaKOJIOTHUECKOW aKTUBHOCTHIO B OTHOIIICHUH
pPELEnTOPOB aIpEHOMENYJUITMHA, KAIbIUTOHMHA W aMUJWHA, a TaKXKe aroOHMCTUYECKOM

aKTHUBHOCTBIO B oTHOIIeHuH penenrtopa CGRP.
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CGRP — 5310 HeiponenTus, MOIYJIUPYIOUIUMN Meperadyy HOUMIENTUBHBIX CUTHAJIOB, U
Ba30/IMJIATATOP, CBA3aHHBIN C marodu3uonorueit murpenu. IlokasaHo, 4To B OTJIMYHE OT
npyrux HehporentuaoB, koHneHTpamus CGRP 3HAYuTENBHO yBENMUYUBAETCS BO BpeMs
MpHUCTyNla MUTPEHU W BO3BpAIIaeTCs K HOPME IMOCJe ero paspeuieHus. BHyTpuBeHHoe (B/B)
BBeneHre CGRP BbI3bIBaeT y marueHTOB MUTPEHETIOJOOHYIO TOJIOBHYIO 00JIb, U3 Y€TO MOYKHO
npeanonoxuTh, 4To CGRP MoxkeT IBASATHCS TPUUMHON BOSHUKHOBEHUSI MUTPEHHU.

Peuenrop k CGRP nmokanu3yercs Ha y4acTKaX, HMEIOIIMX OTHOIIEHUE K MAaTO(U3HOIOTHH
MUTpPEHU. DpeHyMal SBIIIETCS MOIIHBIM U crieninuanbiM KoHKypeHToM CGRP 3a cBsi3piBaHue
C pPEeLenTopOM U TEM CaMbIM MOJABJISET €ro NeHCTBUE HA PELIETTOP.

Dapmakoounamuxa

B pangoMu3upoBaHHOM [BOMHOM CJETMOM I1aie00-KOHTPOIUPYEMOM HCCICIOBAHUU TI0
orieHKe 3((hEeKTUBHOCTH OJJHOKPATHOTO B/B BBEJCHH 3peHyMada B 03¢ 140 Mr y manueHToB
CO CTaOWJIBHOM CTEHOKApIWEW HE OTMEUAIOCh CHUXEHUS TEPEHOCUMOCTH (DH3nUYecKon
Harpy3ku npu HarpyszouHoil DKI-mpobe (Ha Tpeamui-TecTe) MO CpaBHEHHUIO C Tutanedo u
yCYTyOJIeHHS UIIEMUH MUOKAp/Ia.

Krunuueckue oannvle

DOpeHymab oreHuBajcs B 3 0a30BBIX HCCICAOBAHMAX MO HM3YYCHHUIO MPO(HIAKTHIECKOTO
JICYEHUsl SIU30AMYECKON W XPOHMYECKOW MurpeHu. B muccienoBaHusi ObLTM BKIIIOUEHBI
NAlMEHThl C MHUTPEHBIO C aypod wuiou 0e3 aypel B aHamMHe3e¢ B COOTBETCTBHH C
JMAarHOCTUYECKUMHU KpPUTEpUsAMH MeXIyHapoaHOW Kiaccu(uKaiuu rojoBHOW Oomu (the
International Classification of Headache Disorders, ICHD-III).

OpeHyMal MPOJEMOHCTPUPOBAT CTATHCTUYECKM U KIMHUYECKU 3HAUYMMBbIE YIIyYIICHUS
KJIIOYEBBIX TOKa3arenel 23((peKTUBHOCTH 110 CPABHEHUIO C I11aeoo.

XpoHHYECKASI MUT'DEHD

OpeHyMal OlleHHBAJICSA B Ka4YeCTBE MOHOTEpAINuu JUIsl IPOGUIAKTUKY XPOHUUYECKONH MUTPEHU
B PaHIOMH3UPOBAHHOM MHOTOLIEHTPOBOM 12-HeNeNbHOM  IUIale00-KOHTPOIUPYEMOM
JIBOMHOM CJIETIOM HCCJIeIOBaHUM Y TAIIMEHTOB, CTPAAAIONINX MUTPEHBIO C aypoi min 6e3 Hee
(>15 nmHeit ¢ romOBHOM 0OJBIO B MECSI] M >8 JHEW MUTPEHU B MECSIT).

B k1IMHUYECKOM HCCIEeOBAaHUM MAIlMEHTOB C XPOHHYECKOW MHUIPEHbIO 3(P(PEKTUBHOCTD
NPUMEHEHHUs Tpenapara OIEHMBAJach Ha OCHOBAaHWU HW3MEHEHUS KOJUYECTBa JHEH C
MUTPEHBIO B TeueHHe Mecsna (JIMM) k 3 mecsiy mo CpaBHEHHUIO ¢ TAKOBBIM ITOKa3aTelIeM J10
JeyeHust 3peHyMaOoM (MCXOAHBIM ypoBeHb). BropuyHbiMH TOKa3zaTensiMu 3¢ (GEeKTUBHOCTH
ciykunu cHukenue konmuectsa [IMM na 50-100% OTHOCHTENBHO UCXOIHOTO YPOBHS (OTBET

>50%), n3MeHeHNnEe OTHOCUTEIILHO UCXOJHOTO YPOBHS KOJIMUECTBA IHEW B TEUCHUE MecsIa, B
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KOTOphIE TAlWEHTHl TPUMEHSUTN Ccrenu(uiyeckue Mpernaparbl UIsi KYMUPOBAHHS OCTPOM
murpern. Ha pucynke 1 u B Tabmune | mpuBeneHbl KIFOYEBBIC PE3yJIbTAaThl UCCIICIOBAHMS.
AHann3 eXEeMECSYHbIX HM3MEHEHWH TOoKa3ald, 4YTO CpPeJHEMECSYHOE KOJMYECTBO JHEU ¢
MUTPEHbIO CHU3UJIOCH TI0 CPABHEHUIO C TUIAIe00 yKe B IEPBBIN MECHIL, a TOCIEAYIOMINN aHAIN3
€XKCHECIbHBIX M3MEHEHUU TokKazaj, 4To 3¢ (deKT speHymada pa3BUBAJICA YK€ Ha TEPBOM

HeJelIe TOCIIE HHBEKIINH.

Pucynok 1. /Ilunamuka uzMeHenus: konudectsa MM OTHOCUTENBHO MCXOJHOTO YPOBHS Y
NAlMEHTOB ¢ XPOHUYECKOM MUTPEHBIO™.

--4-- Mnaue6o
— A - OpeHymab 70 mr 1 p/m
—m— OpeHymab 140 mr 1 p/m

——— -

Mecsl OTHOCUTEeNbHO NCXOOHOIO YPOBHA

Ll Ll I T

UcxopHbin Mecsu 1 Mecsau 3
ypOBeHb

Mecsy 2

2 [IpencraBieHbl CpeTHEKBAAPATHIHBIC CPeTHUE 3HAUCHUS U 95%-Hble TOBEpUTEIbHBIC HHTEPBAIbI.

Bce p-3HaueHMsi Ui pasHMIBI B CPEAHEKBAIPATHYHBIX CPEAHHUX MEXIy TIpynmnaMu speHymaba u ruiane6o,
KOTOpBIE OllEHUBAIH Yepe3 3 MecsIa (TJIaBHbIH mokazarenb 3¢ GeKTUBHOCTH), cocTaBisum <0,001.

Tabmuua 1. Koneunsle Touku 3¢dekTuBHOCTH Ha 12 Henene MCCIeOBaHUS y MAIlMEHTOB C
XPOHUYECKOU MUTPEHBIO

Jpenymad JpeHymad Inanedo Mexrpynnosas p?
70 mr 140 mr (n =281) pa3uuna/
(n=188) (n=187) OTHoLIeHnE
HIAHCOB
JIMM
Cpennee -6,6 -6,6 -4,2 70 mr < 0,001
n3MeHeHue? -2,5(-3,5;-1,4)
(95% ) (-7,5; -5,8) (-7,5; -5,8) (-4,9; -3,5) 140 mr
-2,5(-3,5;-1,4)
IManueHTHl, Y KOTOPBIX NoKa3aTeab JMM u3meHuicsa Ha > 50%
% | 39,9 | 412 \ 23,5 \
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Jpenymad Jpenymad Inauedo Me:xrpynnoBasi P?
70 mr 140 mr (n=281) pa3Huna/
(n=188) (n=187) OTHoOLIEeHHNE
IAHCOB
OrtHoleHue He mpumenumo < 0,001
IIaHCOB®
95% AN
IauueHTsl, Y KOTOPBIX MoKa3aTeas JIMM usmenuniicst Ha > 75%¢
% 17,0 20,9 7,8
OrtHomeHue He mpumennmo
IIAHCOB He npumennmo
95% AU

KoJsinuecTBo Heli B TeueHHEe MeCsila, B KOTOPbIe NAallHEHTHI IPUMEHSUIH crenu(uuecKue npenaparbl
OT OCTPOii MUTpeHH®

Cpennee -3,5 -4,1 -1,6 70 mr < 0,001
n3MeHeHue? -1,9 (-2,6; -1,1)
95% o1 (-4,0; -2,9) (-4,7, -3,6) (-2,1;-1,1) 140 mr

-2,6 (-3,3; -1,8)

Pe3yabTaThl Cy0beKTHBHBIX OTBETOB NMALIMEHTOB
HIT-6

Cpennee -5,6 -5,6 -3,1 70 mr
n3MeHeHue? -2,5(-3,7;-1,2) He npumeHUMO
95% o1 (-6,5; -4,6) (-6,5; -4,6) (-3,9;-2,3) 140 mr

-2,5(-3,7;-1,2)

Cymmapublii noka3ateabr MIDAS

Cpennee -19,4 -19,8 -7,5 70 mr
usMeHenue? -11,9 (-19,3; -4,4) | He npumennmo
95% o1 (-25,2;-13,6) | (-25,6;-14,0) (-12,4;-2,7) 140 mr

12,2 (-19,7; -4,8)

I — nosepurenbubiii uutepBan; HIT-6 (headache impact test) — unaexc BiausHUsS rosoBHOW O6omn; MIDAS
(migraine disability assessment) - olleHKa HETPYJOCIIOCOOHOCTH 10 MpUYKHE MUTpeHn; JIMM — konndecTBO qHEH
C MUTPEHBIO B TEUEHHE MeCsIIa.

2 Bce p-3HaueHWS IPEACTABICHBI B BHIEC HECKOPPEKTUPOBAHHBIX 3HAYEHUH WM IIOCIEe KOPPEKIHMH Ha
MHOKECTBEHHOCTb CPaBHEHUH ABISIOTCS CTATUCTUYECKU 3HAUMMBIMH.

b CpenHeKkBaspaTMIHOE CpeIHEE W3MEHEHHE K MECAIY 3 OTHOCHTENBHO MCXOAHOTO YPOBHS, MEKTPYMIIOBAS
pasHHLA M p-3HAUYCHHWE OCHOBAaHbl Ha JIMHEHHOW MOJENIHM CMEIIAaHHBIX 3(Q(EKTOB, B KOTOPYIO BKIIOYECHBI
uccieayeMasl Ipylina, CpeAHEMEcsYHOe 3HAueHHE Ha HMCXOJHOM YpOBHe, (hakTopbl crpaTHduKanuu (peruoH
[CeBepHass Amepuka winm EBpona] u 31moynorpeOiieHHE JIeKapCTBEHHBIMH NpernapaTtaMyd [MMEeTcsl WiIH
OTCYTCTBYET]), IUIAHOBBIH BHM3HMT M B3aHMOJICHCTBHE «HUCCIeqyeMas IpyNna—IUIaHOBBIH BU3HUT»; BMEHEHHS
OTCYTCTBYIOLIMX JaHHBIX HE MPOBOANIIH.

¢ OrTHOLICHHE IIAHCOB U p-3Hau€HWE [JIsI HalMeHTOB ¢ orBeToM >50% K 3 Mecslly OCHOBAaHO Ha
cTpatuduuupoBaHHoM Kputepun Koxpana-MbsHrena-XaHuens Iocie BMEHEHHsS OTCYTCTBYIOIIUX JaHHBIX,
KOTOPbIE CYMTAINCH OTCYTCTBUEM OTBETA.

4 AoCTEpHOPHBIN aHANN3; HUKAKOM IPOBEPKH TUIOTE3bI HE POBOIMIIN.

¢ K cnenupuyuecknm npenaparaM OT MUTPEHH OTHOCSATCS TPHITAHBI U IPOU3BOAHBIE SPTOTAMHUHA.

VY manueHToB, y KOTOPBIX HE ObUT JOCTUTHYT KJIMHMYECKHH OTBET Ha OJUH WM HECKOJBKO
METO/0B MPO(UIAKTUYECKON Tepanuy, pa3Huna B cokpamennn MM, nabmarogaemas MExXIy
no3oi 140 mr u mnane6o, cocrapisa -3,3 nus (95% AU: -4,6; -2,1), a mexay no30it 70 Mr u
wiane6o — -2,5 gusa (95% JAU: -3,8; -1,2). V manueHToB, Y KOTOPHIX HE OBLI JOCTUTHYT
KJIMHUYECKHI OTBET Ha JBa WK OoJjiee MeToAa NMpoduiakTHuecKon Tepanuu, pasauna MM
cocraBmsina -4,3 mgust (95% JAU: -5,8; -2,8) mexnay no3oit 140 mr u mnanebdo u -2,7 aast (95%

AU: -4,2; -1,2) mexnay no3oi 70 Mr um manedo COOTBETCTBEHHO. Jloyis MaIlMeHTOB,
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MOJTy4YaBIIUX IPeHyMad, KOTOpbIe JOCTUTIIN MO MeHblIei mepe 50% cokpamienus JJMM Obuia
BBIILIE 110 CPAaBHEHHIO C TPYMION Iuianedo cpeAu MalUeHTOB, He JOCTUTIINX KIMHUYECKOTO
OTBETa HA OJIMH MJIM HECKOJIBKO METOI0B Ipodunaktuiyeckoit repanuu (40,8 % mis no3sr 140
mr u 34,7% nns no3et 70 mr npotus 17,3% ans mnane6o), ¢ oTHomeHUueM mancoB 3,3 (95%
JAU: 2,0; 5,5) st mo3er 140 mr u 2,6 (95% AU: 1,6; 4,5) nnsg no3sr 70 Mr. Y marnueHToB, HE
JMOCTUTIINX KJIMHUYECKOTO OTBEeTa TIocie MpPUMEHEHHs JBYyX WM 0ojiee METO/0B
npoduIakTHYeckoil Tepanuu, 10is coctaBuna 41,3% s no3sl 140 mr u 35,6% st 1036l
70 mr ipotuB 14,2% nns mnamne6o ¢ oTHomeHueM mancos 4,2 (95% [U: 2,2; 7,9) u 3,5 (95%
JAU: 1,8; 6,6) COOTBETCTBEHHO.

Dnu3oauueckas MUTPEHD

DOpeHyMal OIeHUBAJICS B Ka4eCTBE CPENCTBA TSl MPOPIIAKTHKY SMU30ANYECKON MUTPEHU B
PaHAOMHU3HPOBAHHOM MHOTOIICHTPOBOM 24-HEIETHHOM ILIAIe00-KOHTPOIUPYEMOM JIBOHOM
CJICTIOM MCCJIEIOBAHNH Y MAIIMEHTOB, CTPAIAIOIINX MUTPEHBIO C aypol wim 0e3 Hee (4-14 nuei
MUTPEHH B MECSIIT).

B kiImMHHYECKOM HCCIENOBaHWU TAIMEHTOB C SMH30JWYECKOM MHUTPEHBI0 A()(PEKTUBHOCTH
NpPUMEHEHHUs TMpenapara OLEHHUBAJIACh HA OCHOBAaHUM W3MEHEHUS CPEAHEMECSIYHOrO
KOJINYECTBA JHEW C MHUIPEHBIO B TE€YEHUE MECSUEB 4-60 OTHOCHUTEIBHO HMCXOIHOTO YPOBHS.
BropuunsiMu nokazatensamu 3¢ (GHeKTUBHOCTH Iy uiu cHbkeHue Ha 50-100% oTHOCHTENbHO
UCXOJHOTO ypOBHS cpenHero konmyectBa JIMM (otBeT >50%), U3MEHEHHE OTHOCHUTEIHHO
HCXOJIHOTO YPOBHSI CPEJHEro KOJIMYECTBA JHEW B TEUEHUE MeEcsla, B KOTOpbIE MallUEHTHI
NPUMEHSITN crienrduueckrue mpenaparsl JUisl KYMUPOBaHUsS OCTPOM MUTPEHHU, U U3MEHEHUE
OTHOCUTEIIBHO MCXOJIHOTO YpPOBHSI MOKa3zaTejaed Mo AByM JoMeHam omnpocHuka MPFID
(lHeBHUK BIUSHUS MUTPEHU HAa (PU3UYECKYIO AaKTHBHOCTH), CBS3aHHBIX C YXYyALICHUEM
¢dusnueckoro cocrosuus (YDC) u noBcenneBHoi aktuBHOCTEIO ([TA). Onpocauk MPFID —
9TO MHCTPYMEHT MJIi OLEHKHU HCXOJOB, COOOIIAEMBbIX MalleHTaMU, KOTOPBIN I03BOJISIET
W3MEPUTH BIMSIHUE MUTPEHHU Ha (pu3ndeckoe GyHKIMOHUPOBaHUE ((PU3HUECKYIO aKTUBHOCTB ).
OH conepKuT 13 MyHKTOB /JIs1 OLIEHKH BIMSHUSA MUTPEHHU B TEUEHHUE NPOLIEANINX 24 yacoB Ha
JBa acrekTa GU3nYecKoro (GyHKIMOHHPOBAHUS, MPEICTABISIONINX WHTEPEC — BIUSHUE HA
noBceqHeBHYI0 akTUBHOCTh (ITA: 7 nyHKTOB, Hampumep, TPYAHOCTH C BBIIIOJIHEHUEM
NeicTBUi, TpeOYIOIUX KOHIIEHTpPAIlM BHUMAaHHS) U YXYIIIEHHE (U3UYECKOTO COCTOSHUS
(YOC: 5 nyHKTOB, HampuMep, TPYAHOCTH C BBHINIOJIHEHHEM JEHCTBUM, TPeOyIONUX
(GU3HYECKUX YCHINIA), a TAaKXKE OAMH OOIIMN MYHKT ISl OIICHKU BJIMSIHUS HA TIOBCETHEBHYIO
AKTUBHOCTH B 11€JIOM. [laniueHThl €XeTHEBHO OIICHUBAIOT BPEMsI, B T€UEHHUE KOTOPOrO0 OHU

OLIyIIAJAX BIMSHUE MUIPEHU, WIM YPOBEHb 3aTPyIHEHUH, CBS3aHHBIX C MHUTPEHBIO.
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[TokazaTenu no mkane MPFID 3a mecsiiy ycpeHsSrOTCs 110 THSAM C MUTPEHBIO U 0€3 MUTPEHH;
IIPU 3TOM Y€M BBIIIIE [TOKA3aTelb, TEM B OOJIbIIEH CTEIEHH MUTPEHb BIUsAeT Ha noMeHbl [TA u

YOC.

Ha pucynke 2 u B Tabuuie 2 npuBeIeHbI KIIOUYEBbIC PE3yIbTAThl HCCIICAOBAHUS.

Pucynox 2. JluHaMuMKa H3MEHEHHUsI KOJIMYECTBA [IHEM C MUTPEHBIO B TEUEHHE Mecsla

OTHOCHUTCIIBHO UCXOAHOTO YPOBHA B HCCIICAOBAHUU MMALITUCHTOB C BHHBOHHHGCKOﬁ MUI'PCHBIO.

04 --4-- [naue6o
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YpOBEHbL

Ta6muma 2. Koneunsie Touku 3 dextuBHOCTH Ha 13-24 Henene uccieqoBaHUs MAIMEHTOB C
AIU30AUYECKON MUTPEHBIO.

Jpenymad Jpenymad [nauedo Me:xrpynmnoBasi p-3HadyeHue?
70 mr 140 mr (n=316) pa3Huna/
(n=312) (n=318) OTHolIeHue
IIAHCOB
KoJsn4yecTBo AHeil ¢ MUTpeHbI0 B TeueHHue Mmecsaua (JAMM)
Cpennee -3,2 -3,7 -1,8 70 mr <0,001
u3MeHeHue? -1,4 (-1,9; -0,9)
95% AU (-3,6;-2,9) (-4,0,-3,3) (-2,2,-1,5) 140 mr
-1,9 (-2,3; -1,4)
IManueHTHl, Y KOTOPBIX NoKa3aTeab JMM uzmeHuicsa Ha > 50%
% 43,3 50,0 26,6
OTtHomeHne He npumennmo < 0,001
IIAHCOB®
95% AU
IlanMenThl, Y KOTOPBIX Nokazareab JIMM u3mMenuics Ha > 75%9
% 20,8 22,0 7,9
OTHo1eHNEe He npumenumo He npumenumo
IaHCOB
95% AU

KoanyecTBo AHell B TeyeHne Mecsilia, B KOTOPbIe NallMeHThI IPHMEHAIN crieli(puyecKne Npenaparsl
OT OCTPO¥i MUTPeHH®
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Jpenymad Jpenymad nauedo Me:xrpynnoBasi p-3HayeHue?
70 mr 140 mr (n=316) pa3Huna/
(n=312) (n=318) OTHoleHue
MMAHCOB
Cpennee -1,1 -1,6 -0,2 70 mr <0,001
mmeHenne’ (-1,3;-0,9) (-1,8; -1,4) (-0,4; 0,0) -0,9 (-1,2; -0,6)
95% AU 140 Mr
-1,4 (-1,7;-1,1)
IMoka3aTeb 0 JOMeHY yXyaueHus ¢pusndeckoro cocrosiHus meajiasl MPFID
Cpennee -43 -4,8 -2,4 70 mMT < 0,001
mmeHenne’ (-5,0; -3,5) (-5,6; -4,0) (-3,2;-1,6) -1,9 (-3,0; -0,8)
95% AU 140 Mr
-2,4(-3,5;-1,4)
Biausinne Ha moKa3aTeJb 10 IOMeHY MOBCeIHEBHOM akTUBHOCTH mKajasl MPFID
Cpennee -5,5 -5,9 -33 70 mr < 0,001
mmeHenne’ (-6,3; -4,8) (-6,6; -5,1) (-4,1; -2,5) -2,2 (-3,3;-1,2)
95% AU 140 Mr
-2,6 (-3,6; -1,5)
HIT-6
Cpennee -6,7 -6,9 -4,6 70 mr He npumenumo
HU3MEHEHHE (-7,4; -6,0) (-7,6; -6,3) (-5,3; -4,0) -2,1(-3,0;-1,1)
95% AN 140 mr
-2,3 (-3,2;-1,3)
CymmapHslii nokasareas MIDAS
Cpennee -6,7 -7,5 -4,6 70 mr He npumenumo
HM3MEHEHHE -2,1(-3,3;-0,9)
95% AU (-7,6; -5,9) (-8,3; -6,6) (-5,5;-3,8) 140 mr
-2,8 (-4,0; -1,7)
OTBeT N0 10MeHY yxyaueHus ¢pusudeckoro cocrosinus mxajaslt MPFID
%! 39,1 42,5 30,1
OTtHomeHne 70 mMr
[IAHCOB 1,5 (1,1; 2,1)
95% AU 140 mr
1,7 (1,2;2,4)
OTBeT MO BJUSIHMIO HAa NMOKA3aTeJb M0 IOMEHY NMOBCeIHeBHOM akTUBHOCTH mikajasl MPFID
%*F 49,0 50,3 34,5
OTtHomeHne 70 mr
IaHCOB 1,8 (1,3; 2,5)
95% A 140 mr
1,9 (1,4;2,7)

I — nosepurenbubiii uuTepBan; HIT-6 (headache impact test) — nnaexc BiausHUs rosoBHOW Oomnn; MIDAS
(migraine disability assessment) — olleHKa HETPYIOCIIOCOOHOCTH IO NpuunHe MUrpeny; JIMM — konndecTBo aHEH
C MUTpEHbI0 B TeueHue Mecsana; MPFID — nHeBHHK BIMSHHUS MUTPEHH Ha (PU3MYECKYIO aKTHBHOCTh

2 Bce p-3HaueHMs IPEJCTABICHbI B BHJEC HECKOPPEKTHPOBAHHBIX 3HAYCHHMH M TIOCIC KOPPEKIMH Ha
MHOYKECTBEHHOCTb CPaBHEHHH SIBJISIIOTCSI CTATHCTHYECKH 3HAYMMBIMH.

b CpenHekBapaTUIHOE CPE/IHEE U3MEHEHUE HA 4-6 MECSAIBI OTHOCHTENIEHO HCXOHOTO YPOBHS, MEXIPYIIOBAs
pasHHMLA M p-3HAUYCHHWE OCHOBAaHbI HA JMHEHHOW MOJENHM CMEIIaHHBIX 3(Q(EKTOB, B KOTOPYIO BKIIOYECHBI
HCcclleyeMast TpyIia, 3Ha4eHHe Ha UCXOIHOM YpoBHE, (akTopsl cTpatudukammu (peruoH [CeBepHas AMepuka
WIA JApyroil] W IpUMEHEHHE B MPOLUIOM JICKAPCTBEHHBIX IIPenapaToB Uil NPOQUIAKTHKA MHUIPEHU
[mpyMeHsUTMCh, IPUMEHSUTHCh B NIPOLUIOM, NMPUMEHSIOTCS B HACTOSIIEE BPEMs B KayeCTBE COIyTCTBYIOILIHMX
npenaparoB]), IUIAHOBBI BH3UT M B3aUMOJICHCTBUE «HCCIedyeMas TIpyNIa—IUIaHOBEIH BH3UT»; BMCHCHHS
OTCYTCTBYIOIINX JaHHBIX HE ITPOBOIIIIH.

¢ OTHOLICHWE IIAHCOB W p-3HAYCHME JUIs MALMEHTOB C oTBeToM >50% Ha 4-6 Mecslbl OCHOBaHO Ha
cTpatuduuupoBaHHoM Kputepun Koxpana-MboHrena-XaHuens Iocie BMEHEHHsS OTCYTCTBYIOIIUX JaHHBIX,
KOTOpBIE CYMTAIIICH OTCYTCTBUEM OTBETA.

4 AnlocTepHOpHBIii aHANN3; HUKAKO TPOBEPKU TUIIOTE3bI HE MPOBOJIHIIH.

¢ K crienuuyeckimM npenaparaM OT MATPEHH OTHOCSTCS TPHUIITAHbI U TPOM3BOAHBIC SProTaMUHA.
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f Comxenne na >5 cpennero mecsaroro nokazatens Y ®C u [1A mo cpaBHEHHIO ¢ UCXOTHBIM MTOKA3aTEIeM.

VY manueHToB, y KOTOPBIX HE ObUT NOCTUTHYT KIMHUYECKHA OTBET HA OJUH WM HECKOJIBKO
METO0B MPOPMIAKTUIECKOTO JICUCHHUs], pa3HULA cokpameHus JJMM, nabmogaemas MexIy
no3o0# 140 mr u rutane6o, cocraBuna -2,5 (95% JAW: -3,4; -1,7) u mexay mo30i 70 mr u mare6o
-2,0 (95% AU: -2,8; -1,2). Taxxe 1075 NAUEHTOB, Y KOTOPBIX JOCTUTHYTO cokparienue MM
Ha 50% Obuta OombIe MO cpaBHEHUIO ¢ Tpymmoi mianedo (39,7% nnsa 140 mr u 38,6% nns
70 mr, mpu otHomeHuu mancoB 3,1 [95% JAU: 1,7; 5,5] u 2,9 [95% HAU: 1,6; 5,3]
COOTBETCTBEHHO).

DapmakoKkunemuxa

DOpeHyMal XxapaKkTepu3yeTcsi HeTMHEHHOW KMHETUKOHN, 4TO 00YCIIOBICHO €Tr0 CBS3BIBAHHEM C
peuentopom CGRP. Opnako mpu TepameBTUYECKM 3HAYMMBIX J03aX (papMaKOKMHETHKA
speHyMaba mocie MOJKOXKHOTO BBEACHMS Kaxable 4 HEAenu SBISETCS MPEUMYILIECTBEHHO
JIMHEHOM B cBsi3M ¢ HackleHueM CGRP-penentopoB B pe3yiibTaTe CBA3bIBaHUA. Y 3I0POBBIX
J0OPOBOJIBIIEB, KOTOPBHIM MOJIKOKHO (I1/K) BBOAWIM Ipenapar B 1o3e 70 M OJMH pa3 B MECSIII
wii 140 Mr ogMH pa3 B Mecsll, CpeiHee 3HaYeHHEe MaKCUMalbHOM KOHHEHTPAUUHU (Cmax)
COCTaBIISIO COOTBETCTBEHHO 6,1 Mkr/mMi u 15,8 Mkr/mn (cranmaptHoe otkiioHeHue [SD] 2,1
MKT/MII 4,8 MKI/MJT), @ CpelHee 3HaueHHE IUIOMAAM TOJ KPHUBOW ‘‘KOHIICHTpAIHSI-BpPEMS’
(AUClast) — 159 cyr*mkr/mn u 505 cyr*mkr/ma (SD 58 cyr*mkr/mun u 139 cyr*mkr/mn)
COOTBETCTBEHHO.

VY manueHToB, MoJy4aBHIMX Ipernapar B go3e 140 mr n/k kaxaple 4 Helend, MUHUMAabHAs
KOHIIEHTpAIUsi B CHIBOPOTKE KPOBH CO BPEMEHEM YBEIMYMBaJlaCh MEHEe 4eM B 2 pasza u
JIOCTUTAlIa PABHOBECHOTO COCTOSIHUS uepe3 12 Henenb mocie Havasa JIeYeHUs.

Bcacvisanue

VY 310pOBBIX JOOPOBOJIBLIEB B3POCIOTO BO3PACTA, MOIYYaBUIMX OJHOKPATHYIO T/K UHBEKIIHIO
spenymaba B mo3ze 70 mr wim 140 mr, meanana Crax B TUIa3Me€ KPOBU JOCTHTajach depes 4-
6 mHel, a pacueTHas aOCOIIOTHAsT OMOIOCTYITHOCTh cocTaBsuia 82%.

Pacnpeoenenue

[Tocne ogHOKpaTHOTO B/B BBeneHus B o3¢ 140 mr cpennuit o6vem pacnpeneneuus (SD) B
TepMUHaILHOH (aze BriBeneHus (V) coctasisii okoio 3,86 1 (SD = 0,77).

Memabonusm u gvlgedeHue

BriBenenue spenymaba omuceiBaeTcst IByX(pa3HOW kpuBoil. IIpM HU3KHMX KOHIEHTpaIMsix
BBIBE/ICHUE IIPOUCXOAUT MPEUMYIIECTBEHHO 3@ CUET HACHIIIAEMOI'0 CBSI3bIBAHUS C MULIEHBIO
(peuenitopom CGRP), B To Bpemsi kak mpu 0oJjiee BBICOKMX KOHIICHTPAIIUSIX BBIBEICHHE
speHyMaba MPOUCXOIUT MPEUMYIIECTBEHHO 3a CYET HecNelU(PUUecKoro HEeHaChIIaeMOro
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npoTeonu3a. B nepuon BBeAeHUs penapaTa 3peHyMad BbIBOJIUTCS PEUMYIIECTBEHHO 3a CUET
Hecrenu(puIecKoro mporeosn3a ¢ 3QHEeKTUBHBIM TIEPHOIOM TOTyBbIBEACHUS 28 THEH.
DapmakoKuHemuKa y 0coovlx Zpynn nayueHmoe

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

V MaIyeHToB ¢ HapylieHneM (GyHKIUK odek Tsxenoi crenenn (pCK® < 30 mn/mun/1,73 m?)
UCCJIEIOBaHUM He TpoBoaAuiIock. He BbIsBIEHBI pa3nuuus B papMaKOKMHETHKE dpeHyMada y
NAlMEeHTOB C HapylleHHeM (YHKIMM TOYEK JIETKOW WM CpelHEH CTereHeH TSHKeCTH U
NalMeHTaMu C  HOPMAJbHOW  (QyHKIMEW TMMOYeK MO0 JaHHBIM  [OMYJSIIHOHHOTO
(dhapMakOKHMHETHIECKOTO aHanu3a (cM. pazaen «Crocod MPUMEHEHHS U T03b1»).

Tayuenmul ¢ napywenusmu OyHKyuu neyeHu

Kinandeckux uccieoBanmii y MaMeHToB ¢ HapylieHueM (pyHKIIMU TIEYeHU HE TPOBOAMIIOCH.
Openymal, Kak 4YeJIOBEUECKOE MOHOKJIOHAJIBHOE AaHTUTENO, HEe MeTabomu3upyercs
nzodepmentamu cucteMsl uToxpoma P450. BeiBeienue uepes nedeHn He SIBISETCS OCHOBHBIM

croco0oM BhIBeZIeHUs dpeHyMaba (cM. pazaen «Crnocod MpuMEHEHHS U T03bD»).

ITOKA3AHWS K TIPUMEHEHHAIO
[Ipenapar npumensercs sl TPO(UIAKTUKA MUTPEHHU Y B3POCIBIX, KOTOPbIE HUMEIOT IO

KpaitHel Mepe 4 JHA MUTPEHH B TEYEHUE MECSIIA.

ITPOTUBONOKA3ZAHUSI
['unepuyBCTBUTENBHOCT, K JEHCTBYIONMIEMY BEIIECTBY WJIM K JIIOOOMYy M3 KOMITOHEHTOB
npermnapara.

Herckuii Bo3pact 110 18 sieT (onbIT IPUMEHEHU y IE€Te OTCYTCTBYET).

IIPUMEHEHHWE ITPYM BEPEMEHHOCTHU U B IIEPHO/I T'PYTHOI'O BCKAPMJINBAHUSA
bepemennocmo

JlaHHbIE 1O TpPUMEHEHHIO J3peHyMmMaba OepeMEHHBIMH JKEHIIMHAMHU  OTPaHHYCHBI.
HccenenoBanus Ha KUBOTHBIX HE BBISBUIIU NPSAMOW WIM OIOCPENOBAaHHOM pENpONyKTHUBHOU
TOKCHYHOCTH 3peHyMaba. B kauecTBe Mepbl MPeI0CTOPOKHOCTH MPEIIOYTUTENBHO N30eraTh
npuMeHeHus npenaparta MpuHaKe Bo BpeMst 0epeMEHHOCTH.

Ilepuoo epyonoco eckapmauars

HewusBecTHO, MpOHUKAET M 3peHyMal B TpyJHOE MOJIOKO yesioBeka. VIMEIoTcs TaHHBIE O TOM,
yT0 IgG nIpoHUKAEeT B IpyTHOE MOJIOKO B TEUEHHUE MEPBBIX HECKOJIBKUX JTHEH 11OCIIE POKACHUS

pebenka, 3arem koHueHTpamus IgG cHmkaeTcs 10 HM3KMX 3HaueHuWid. ClieoBaTeNbHO, B
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TEYEHHUE MEPBBIX HECKOJbKUX JAHEH MOCIE POXKICHUS HEb3sl UCKIIOUUTh PUCK Ul peOeHKa,
HaxXOIALIErocs Ha rpyIHOM BCKapMJIMBAHHH.
B TedyeHue nanpHEMIIEro NEepUONa KOPMIICHHs TPYyAbK0 IPUMEHEHHE IIpernapara ClIeayer

paccMaTpuBaTh UCKIIFOUYUTCIIBHO C TOYKHU 3PCHUA KJIMHUYECKOH HGOGXOI[I/IMOCTI/I.

Cnocobs NIPUMEHEHMS 1 10361

JledyeHue NOKHO HAUMHATBCS BpayaMy, UMEIOIMMU OIBIT IUarHOCTUKHU U JICYEHUS] MUTPEHH.
[IpenapaT noka3aH nanueHTam, KOTOpPbIE UMEIOT 110 KpaliHel Mepe 4 IHsS MUTPEHU B TEUEHUE
Mecslla B Hayajle IPUMEHEHUs S)peHyMaoa.

Pexomennyemas no3za — 70 mr 1 pa3 B 4 Hegenu. Y HEKOTOPBIX MAIMEHTOB KIMHUYECKUU
3P PEKT MOKET TOCTUTATHCS TpU puMeHeHuu 10361 140 mr 1 pa3 B 4 Henenu.

Knunnueckue uccienoBaHus MOKa3aid, 4TO Y OOJBIIMHCTBA MAI[MEHTOB, OTBEUYAIONIMX Ha
Tepanuio, 3PQPeKT HacTymaeT B TedeHue 3 mecsueB. Cienyer pacCMOTPETb BO3MOXKHOCTb
IIPEKPALECHUS JICYCHU Y TALIMEHTOB, Yy KOTOPBIX HE MIOJYy4Y€H OTBET MOCIIE 3 MECALIEB TEPAIUH.
Pexomentyercst perysisipHO OLIEHHUBATh HEOOXOAUMOCTh MPOIOJIKECHUS JICUCHUSI.

[Ipu npomycke ouepeHON 103bI PEKOMEHIYETCsl BO30OHOBHTD JIEYEHHE KaK MOYKHO paHbIIIE.
B nanbHelimem npenapat npuMeHsieTcs 1 pa3 B 4 Helleny, HAUUHAs ¢ MOCIEIHEN MOJIy4YEHHOU
JIO3BI.

[Ipenapar UpuHiKC ciaenyer BBOAUTH MOAKOKHO (T1/K).

[Ipenapar WMpuHdkC npeaHasHauye€H Uil CaMOCTOSITENBHOIO BBEIEHHUS  IALMEHTOM,
IPOILEAIINM COOTBETCTBYIOIIEE O0YUEHHUE.

BBeneHue 10KHO OCYIECTBIIATHCS JIUIIOM, 00Oy4E€HHBIM TEXHUKE BBEJICHUS ITpenapara.
[Ipenapar MOXHO BBOJUTH B KHBOT, O€APO WM BO BHEIIHIOW 00JacTh miieda (MHBEKIHIO B
PYKY CIIEy€T UCIIOJIb30BATh TOJIBKO B TOM CIIy4ae, €CJIM MHBEKLUIO IPOBOJUT HE MAILMEHT, a
Jpyroi uenoBek). Mecta MHbEKLUH ClIeAyeT MEHATh U He CIIEeyeT AeaTh MHBEKIUH B 001aCTH
YyBCTBUTEIBbHOU, KPACHOM, YIUIOTHEHHON KOKW WJIA T€EMATOM.

Jlna BBenenus 103el 140 Mr cieayeT NpoBECTH ABE MTOCIEA0BATEIbHBIE IOJKOKHBIE UHBEKIIUN
npenapata Mpuniske no 70 Mr kaxaas Uiv OJHY NOAKOKHYI0 UHBEKIMIO penapara MpuHike
140 wmr.

[TonpoOHble yka3zaHHs [0 XpaHEHHIO IMpernapara, OOpalleHUI0 C HUM U TEXHHUKE BBEICHMS

IPUBENICHBI B pasaene «Vkaszanus no npumenenuro npenapama Upunsxey.

Ocoovle epynnbl nayuenmoes

llpumenenue y nayuenmos 6 eospacme 65 nem u cmapuie

10/32



NPIvi-2 approved on 24/10-2023
Includes CDS v2.8 from 23-March-2022 (related to Amgen CDS version 12, dated 10-Feb-2022),
excluding CDS v 2.7 21-Oct-2022 (related to Amgen CDS v11, dated 29-Sep-2021)

[Ipenapar MpuHIKC HE M3ydalics y MOXKUIIBIX TaleHToB. Koppekiuu 10361 He TpeOyeTcsl.
lloueunas nedocmamounocms/ neuenouHas HedoCMamoyHOCMb
VY NanueHToB € MOYEYHOM HEIOCTATOYHOCTBIO JIETKOM M CPEIHEN CTENEHH TSKECTH WIIU

MIEYCHOYHON HEIOCTATOYHOCTHIO KOPPEKIIMU JI03bI HE TpeOyeTcs.

ITOBOYHOE JENICTBUE

Kpamxkuii 0630p npogpuna 6ezonacnocmu

B o0mieii croskHOCTH B XOZ€ pErHCTPAIIMOHHBIX HCCIISIOBAHUM dpeHyMabd npuMeHsics Oonee
gyemM y 2500 mamumentoB (6omee 2600 mammenrto-ner). M3 Hux Oomee 1300 mamueHTOB
MIPUMEHSIJIN TIpernapar He MeHee 12 Mecsues.

Coobmanocs 0 HexenarenbHbIX peakuusax it 70 mr u 140 Mr: peakuu B MECTE€ BBEJICHHS
(5,6 %/4,5 %), 3amop (1,3 %/3,2 %), meimeunsie cnazmel (0,1 %/2,0 %) u 3yn (0,7 %/1,8 %).
BonpmmHCTBO peaknmii OBUIM JIETKOW WM CpPelIHEeW cTeneHu Tsokecth. Menee dem 2 %

ManUEHTOB MPEKPATUIIU YYaCTUEC B OTUX UCCIICAOBAHUAX U3-3a HEKECIATCIbHBIX SIBIICHUH.

Ilepeuens nexncenamenvnuvix peaxkyuit (HP) ¢ maoauunom gpopmame

Bce HP, 3aperucrpupoBaHHBIE y MalMEHTOB, MOJYyYaBUIMX 3peHYyMad B 12-HenenbHbIH
1a11€00-KOHTPOJIUPYEMBbI  TIEPUOJ KIMHUYECKUX HCCIEAOBaHUN, a TakXke B MEpUOJ
MOCTPETUCTPALIMOHHOTO NMPUMEHEHHsI Tpenapara npuBeaeHbl B Tabnune 3. BHyTpu kaxmaoro
CHUCTEMHO-OpraHHoro kiacca HP mpencraBiieHbl MO KaTeropusiM 4acTOThl BCTPEUAEMOCTH,
npryYeM CHadaja yKa3aHbl HauOoJliee YacThle peakiuu. BHYTpU KaKIoW KaTeropuu 4acTOTHI
HP nipencraBiieHbl B NOPSIKE YMEHBIIIEHUS CTENIEHH UX cepbe3HocTU. Kpome Toro, i1 Kax 101
HP npuBenena cooTBETCTBYIOIIAs €1 KATETOPUsI YACTOThI B COOTBETCTBUU CO CIEAYIOIIMMHU
0003HaYCHHUAMU: O4eHb yacTo (> 1/10); wacto (> 1/100, < 1/10); Hewacto (> 1/1000, < 1/100);
peako (> 1/10 000, < 1/1000); ouens penako (< 1/10 000).

Taoauna 3. HP, Bo3HukaBmme Ha ¢goHe NpUMEHEHU 3peHymada

CucreMHO-OpraHHbIi
Kareropust yacTorsl

KJ1ace HP
Hapymenust co cropons! | Peakuuu Yacto
MMMYHHOU CHUCTEMBI TUIIEPYyBCTBUTEIBHOCTH®,

BKJIIOUast aHaduIakcuro,

AQHTMOHEBPOTHYECKUM OTEK,
CBIIIb, MPHUITYXJIOCTH/OTEK H

KpanuBHUILLY
Hapymenust co croposs! | 3anop Yacto
eIy JOYHO-KHUILIEYHOT O S13BeHHBIE nopaxxeHus | acrora He U3BECTHA
TpakTa nonocTu pra’

11/32



NPIvi-2 approved on 24/10-2023
Includes CDS v2.8 from 23-March-2022 (related to Amgen CDS version 12, dated 10-Feb-2022),
excluding CDS v 2.7 21-Oct-2022 (related to Amgen CDS vi1, dated 29-Sep-2021)

¢ Yacro

YacroTra He U3BECTHA

Hapymenust co croponsl | 3ya
KOXHU u MOJKOXKHBIX | AJlonernus, ChIITb

d

TKaHeu

Hapymienust co cTopoHsl | MblleyHbIl CclIasm Yacto
KOCTHO-MBIIIEYHON

CUCTEMBI u

COCTUHUTEILHON TKaHU
Oo6mme paccrpoiictBa u | Peakuuu B mecte BBeneHus” | Yacto
HapyleHHsT B MeECTe

BBCIACHUA
CwM. paznen «Onucanue OTAEIbHBIX HEXKENATEIbHBIX PEAKIIUM.
TepmuH «SI3BeHHBIC MOPAXEHUS MOJOCTH PTa» BKIIOYAET TAKHUE IPEIIOYTHTENbHBIC TEPMHUHBI, KaK
CTOMATHT, S3BbI BO PTY, 00pa3oBaHHe Iy3bIpell Ha CIM3UCTOM 000JI0UKe pTa.
¢ TepMuH «3yA» BKIIOYAET TaKWE NPEANOYTUTEIbHBIC TEPMHHBI, KaK I'€HEPAIN30BAaHHBIA 3yl, 3yA H
3yZsI11ast ChIMb.
d TepMHH «CBIIBY» BKIIOYAET TAKWE MPEANOYTUTECIBHBIE TEPMHUHBL, KaK TIaMyJe3Has ChIIb,
9Kc(ONMaTUBHAS ChIIIb, 3PUTEMATO3HAS ChIITb, KPATUBHHMIIA, BOJIBIPb.

b

Onucanue omoenpHbIX HedceaameabHbIX PeaKyuil

Peaxyuu ¢ mecme 66edenust

B o0bemnHeHHOM aHanmm3e 12-HeneapHOoro mianedo-KOHTPOINPYEMOTo MEPHo1a KIIMHUYECKUX
UCCJICTIOBAHHI PEAKIIUU B MECTE BBEICHUS OBLIH JIETKHE U MPOXOASIINE. Y OJHOTO MaIeHTa,
MOJTy4MBIIEro 3peHyMad B o3e 70 mr, nmpenapat ObUT OTMEHEH B CBSI3U C Pa3BUTHEM CHINU B
MecTe BBeleHHs. Hambonee yacThiMHM peaklusMH B MECTe BBEJCHHUS ObLIM OOJb B MecTe
BBEJICHUS, JPUTEMa B MECTE BBEICHHS U 3y] B MecTe BBeAcHHs. Kak mpaBuio, 00ib B MecTe
WHBEKINH MPOXOJUT B TeUeHHUE | yaca mociie MHbEKIUH.

Koorcnvle peaxyuu u peaxyuu eunepuy8cmeumenbHoCmu

B  oObenunenHoM aHamuse  12-HemenpbHOro  IUIAe00-KOHTPOJIUPYEMOTO  TEpHOJa
WCCIICIOBAaHU HAONIONAINCh HECEepPhE3HbIE CIy4yaW ChIMHU, 3yJa M MPHUIIYXJIOCTH/OTEKa,
KOTOpBIC B OOJBIIMHCTBE CITy4acB ObUIH JIETKUMH U HE TIPUBEIH K TMPEKPAIICHUIO JICUCHHUS.
3anop

B  oOvenunenHoM aHanmuse  12-HemenmpHOro  IUIAe00-KOHTPOJIUPYEMOTO  TEpHOJa
3aperucTpupoBaHo 28 coobmieHuid o ciaydasx 3anopa cpenu 1400 manmueHToB, MOTy4YaBITUX
npernapar Mpundske. Bee HexenaTenbHbIE SBICHUS OBLUTH JIETKUMU WJIH YMEPEHHBIMH I10
CTENEHHU TSKECTU. B OONBIIMHCTBE TAKUX 3TUX cy4yaeB (23) CUMITOMBI MOSIBUJINCH B TEUEHUE
OJIHOTO MecsiIa MOcJIe MEePBOro BBEACHUS MIpernapaTa, OJHaKO, Y HEKOTOPBIX MMallMEHTOB 3a10p
HaOroascs no3aHee Ha (poHe MpoaoDKeHHs Tepanuu. B OonpmmHcTBe citydaeB (18) 3amop
paspeiuics B TeUeHUE TpeX MecsleB. Bee manueHTsl, 3a MCKIIIOUEHHEM OHOTO0, MPOA0KIIN
JIeYeHue.

HMMyHOZ@HHOCWlb
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B kiMHHYecKuX HCCIeIOBaHUSAX MPOPUIAKTHUECKOTO JICUYECHUS MUTPEHH Ha MPOTSHKEHUU
JBOMHOM cIenoi ¢a3bl HCCIeOBaHUS YacTOTa O0pa3oBaHUsS aHTUTEI K SpeHymaldy y
NaIMeHTOB, MOTy4aBIINX 3peHymMad B no3e 70 mr coctaBuia 6,3% (56/884) (y 3 mauneHTOB
HeHTpanu3yromas akTUBHOCTh oOmpenaersiach in vitro) u 2,6% (13/504) y mnamueHros,
noyy4yaBimux dpeHymad B go3e 140 wmr (in vitro HeEWTpanu3yromias aKTUBHOCTh HE
ornpezensigach HU y ogHoro namuenta). O0pa3zoBaHue aHTUTEN K SpeHyMaly He BIMSIIO Ha €ro
3¢ (HEeKTUBHOCTH WIIM OE30MACHOCTbD.
Ilocmpezucmpayuonnsle dannvle
Hapywenus co cmopoHnvl uMMyHHOU cucmembl
B mocTpeructpaiiuoHHOM TEpUOAE OTMEYEHbl PEaKIMHU TUIEPYYBCTBUTEIBLHOCTH, BKIIIOYAs
CBIlIb, AHTMOHEBPOTUYECKHI OTEK M aHapWIaKTOMIHBIE peakiuu (cMm. pasznen «OcoOble
YKa3aHUSD»).
Hapywenus co cmoponbl siceny00uHo-KumeuHo2o mpaxkma
e 3aperucTpupoBaHbl  CIyyad 3amopa C  CEpPbE3HBIMH  OCIIOKHEHHUSIMH B
MOCTPETUCTPALIMOHHOM IPUMEHEHUU. B OONBUIMHCTBE ATUX CllydyaeB HEeXelaTelbHbIe
SBJICHUS Ha0JII01aJIMCh TIOCTIe BBEACHUS IEpBOM 103bI penaparta puHaKc, 0JHaKO OHU
MOTJIM BO3HHMKATh U MO3Hee Ha (poHE MPOJ0IKEeHHs Tepanuu. MHOTrHe ciiy4au 3anopa
C CEepbE3HBIMHU OCIIOKHEHHUSIMU OBUIM 3apPETHCTPUPOBAHBI y MAIIEHTOB ¢ HAJMYHEM B
aHaMHe3€ »JMHU30/0B 3alopa, WM MOJIYYaBIIMX COIYTCTBYIOIIYIO TEPAIUIo
JICKapCTBEHHBIMU IpenapaTaMy, YMEHbIIAIOIUMU MOTOPUKY KEIYyA0YHO-KUIIEYHOTO
TpakTa. B OTAECTBHBIX TSHKENBIX CIIydasx MOTpeOoBasIach rOCIUTAIN3AIHS.
e OrMeyaluCh S3BBI MOJIOCTU PTa (HApUMEp, CTOMATUTHI, M3BS3BICHUE CIU3UCTOM
000JI0YKH MOJIOCTH PTa, 00pa30BaHueE MMy3bIpeil Ha CIM3UCTON 000JI0UKE MOJIOCTH PTa).
Hapywenus co cmopoHul Kodcu u NOOKOHCHbIX MKaHeu
AJnorenus, KOXHas ChIllb (HampuMmep, Namyje3Has Chbillb, 3KCHOJUATUBHAS CHIIb,
SpUTEMATO3HAs ChIb, KPAITMBHHIIA, 00Opa30BaHUE BOJIIBIPEH ).
Hapywenus co cmoponwl cocyoog
ApTtepuanbHasi THIEPTEH3HSL.
Ecnu nobvie uz ykaszanuvix 6 uncmpykyuu nodoouHvlx s¢gexmos ycyeyoaaomes, uiu Boi
3amemunu 0dvle opyaue nobounsle Ighgdexkmol, He YKA3aHHblEe 8 UHCMPYKYUU, COoOuwume 00

IMoOM epauy.

ITEPEOO3UPOBKA
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B ximHMYECKUX HCCIeAOBaHUSAX HE ObUIO BBISIBICHO CIIy4YaeB NMEPEIO3MPOBKH 3peHyMada y
YyenoBeKa. B KIIMHMYECKUX MCCIENOBaHUAX dPEHYMa0d MPUMEHSUTH T/K B go3ax a0 280 mr 6e3
KaKuX-Tu00 TPU3HAKOB J0300TPAHHYMBAIONICH TOKCHYHOCTH. B ciydyae mepemno3upoBKu
cnez[yeT HpOBOI[I/ITI: HO,Z[I[ep)KI/IBaIOH_IyIO n CHMHTOM&TH‘-I@CKyIO Tepanmo 110 Mepe

HEOOXOIMMOCTH.

B3AMMO/JIEICTBUE C IPYTUMHU JEKAPCTBEHHBIMU IPENNAPATAMU

B otkpeiToM wuccnenoBaHuu  (papMaKOKMHETHYECKOTO JIEKAPCTBEHHOTO B3aWMOICHCTBUS
speHyMaba ¥ KOMOWHHUPOBAHHBIX IEPOPATbHBIX KOHTPALENTHBOB Y 3J0POBBIX >KEHIIMH
speHymMab (OAHOKpaTHas T/K WHBEKIUA B go03e¢ 140 mr) He BIusan Ha (HapMaKOKHHETHUKY
KOM6I/IHI/IpOBaHHBIX NEpOpaJbHBIX KOHTPALCITUBOB, COACPKAIIUX ISTUHUIBCTPAAHUOT U
HOprecTuMar.

B panaoMu3upoBaHHOM JBOMHOM CJENOM IUIale00-KOHTPOIUPYEMOM HCCIIEIOBAaHUHN Y
3I0POBBIX JTOOPOBOJIBIICB dpeHymMad (OIHOKpaTHOE B/B BBeaeHHWe B 1o3e 140 mr),
HpHMeHHeMBIﬁ OOHOBPEMCHHO C€ CyMaTpulITaHOM, HHKAK HC BJIMAJI Ha IIOKa3aTCJIn
APTCPHUATIBHOI'O JaBJICHHUA B ITOKOC IO CPABHCHHUIO C CYMATPUIITAHOM B KAYCCTBC MOHOTCPAITUH.
OpeHyMalb He OKa3bIBajl BIUSHUS Ha (PapMaKOKUHETHKY CyMaTpUIITaHa.

DOpenymab He MeTabonu3upyercs uzodepmentamu muroxpoma P450; takke MaaoBEpOSTHO,
YTO OH MOKCT BLBI3bIBATH 3aMCTHBIC HU3MCHCHHA KOHLUCHTpAUHUU IIPOBOCHAIINTCIBHBIX
IUTOKUHOB, KOTOPBLIC CHOCO6HBI BJIUATH Ha SKCIPECCUIO WIIM AKTUBHOCTH I/I30(1)epM€HTOB
nuroxpoma P450. Ilo 3Toli mpuynHE JIEKapCTBEHHBIE B3aUMOJICUCTBUS MIPU OJIHOBPEMEHHOM
NPUMEHEHUH TMpenaparoB, KOTOpble SBISIOTCA cyOcTpaTamMH, HWHAYKTOpAaMU WU
UHTUOUTOpamMu n30(hepMeHTOB IuTOXpoMa P450, mpeacTaBisioTcs MalOBEpOSITHBIMU.
Brusanue na pesynrbmamol 1a00pamopHuix u OUASHOCMUYECKUX UCCAeO008AHUU

Bnusinue spenymaba Ha pe3ynbTaThl Ja00paTOPHBIX W/WIM TUATHOCTHUECKUX HCCIEI0BaHUN

HE U3Yy4aJIoCh.

OCOBBIE YKA3ZAHUSA

Peaxyuu cunepuyscmseumenvrocmu

B mnocTmMapkeTHHroBOM OMbITE MpUMEHEHMs mpenapara HMpuHAKkC coolmanoch O Takux
CEPbE3HBIX HEXKENATENbHBIX PEAKUUAX TMIICPYYyBCTBUTEIBHOCTH, KaK KOXKHAs CBbIIb,
AQHTMOHEBPOTUYECKUN OTEK M aHA(WIAKTOMIHBIC PEaKMi. JTH PEaKIUd MOTYT BO3HUKATh B
TEUYEHUE HECKOJBKUX MHUHYT, XOTSI HEKOTOpble M3 HUX MOTYT BO3HMKATh Oojiee ueM uepes

HEACIO IIOCJIIC JICUCHMUA. HpI/I BO3HHUKHOBCHHWHN CCPBLE3HBIX MM TSXKCIBIX peaKuHﬁ
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TUIEPYYBCTBUTEILHOCTH NMPUMEHEHHE mpernaparta VpuHAIKC cienyeT nmpekpaTUTh U HadaThb
COOTBETCTBYIOIIYIO Tepanuio (cM. paznen «[IpoTuBomnokazanus»).

Tlayuenmul ¢ cunepyyscmeumenbHOCMbIO K 1AMeKcy

CheMHas KphIIIKa IPeIBAPUTEIHLHO 3aMI0JIHEHHOTO IIMPUIIA U ABTOMHXXEKTOPa (IITTPHUII-PYUKH)
COAECPXKUT CyXOW HaATypaJbHBIM Kay4dyKOBBIA JIATEKC, KOTOPBI MOKET BbI3bIBATh
aJJIepru4eckKue peakluu y JUL, YyBCTBUTEIIbHBIX K JIATEKCY.

3anop

3amop sBiISETCS 4YacThIM NMOOOYHBIM 3((eKToM Mpu NpUMEHEHHH mnpenapara MpuHiKC u
0OBIYHO XapaKTepU3yeTCs JIETKOM WIN yMEPEHHOW MHTEHCUBHOCTHIO. B O0/bIIMHCTBE clyyaeB
0 TMOSBJIEHUH 3aII0POB COOOIIANIOCH Cpasy Mociie MPUMEHEHHS IEPBOM 103bI TpenapaTa, OJHAKO
MAIMEHTHI MCIIBITHIBAIN 3aII0p U MO3KE B TEUEHUE Kypca JieueHus. B OONbIINHCTBE clydacB
3amop paspemancs B Te4eHHe Tpex MecdaueB. IIpu mocrperncrpaliliOHHOM NPUMEHEHUH
speHyMaba OTMEYalUCh 3alopbl, COMPOBOXKAAIOIINECS CEPhE3HBIMH OCIOXKHEHUSIMU. B
HEKOTOPBIX Cllydasx TpeOoBajlach TOCHUTAIM3alUs, B TOM 4YHCIE€ O0OYCIOBIECHHAs
HEOO0XOIMMOCTBIO XUPYPTrU4eCKOTr0 BMEIIATEIbCTBA.

3anop B aHaMHe3€¢ WU OJHOBPEMEHHBIM MpPHUEM MpPenaparoB, CBSI3aHHBIX CO CHUXKEHHOM
NEPUCTATBTUKON KEITyAOYHO-KUIIEYHOTO TpPaKTa, MOXET NMPUBECTH K YBEIUYCHHUIO pPHUCKa
pa3BuTHs 0Oojee TSDKETBbIX 3alopoB M OCIOKHEHUH, CBA3aHHBIX C 3amopamu. Cremnyer
NpeIynpeuTh MAIMEHTOB 00 OMACHOCTH PAa3BUTHUS TSIKENBIX 3allOPOB U PEKOMEHIIOBATh
o0paTHThCs K Bpady, B TOM clIydae, €CJIH 3arop He MPOXOIuT WK ycunuBaercs. [Ipu pa3sutuun
TSDKEJIBIX 3alI0POB MAllMeHTaM CJIeyeT HEMEIJIEHHO 0OpaTUThCS 32 METUIIMHCKOM MOMOIIBIO.
Jleuenue 3amopa clieqyeT HayaThb HE3aMEUIUTENbHO, YUWUTHIBAs HAIMYUE MEAUIIMHCKUX
nokazanuid. [Ipu pa3BUTHM TSHKENBIX 3alOPOB HEOOXOIUMO TMPEKPATUTh MPUMEHEHUE
npenapara.

Cepoeurno-cocyoucmole 3ab01e6aHUs

[TarueHTBl ¢ HEKOTOPHIMH OCHOBHBIMH CEPJIEYHO-COCYAUCTHIMH 3a00JIeBaHUSIMU ObLIN
UCKITIOYCHBI U3 KIIMHUYECKUX MCCIEAOBAHUMN, B CBA3H C YeM JaHHBIC MO 0€30MaCHOCTH Y ATHX
HAIMEHTOB OTCYTCTBYIOT.

Apmepuanvrasn cunepmen3us

Coo0manoch 0 pa3BUTHH apTEPUATBHOM THUNEPTEH3WHW W YTSDKEICHUU YK€ HMEIOIICHCs
apTepuaIbHON TUIIEPTEH3UHU MOCIe MPUMEHEHU npenapara MpuHikc. Y MHOTUX MalMeHTOB
y’K€ UMeJach apTepuaibHAst TUIIEPTCH3US WK (aKTOPhI pPUCKA PA3BUTHS ATOTO 3a00ICBaHMS.

B HCKOTOPBIX CIIy4dasax Tpe6013anac1> MCIUKAMCHTO3HAad TCpaIllusd U JaKC roCriuTaIn3alus.
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[Tpu nmpumenenun mnpenapata MpuHskce cienyer HaOM0IaTh 32 COCTOSHHMEM IMallMEHTOB Ha
OpeIMeT pa3BUTHS apTepUajbHOW THUIEPTEH3WH WIM YTSDKEICHHs YKe HMeroleics
apTepUaJIbHON TUIIEPTEH3UU. B COOTBETCTBYIOIMX Ciy4asX, €CJIM HE yJIaloCh yCTaHOBUTH
IbTEPHATUBHYIO JTHOJIOTMIO OCJIOKHEHUH, CIEAYeT pacCMOTpPETb OTMEHY Ipenapara
Npunske.

DepmunbHocmo

JlaHHBIX TIO BIMSHUIO 3peHymMalda Ha pPEmpoAyKTHBHYIO (yHKOHMIO denoBeka HeT. [lpu
CHCTEMHBIX S3KCIO3UIMAX 3peHyMada y TOJ0BO3peibIX 00e3bsiH, A0 283 wmmm 123 pas
MIPEBBIMIAOIIMX dKCIO3uNuio (oneHnBaemyro mo AUC juisi CBIBOPOTKH KPOBH) y YEJIOBEKa,
JIOCTUTAEMYIO B clly4yae MMPUMEHEHHUsI TpenapaTa B KianHudeckor no3e 70 mr unu 140 mr 1 pas
B MecCsl, HUKAKUX HEXEJIaTeNbHBIX JEHCTBUM B OTHOIIEHUH CYppPOTAaTHBIX MapKepoB
depTunpHOCTH  (MATOJIOTOAHATOMUYECKUX  WJIM  THCTONATOJOTHMYECKHX  M3MEHEHUI

PEeNpPOIYKTHBHBIX OPTraHOB) HE HAOJI01a7I0Ch.

BJAMSIHUE HA CHOCOBHOCTbH VYIIPABJISITh TPAHCIIOPTHBIMU CPEJICTBAMHU H/WUJIN
MEXAHU3MAMU
[Ipenapar VpuHAKC He OKa3bIBa€T 3HAUUTENBHOIO BIIMSHHUS Ha CIIOCOOHOCTH YIPAaBISATh

TPAHCTIOPTHBIMU CPEACTBAMH /UM MEXAHU3MAMHU.

®OPMA BbINYCKA

PactBop mns nmoakoxHOTo BBeAeHUs, 140 mr/mit.

Ilepsuunas ynaxoexa

[TIo 1 ma B mpeaBapuUTeIbHO 3alOIHEHHBIN LINPUI U3 CTEKJIA | TMAPOIUTHYECKOrO Kiacca ¢
UIJION U3 HEPXKABEIOILEH CTAIU U KOJIIA4YKOM MIJIbl U3 PE3UHBI, COACPIKALIEH JIATEKC,

WIIH

no | M1 B penBapUTENBHO 3alOMHEHHBIN MINPUILl U3 CTEKJIa [ THaponuTHYecKkoro Kiacca ¢
UIJIOM U3 HEPXKABEIOIIECH CTalM M KOJIIAYKOM HIVIBI U3 PE3UHBI, COAEPIKAIICH JIaTeKC, B
ABTOMHKEKTOPE (IIMPHUI-PYUKE).

Bmopuunaa  ynaxkoexka: OIMH  TPEIBAPUTEIBLHO  3alOJHEHHBIM  IIIPUL HWIX  OOHY
IIPEIBAPUTEIIBHO 3allOJIHEHHYIO IINPUI-PYYKY BMECTE C MHCTPYKLHUEH MO MEIUIUHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara INOMEIAlT B IMAa4yKy KapTOHHYIO C KOHTPOJIEM

TMEPBOro BCKPBITUA.

YcaoBusi XPAHEHUS
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ITpu Temnepatype ot 2 go 8 °C. He 3aMopaxuBars.
XpaHUTb MPeIBAPUTENILHO 3aM0THEHHbBIE IIIPULIBY/ IPUI-PYYKHA B OPUTUHAIBHON KapTOHHON
HaykKe MJjid 3alluThl OT BO3I[€I>1CTBH§I CB€Ta.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTE.

CPOK TOJHOCTH
3 roxa.

He MNPUMCHATH IMOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YCa0BuUsA OTITIYCKA

OTnyckaroT Mo pelenty.

BJIAJEJEI PETUCTPAIITMOHHOI'O YJIOCTOBEPEHUS
Hosaptuc OBepcus MuBectmentce Al', JIuxtmrpacce 35, 4056 bazens, IlIBelinapus / Novartis

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

ITPON3BOIUTEID

IIpou3BoaACTBO rOTOBOII JIeKAPCTBEHHOM () OPMBI, IEPBUYHAS YIIAKOBKA

«AMmxeHn Maubtogakuypunr Jlumureny, Poyn 31, Km 24.6, Ixaunkoc, [Tyspro-Puxo 00777,
CIIIA / Amgen Manufacturing Limited, Road 31, Km. 24.6, Juncos, PR, 00777, USA
BropuyHnasi (moTpeduTe/IbCKAs) YIIAKOBKA, BHINYCKAIOLINI KOHTPOJIb KayecTBa

«c.a. Ankon-Kyspep H.B.», Peiikcer 14, 2870 Ilyypc, bensrust / s.a. Alcon-Couvreur n.v.,
Rijksweg 14, Puurs, 2870, Belgium (mpeaBapuTenbHO 3ar10JIHEHHbBIE IITPHUIIBI)

«Canpnoz I'm6X», buoxemumrpacce 10, 6336 Jlanrkamnden, ABctpus / Sandoz GmbH,

Biochemiestrasse 10, 6336 Langkampfen, Austria (mpeaBapuTenbHO 3alOJHEHHBIE IITPHUII-

PYYKH)

OPIrAHU3ALIUSL, IPUHUMAIOIIAS IPETEH3UU NOTPEBUTEJIEN:
00O «HoBaptuc ®apmar»

125315, r. MockBa, Jlenunrpaackuii mpocnekrt, 1. 70

Tten. (495)967 1270

dakc (495) 967 12 68

www.novartis.ru
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YKA3AHMSA 110 IPUMEHEHMIO ITPENTAPATA UPUH3KC
Hucmpyxkyua no npumenenuto npenapama Upunike, pacmeop 0711 n0OOKOIHCHO20 66€0eHUS

140 m2/mn, ¢ npedsapumenvHo 3anOAHEHHOM WIRPUYE

OnHOpa30BbIN MPEeABAPUTEIHLHO 3aIOJIHEHHBIN IIITPUIL

Jo npuMeHeHus ITocne npuMeHeHusn
MopleHb
MopLieHb =2

Ynop ansa nanbues

rﬂ Y

= A

g= OTukeTKa Wwnpwuua (c
JaTtoh  OKOH4YaHuA

Ynop ons nanbues

CpokKa rogHocTn)

ATukeTKa Wnpuua (c ﬁ | E E LunuHap wnpuua

0aTol  OKOH4YaHuS R
cpoka roaHocTn)

Unnuuap wnpuua

Wrna

PacTteop —
Cepblil KONNayoK HageT Cepbiit Konna4ok CHAT
(vrna BHyTpWM)

Ba:xuno! BuyTpu Haxonurcs urina.

Baxno

Ilepen npumenenuem mnpenapara MpuHike (mpeaBapuTe/JbHO 3aNO0JHEHHBIN IIMPHIN)
03HAKOMbTECH € BAKHOW MHpopMaLHe:

XpaHeHnue

XpaHuTe npenapar B HEIOCTYITHOM U HEBUJIHOM JUISl IETEU MECTe.

XpaHuTe TMpenapar B OPUTMHAJIBLHOW KapTOHHOM MMadke [JIs 3alluThl OT CBeTa WU
(bU3NIECKUX TTOBPEKICHUI.

XpaHuTe npenapar B XOJOAMIbHUKE ITpHU Temmeparype 2—8°C.
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BHe xonoaunbHMKa JUIMTENBHOCTh XpaHEHUs IIpenaparta Npu KOMHATHOM Temiieparype (10
25°C) He ToJDKHA MPEBHIIATh 7 THEH.

He yOupaiite npemnapat o0paTHO B XOJIOAMIBHHK, ITOCIIE TOTO KaK OH OBLI U3 HErO M3BJICYCH.
He npumensiiite npenapaT, €Clid OH XpaHWICA NMPU KOMHaTHOHM Temmeparype (1o 25°C) B
Teuenue Oosee 7 ITHEN.

[Ipenapar ciexyer yTUIN3UpOBATh B CIIydae €ro XpaHeHus NpH 0osiee BBICOKON TeMIepaType
6o Oonee 7 THEH.

He noxsepraiite npenapar BO3AECHCTBUIO SKCTPEMAIIBHO HU3KUX MIIM BBICOKMX TEMIIEpaTyp.
Hamnpumep, n3beraiite XxpaneHus rpenapara B MalinHe.

He 3amopaxxusaiire.

IIpumenenne

He nerraiitecs BBOauTh npenapar MpuHOKC 10 TOro, Kak Jjedalluii Bpad WIA MeEAcecTpa
He 00y4ar Bac TexHHKe BBEJIeHUs IIpernapara.

He npumensiite npenapar nocie UCTEYEHUs CPOKa TOAHOCTH, YKa3aHHOIO Ha YIIAKOBKE.

He BcTpsixuBaiTe MINPHIL.

He caumaiite cepblif KOJIMA4OK CO LIMPHIIA JI0 TEX MOp, MOKa He Oy1eTe TOTOBBI K BBEJCHUIO
mpernapara.

He 3amopakuBaiiTe mpenapar 1 He MPUMEHSNUTE TTpenapar, eCiu OH ObLT 3aMOPOKEH.

He ucnionp3yiite mnpuii, €ciiv OH Naaajl Ha TBEPAYIO IOBEPXHOCTh, TaK KAaK 4acTh LINPULIA
MOKET OBITh MOBPEXkKACHA, Jake ecau Bbl He BUIUTE KaKUX-THOO MOBpexIeHH. B aTom
Cllyyae BO3bMHUTE HOBBIN IUIPUIL U COOOIIUTE 00 ITOM JieHalleMy Bpady.

B cepoM Kkonmauke WIVIBI COACPKUTCS HATyPAIBHBIM JIATEKC, YTO MOXKET BBI3BATH
aJUIePTUYECKUE PEaKuy y JIUI], UMEIOIIUX aJUIEPTUUeCcKyIo peakuuio Ha natekc. Coobuiure
JedanieMy Bpauy, eciau y Bac ecTh ajuieprudeckast peakuus Ha JIaTekc.

3a 6onee moapoOHOI MHBOPMAITUEH MK TTOMOIIBI0 00paTUTECh K JIeUalleMy Bpady.

Hlar 1. [loaroroBka nepex nHbeKIUEN

O3HakoMBbTeCh ¢ JaHHOI HH(pOpPManHeii 10 BBeleHUsI Ipenapara.

IIpoBepbTe Ha3HAUYEHHE Bpaya.

Jlewamnii Bpau HazHauun Bam no3y 140 wr.

st BBenenus no3bl 140 mr Bam OyzeT HY)KHO TOJHOCTBIO BBECTH COJIEPKHMMOE OIHOTO
IIPEIBAPUTEIIBHO 3aII0JHEHHOTO HIMPHULA.

YroObl n36€kaTh AUCKOM(POPTA B MECTE MHBEKIIUH, OCTaBbTE MPEIBAPUTEIHHO 3aI10JIHEHHBII

LINPUL IPU KOMHAaTHOW TeMIepaType B TeueHne MUHUMYM 30 MUHYT 710 Ha4aja UHbEKIIUH.
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He nbrTaiiteck HarpeTh IpeIBapUTEIBHO 3aI0THEHHBIN LINPHIL 3@ CYET BHELIHETO HCTOYHUKA
TeIia, HapuMep, TopsYeid BOIOM WM B MUKPOBOJIHOBOW MEYH.
He ocrasisiiTe npeaBapuUTEIbHO 3aII0JIHECHHBIN LHINIPUL] HA IIPSIMOM COJIHEYHOM CBETE.
A) /[locraHbTe mnpeaBapUTEIbHO 3aIllOJIHEHHBIM IINpUI] ¢ mpenaparoM HMpuHike wu3
KapTOHHOW MaYyKH.

Bo3sMuTech 3a UIMHIP MINPHUIIA, YTOOBI TOCTATh €r0 U3 YIAKOBKH.

JKUBAWUTE LITPU WITHHP.
VkazarelbHbIM M OOJBIIMM IajdblEM Yaep auTe LIHpHI 3a 1 AP

PUACPKUBANTE IepKATEIb.

b) BuumarenbHO OCMOTpHUTE MpeABAPUTEIBLHO 3aMOJHEHHBIN MINPHUIL ¢ pernapatoM MpuHiKce.
Bceerna nep:xure mmpui 3a HUWIHHIAP.

Y0eaurech, UTO NpenapaT B IINPHILE ABJISETCH MPO3PAYHbIM 0eCIIBETHBIM HJIH CBETJIO-
JKeJITBIM PACTBOPOM.

OcraBbTe WIPHUIL TPY KOMHATHOM TEMIIEpaType B TeUeHHE MUHUMYM 30 MUHYT 10 UHBEKIIUH.
He ucnonp3yiite mnpuil, €Cau npenapar B HeM MYTHBINA I U3MEHUJI LIBET, & TAKKE COICPKUT
XJIOMbSI WJIA YaCTHUIIBI.

He ucrnonb3yiiTe mnpuiy, eciau Jro0asi ero 4acTh UMEET TPELUHY UITH CIIOMaHa.

He ucnonp3yiiTe mmpuil, €Ciu ero poHsJIn.

He ucnonb3yiite mpui, eciiv cepblid KOJIMAaYOK UTJIbI OTCYTCTBYET WM IJIOXO 3aKPBIT.

He ucnonb3yiite MIIpuUL, €CiIv CPOK TOJHOCTH, YKa3aHHBIM HA YTUKETKE, UCTEK.

Bo Bcex ykazaHHBIX CITy4asiX HCTIOJIb3YWTE HOBBIM IITIPHIL, @ B CTy4ae COMHEHHI 00paTUTECh

K JiedalieMy Bpauy.
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OTHKETKA C naTou
OKOHYAaHUS Cpoka
TOIHOCTH

ITopuiens mmpuna

Fa 1]
11

VYnop s nansues

Humsap
[ 1]
F( ' I
¢
Cepniii
KOJITIAYOK HAaeT

PactBOp

(urma BHYTpH)

B) [IpurotoBbTe BCEe MaTepuaibl HEOOXOAMMBIE IJIsi MHBEKIMH. TIIaTeIhbHO BBHIMOWTE PYKH C
MBUIOM.
Ha 4dncryto, Xopo111o ocBemeHHy0 pabodyto MOBEPXHOCTD MOJIOKHUTE:

e | HOBBII IpPEABAPUTEIHHO 3aMTOTHEHHBIN HITIPHII,

® CIUPTOBBIC CAN(ETKH,

e BaTHBIC MIAPUKH WM MApJIEBbIE TAMIIOHBI,

® JICHKOIUIACTBIPS,

° KOHTeﬁHep AJId yTUJIM3allun OCTPBIX TPCAMETOB.

I') [loaroToBbhTe U OUUCTUTE MECTO UHBEKIUU(1).
Nabekuuio MOKHO NPOU3BOAUTH B:
e Oenmpo,
e 005aCTh JKHUBOTA, 32 HCKJIFOUEHHUEM 5 CM BOKPYT MyIKa,
® BHENIHIOI MOBEPXHOCTH IUieYa (TOJBKO €CIM MHBEKIUS MPOBOJUTCS C MOCTOPOHHEHN

TTOMOIIBIO).
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Ilneuo

O6nacTh
JKHBOTA

benpo

OuucTuTe MpearnosaraéMoe MECTO WHBEKIIMU CHUPTOBOM CaN(pETKOW M TMOJ0XKIUTE, TOKa
IIOBEPXHOCTH KOXKH CTaHET CYXOH.

He npukacaiitech K 3TO 30HE 10 UHBEKIINH.

[IpoBOoaMTE MHBEKLINUIO KAXKIBINM pa3 B pa3yinuHble MecTa. Ecnu Bel XoTHTE BBOAUTH IIpenapar
B Ty K€ CaMyo 00J1acTh, yO€AUTECh, YTO 3TO HE TO K€ CAMOE MECTO NpeAbIAYIIeH HHBEKLINH.
He npon3BoiuTe MHBEKIUIO B 00JacCTh MOBPEXKAECHHOW KOXM (MCTOHYEHHE, MOKpacHEHUE,
pa3apaxkeHue, yIUIOTHEHHE, IIeTyIIeHUE, Chillb, KPOBOM3JIUsAHUSA). M30eraiite BBeneHus B

MECTa C HAJIMYUCM HIPAMOB U PACTAKCK.

Hlar 2. HemocpeacTBeHHO nepe/l BBeeHHEeM

JI) CHuMHTE CephIif KONMAYOK C UIJIbl B HAIPABICHUH OT
ceOs, TONBKO Korjma OyJere TOTOBBI K HMHBEKIIHU.
HeoOxomumo mpoBecTH WHBEKIMIO B TEUEHHUE 5 MHHYT.
He ocraBinsiiTe cepblii KOJMAavy0OK CHATHIM 00Jiee 5 MUHYT.
DTO MOXET MPUBECTH K BHICHIXaHUIO Mpernapara.

Hamuune na KOHIIC WTIJIbl KaIlIkd mpcrapara SABJISACTCA

HOPMAaJIbHBIM.

He cxpyuuBaiiTe 1 He crubaiTe cepblid KOJIMAavYoK.

He naneBaiiTe cepblil KOJImMayok 0OpaTHO HA IIMPHIL.

He cHuMaliTe cepblil KOJINA40K € UIVIBL 10 T€X IOp, IIOKa

Bri He Oyiere TOTOBBI K MHBEKITHH.
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lar 3. Uabekuus

E) Coznaiite ckimanKy KOXH B MECTE€ BBEICHHUS, YTOOBI
o0Opa3oBajiach MJIOTHAS TIOBEPXHOCTH JJII HHBEKIIHH.

VY aepxuBaiiTe KOXy MEXIy OOJBIINM M YKa3aTeIbHbIM
najgbpllaMy, CO3/1aBast 30HY OKOJIO 5 CM IIUPUHOM.

Ba:xno. Bo BpeMss mnpoBeneHHS CcaMOW HMHBEKIUU

MPOJOJKANTE yIeP)KUBATh KOXKY B 3TOM IOJIOKEHUU.

7K) YnepxuBas CKIaaKy KOXH, BBEIUTE UTITy IIITPULIA CO
CHSITBIM CEpPbIM KOJIAYKOM B KOXYy moj yriom 45-90
rpalycoB.

He nomemiaiiTe manen Ha mopuieHb, MOKa BBOJUTE UTITY.

3) MenyieHHO, HE OCTaHABIMBAsACh, HA/IABUTE HA MIOPILIEHb

BHU3, ITOKA OH HC NCPECTAHCT ABUT'ATHCA.

M) IMocne sToro ydepurte manel v INIABHO YAAIUTE IITPHUIT

n3 KOXH.

Baxuno. Eciu npu ypanenun mmpuna Bel oOHapyxure,
YTO B LWJIMHIPE OCTAJICS PACTBOp, 3HA4YUT Bbl BBEIH

HernonHyo A03y. Cpasy ke cooluuTe 00 3TOM JiedaneMy

Bpauy.
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lar 4. ITocje UHBLEKIUHA

JI) OcMOTpUTE MECTO BBEICHUS.

K) VYTunusupyiite WuCIONIb30BaHHBIM IINPUL] U CEPBIN
KOJITa40K.

[Tonoxure HCIONB30BAaHHBIA IINPUL] B KOHTEUHED IS
YTWIH3allMM ~ OCTPbIX  IPEAMETOB  Cpa3y  Iocie
ucrnons3oBanus. He Gpocaiite B OBITOBOM MycCOD.
OOcynute ¢ JedamMM  BpayoM Kak  IPaBHJIBHO
YTWIM3UPOBATH ILIITPHUII.

He ucnosp3yiiTe MITpUI IOBTOPHO.

He cnenyer mNOBTOPHO HMCHONAB30BaTh INIPHLl  HWIIA
KOHTEHHEp I YTWIM3ALMM OCTPBIX INPEAMETOB WU
BBIOPACHIBATh X B OBITOBOW MYCOp.

Baxkno. Bcerna xpaHure KOHTEWHEp I yTWIM3ALUU

OCTPBIX NIPEIMETOB B HEJOCTYITHOM JUIsl IE€TEH MECTE.

IIpu nosABIIEHNM KPOBU PUKMUTE BATHBINM HIAPUK UM MApJIEBBII TAMIIOH K MECTY UHBECKLIUH.

He pacrtupaiite mecto nHbeKkIMU. [Ipn HEOOXOIMMOCTH UCTIONB3YHTE JEHKOILIACTHIPD.
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Hucmpykyusa no npumenenuto npenapama Hpunskc, pacmeop 011 nOOKOMHCHO20 86e0eHUA

140 m2/mn, 6 npedsapumenbHo 3anOJIHEHHOM WRPUYE 8 ABMOUHICEKMOope (Wnpuy-pyuKe)

OnHOpa30BBIN MpeABAPUTEIHHO 3aTIOTHEHHBIN MIMPHIL B aBTOMHXXEKTOPE (LIIMPUI-PYUKE)

Jlo npuMeHeHust IMocjie npuMeHennst

¥1/00
0000000

Cepas KHorMKa nycka Cpok rogHocTH

Cpok rogHocTun

KenToe okoLuko
(MHBbeKkuus 3aBepLUeHa)

OkKolLLKko

PactBop » 3
enTbIn

npefoxpaHnTenb
(vrna BHYTpM)

OpaHxeBblit Konnayok HageT

XKenTtbin
npegoxpaHnTerb
(vrna BHyTpPM)

OpaHxeBblil KONNa4yok CHAT

Ba:xxno! Urna HaxoAUTCs BHYTPH JKEJITOTO MPEIOXPAHUTEIA.

Ba:xkno

Ilepen npuMenenneM npenapara UpuHiske (mpeaBapuTe/ibHO 3alI0JHEHHbIH INPUI B
aBTOMHKEKTOpPe (IINMPHUI-PYUYKe)) 03HAKOMbTECH ¢ BA:KHOW MHpOpManueii:

XpaHenue

XpaHute mpenapar B HEIOCTYITHOM M HEBUIAHOM JUIS IETEW MecCTe.

XpaHuTe mpenapaT B OPUTMHAIBHOM KapTOHHOM TNayke MJid 3alluThl OT CBETAa WU
(U3NUECKUX MTOBPEKICHUH.

XpanwuTe mpenapar B XOJIOAWIbHUKE ITpH Temieparype 2—8°C.
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BHe xonmoauibHuKa JUIMTENBHOCTh XpaHEHUs Mpernapara npu KOMHAaTHOM TemmepaType (110
25°C) He ToJDKHA MIPEBHIIATh 7 THEH.

He y6upaiite npenapat o6paTHO B XOJOJHIBHUK, ITOCIIE TOTO KaK OH OBbLI U3 HEro U3BJICYCH.
He npumensiite npenapar, eciau OH XpaHWiCs IpU KOMHaTHOW Ttemmepatype (mo 25°C) B
Teuenne Oosiee 7 THEN.

[lpenapar cneayer yTHIM3UpPOBaTh B CIydya€ €ro XpaHeHHMs Ipu Oojiee BBICOKOH
Temreparype, oo 6osee 7 nHEH.

He noxsepraiite npenapar BO3AEHCTBUIO SKCTPEMAIIbHO HU3KUX UIIU BBICOKHUX TEMIIEpaTyp.
Hampumep, n3beraiite XxpaHeHus penapara B MalluHe.

He 3amopaxxuBaiire.

IIpumenenue

He neitaiitecs BBOAUTH mpenapar MpuHiKe 10 TOro, Kak Jedalluid Bpad WIM MeJIcecTpa
He 00ydaTt Bac TexHuKke BBe[ieHUs Ipenapara.

He npumensiiTe npenapar nocjiae UCTEYEHMs CpOKa F'OHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

He BcTpsixuBanTe aBTOMHKEKTOP.

He cHumaiiTe opaHXeBbIl KOJIIAa4OK ¢ aBTOMHXKEKTOPA 10 TeX 0P, MoKa He OyAeTe TOTOBBI
K BBEJICHUIO IIpernapara.

He 3amopakuBaiiTe mpemapar u He TPUMEHSINUTE TTpenapar, €CIi OH ObLT 3aMOPOJKEH.

He ncrnonp3yiitTe aBTOMHKEKTOP, €CJIM OH Ia/iajl Ha TBEPAYIO MOBEPXHOCTh, TaK KaK 4acTb
AaBTOMH)XEKTOpPAa MOXKET OBITh TOBPEXKICHA, Nake eciau Bbl He BUAUTE KaKHX-ITHOO
MOBPSXICHU. B 3TOM cilyyae BO3bMHUTE HOBBIN aBTOMHIXKEKTOP W COOOHIUTE 00 3TOM
jedanieMy Bpady.

B opankeBoM KOJIIAYKE WIJIbI COJNEPIKUTCS HATYpaJlbHbBIM JIATEKC, YTO MOXET BBI3BATh
JIEPrUYecKre PeaKiiy y JIUL, UMEIONUX aNIEPrHUecKylo peakiuio Ha JaTekc. Coolmure
JgedanieMy Bpady, eciau y Bac ecTs ayuieprudeckas peakuus Ha JIaTEKC.

3a Oonee moapoOHOI MHGOPMAIIHEH HIIH TOMOIIBI0 00pAaTUTECH K JieHalleMy Bpady.

Hlar 1. [loaroroBka nepea HHbeKIUEH

O3HakoMBbTeCh ¢ JaHHOI HH(pOpManHeii 10 BBeleHUsI Ipenapara.

IIpoBepbTe Ha3HAUYEHHE Bpaya.

Jlewanuii Bpau HazHauns Bam no3y 140 mr.

st BBenmenus no3bl 140 mr Bam OyaeT HY)KHO TOJIHOCTBIO BBECTHU COICPKUMOE OJTHOU

IIPEABAPUTEIILHO 3aII0JHEHHOH IIIIPULI-PYUYKH.
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UtoObl wu30exarh guckoMdopTa B MeCT€ UWHBEKIMH, OCTaBbTE MPEIBAPUTEIHLHO
3al0JIHEHHYIO LINPHUL-PYUKY TP KOMHATHOW TeMIlepaType B TedeHne MUHUMYM 30 MUHYT
710 Hauaja UHBEKIIHH.

A) JlocTaHbTe aBTOMH)KEKTOP € IpenapaToM pHUHAIKC U3 KapTOHHOM MavKy.

AKKypaTHO JOCTaHbTE aBTOMH)KEKTOP W3 KAPTOHHOM NAYKH B HANPABIICHUU BBEPX.
OcTaBbT€ aBTOMHXKEKTOP MPU KOMHATHOW TeMIMEpaType B TeueHUE MUHUMYM 30 MUHYT 10
WHBEKIUH.

He y0Oupaiite aBTOMH)XEKTOp 0OpaTHO B XOJOAMJIBHHUK IIOCIE TOrO, KaK MpenapaTr AOCTHT
KOMHATHOW TeMIepaTyphl.

He neiTaiitech HarpeTb aBTOMHXXEKTOP 3a CYET BHEIIHETO MCTOYHMKA TEIUIa, HApUMep,
ropsiueil BOAOU UM B MUKPOBOJIHOBOM I1€YH.

He ocraBisiiTe aBTOMHKEKTOP Ha IIPSIMOM COJIHEYHOM CBETE.

He BCcTpsixvBaiiTe aBTOMHKEKTOP.

Ha sToM 3Tane He CHUMaWTE C ABTOMHKEKTOPA OPAHKEBBIN KOJIMAYOK.

b) BauMarenbHO OCMOTPHUTE aBTOMHXKEKTOP ¢ IipenaparoM MpuHakc.

Yo0enurech, 4TO NpenapaT B OKOLIKe ABJISETCS NPO3Pa4YHbIM 0eClIBETHBIM MJIH CBETJIO0-
JKeJITBIM PACTBOPOM.

He ucnonp3yiiTe aBTOMHXEKTOP, €CJIA PENapaT B HEM MYTHBIN WJIM U3MEHUJI LIBET, a TAKXKE
COJIEPKUT XJIOMbS I YaCTHUIIBL.

He ucnonb3yiiTe aBTOMHKEKTOP, €CJIU JIt00asi €ro 4acTh MMEET TPEIIMHY WM CIIOMaHa.

He ucnonb3yiiTe aBTOUHXXEKTOP, €CJIM €r0 POHSIIH.

He ncnonp3yiiTe aBTOMHKXEKTOP, €CIIM OPAHKEBBIN KOJIMAYOK UIJIbl OTCYTCTBYET UIIU INIOXO
3aKpBIT.

He ncnonb3yiiTe aBTOMHKEKTOP, €CJIA CPOK TOJHOCTH, YKA3aHHBII HA 3TUKETKE, UCTEK.

Bo Bcex yka3zaHHBIX Cly4asix MCIOJb3yHTE HOBBIM aBTOMHIKEKTOP, a B CJIy4yae COMHEHUH
o0OparuTech K jedalieMy Bpauy.

KenTeiii mpenoxpanuTeb (Urjaa BHYTPH)

OpanxeBblit Oxkomiko PactBop
KOJINTA4YOK UTJIbI
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B) IIpuroToBsTe Bce MaTepHalibl HEOOXOAMMBIC I HHBEKIIUU. TIIATETHHO BEIMOUTE PYKH

C MBLIOM.
Ha uucryto, XopoIiio 0cBeIeHHYI0 pabouyio IMOBEPXHOCTh IMOJIOXKHUTE:
e | HOBBII aBTOMHKEKTOP,
® CIUPTOBBIE CATI(PETKH,
e BaTHbBIC IIAPUKU WUIM MAPJIEBBIE TAMIIOHBI,
® JICHKOIIACTBIPb,

® KOHTEHMHEep AJs YTUIM3ALUU OCTPHIX [IPEIMETOB.

I') [ToAroTOoBHTE M OYUCTUTE MECTO HHBECKIINHU(1).
Nuabekuuio MOKHO NPOU3BOAUTH B:
e Oenpo,
e 00JaCTh JKHMBOTA, 32 HCKJIFOUEHHUEM 5 CM BOKPYT MyIKa,
® BHENIHIOIO MOBEPXHOCTH IIeUa (TOJIBKO €CIIU UHBEKIUS POBOAUTCS C TOCTOPOHHEH

MTOMOIIIBIO).

IIneuo

O061acTh
JKHBOTA

benpo

OuncruTe TpEanoiaraeMoe MECTO WHBEKIUU CHUPTOBOM candeTKON M MOJOXKANTE, MOKa

MTOBEPXHOCTh KOXH CTaHET CYXOH.
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He npukacaiiTech K 3TOH 30HE 10 UHBEKIIHH.

[IpoBoaMTE MHBEKLIMIO KOKIBIM pa3 B pa3inuHbie MecTa. Eciin Bel XoTHTE BBOAUTH Ipenapar
B Ty € caMylo 00J1acTbh, yOSAUTECh, UTO 3TO HE TO KE CAMOE MECTO MPEABIAYIIEH HHBEKIIHUH.
He npousBoante MHBEKIMIO B 001aCTh MOBPEKICHHON KOXKU (MCTOHUEHHUE, MOKPACHEHHE,
pasapakeHue, YIJIOTHEHUE, IIeTylIeHHe, Chillb, KpOBOM3NuUsHUS). V30eraiiTe BBeneHUS B
MeCTa C HaJIMYHEeM IIPaMOB U PACTSIKEK.

IIlar 2. HemocpeaACcTBEeHHO Nepe BBeAeHUEM

J) CuHumuTe OpaH)XEBbIM KOJMAYOK C UIJIBI B
HaIpaBJIE€HUU OT ce0s1, TOJBKO KOTJa Oy/IeTe TOTOBBI K

uHBEKIMK. HeoO0XoamMo TPOBECTH HWHBEKIUIO B

. TeyeHue S5 wmuHyT. He ocraBusiiTe  OpaH)KeBbIN
OpanrkeBblii

KOJIMAYOK CHATBIM Ooyiee S5 MHUHYT. OTO MOXKET

KOJITIaYOK

UTJIbI IIPUBECTHU K BBICBIXaHUIO IIpenapara.
Hannune Ha KOHLE WIJIBI KaIUIM Ipernapara sBISIeTCS
HOPMAaJIbHBIM.
He ckpyuuBaiite u He crudaiiTe OpaHKEBBIA KOIMAYOK.
He naneBaiiTe oOpaH)XeBBIA KOJIMAYOK OOpaTHO Ha
HIIPUL-PYUKY.
He  nmorparusaiitech nagpaMmM 0  JKEJITOTO
MPEIOXPAHUTEIIA.
He cHumaiiTe opaHKeBbIN KOJIMAYOK C UTJIBI O TEX MOp,
noka Bel He OyJieTe roTOBbI K UHBEKIIUU.
E) PactssHuTe Wi OTTSHUTE KOXKY B MECT€ UHBEKIIUU,
YTOOBI CO37aTh TBEPAYIO TOBEPXHOCTb.
MeTtoa ¢ pacTsizkeHHeM KOXKHU

/ \ VYBEpEHHBIM JBHKEHHEM PACTSIHUTE KOXKY, IS YEro

h.l ..» HOKMHUTE Ha HEE U pasBequTe OOJBIION mNanern u

yKa3aTelbHBIM Malblbl B pa3HbIE CTOPOHBI, CO31aB

00J1aCTh IUPUHON OKOJIO 5 CM.
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.

lar 3. Unneknus

Kenrorit

npeaoxpa-
HUTEIh
(urna

BHYTPH)

583071
MeTtoa ¢ OTTATHBAHUEM KOKH
OTT}IHI/ITG KO)Ky, 3aKaB €€ 6OJII>H_II/IM nu yKaSaTG.HBHBIM

NaJbIIAMH U CO3/1aB 00JIACTh IUPUHON OKOJIO 5 CM.

Ba:xno! Bo BpeMsi mHBEKUUM YIEpKUBAHUTE KOXY B

PACTAHYTOM HUJIU OTTAHYTOM COCTOSAHUH.

7K) Y aepxuBaiiTe KoKy B paCTIHYTOM WA OTTSHYTOM
cocrosHuu. IlomBenuTe MMOPUIL-PYYKYy CO CHSTBIM
OpaHXEBBIM KOJIMA4YKOM K Koxe 1ox yriaoMm 90
rpaaycoB. Mria BHYTpH JKeITOro mpeIoXpaHUTesl.

Ba:xno! [loka He mpukacaliTech K cepoil KHOIIKE ITyCKa.

3) VYBepeHHBIM [BWXEHHUEM MPOTOJKHUTE IIIPUIL-
PYYKY BHU3, IOKa OHA HE IIEPECTAHET ABUTATHCA.
IIporajixkuBanue BHU3

Baxxno! Heo0xoauMo NpPOTONKHYTh aBTOMHKEKTOP
BHHU3 JI0 KOHIIA, HE KacasiCh CEPOU KHOIIKH ITyCKa A0 TeX

nop, 1moka Bel He OyieTe TOTOBHI CAeNIaTh HHBEKITUIO.
M) Korga Ber Oynere roTOBBI K MHBEKITUU, HAKMUTE HA

cepyto KHoOmky mnycka. I[Ipu stom Bbl ycabimmre

[IETYOK.
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lar 4. ITocjie UHBEKINHU

K) Y6epute nanen ¢ KHONMKHM MycKa, HO TPOJ0JDKANTE
JIaBUTh Ha KOXKY. MHBEKIMA MOXKET 3aHITh OKOJO 15

CEKYH/I.

Q 15 cexynna

Baxno! ITocne 3aBepiieHuss HHbEKINN

OKOIIIKO CTaHOBUTCA XCITbIM, H Bri

MOJKETE YCIBIIIATh BTOPOU IIETYOK.

Baskno! ITocne U3BJICUCHUS
ABTOMH)KEKTOpAa W3 KOXHU Hria Oynaer
ABTOMAaTHUYECKH IMOKPHITA.

Ba:xkno! Ecmm mocne wu3BiIedeHHA
ABTOMH)KEKTOpPA OKOIIIKO HE CTajo
JKeNTeIM 0o BaMm  kaxercs, dYTo
WHBEKIUS TIpernapara MpoI0KaeTCs,
3HAUYUT BBl BBENM HEMOJIHYIO 03y.
HezamennurensHo — oOpatutech K

Bamemy neuamemy Bpauy.

JI) YTuwinsupyiite ncnonap30BaHHBIM aBTOMHKEKTOP U
OpPaHXEBBIN KOJIAYOK.

[lonoxuTe  HUCNOAB30BAHHBIM  ABTOMHXKEKTOP B
KOHTEWHEp JUIsl YyTWIN3AUU OCTPhIX MPEIMETOB Cpa3y
MOCJIE UCTIOIb30BAHMSL.

OOcyaute C JedamyM BpauoM Kak MPaBUIBHO
YTUIU3UPOBATH ABTOMHKEKTOP.

He ucnonp3yiiTe aBTOUHXKEKTOP TOBTOPHO.

He noMeniaiiTe aBTOMHKEKTOP WM KOHTEHHEp IS
OCTpPBIX OTXOJOB B €MKOCTH MJii PEIUKIWHTa U HE

BBIOpachIBaliTE UX BMECTE C OBITOBEIM MYCOPOM.
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Ba:xno. Bcerna xpanute KOHTEHHEp IS YTHIIM3ALUHA
OCTPBIX TPEIMETOB B HEAOCTYITHOM W HEBHIHOM IS

IeTeH MecCTe.

M) OcMoTpuTE MECTO BBEACHHUSI.
[Ipu nosiBneHNH KPOBU NPUKMUTE BaTHBIHN MIAPUK WIIA MapJIEBbI TAMIIOH K MECTY UHBEKIIUH.

He pactupaiite mecto nHbeKIIUU. [Ipy HEOOXOAUMOCTH UCTIONIB3YHTE JIEUKOIIACTHIPD.
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