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JInCcTOK-BKJIAABIII — Hmlmpmaunn AJIA MallHEHTA

Oxkpesyc®, 30 MI/Mi1, KOHIEHTPAT /sl IPUTOTOBJIEHHSI PACTBOPA 115l HHDY3Hii
JleiicTByromee BemecTBO: OKpenn3ymad

V JlekapcTBeHHBIIH MpenapaT NOAIEKAT JONOIHHTETEHOMY MOHUTOPHHIY, KOTOPbIi
CrocoOCTBYET OBICTPOMY BBISBICHHIO HOBBIX CBe/ieHHH 0 Oe30macHocTH. Bbl MoXeTe moMoys,
coobuias HHHOPMALKIO O THOOBIX HEKENATENBHBIX PEaKLHAX, KOTOPbIE BOSHUKIIH B IEPHO.
MPUMEHEHHs! JIEKAPCTBEHHOrO npenapara (B TOM YHCJIE H O ClIy4asX ero Hea((peKTHBHOCTH).

Cnoco6 cooluieHus 0 HeXKenaTeNIbHBIX PeaKLHAX ONUCaH B pasfielie 4 TMCTKa-BKIIa/bIIIA.

[lepen npumenennem npenapara noJiHOCTbIO NPOYHTANTE JIHCTOK-BKJIA/bIII, TOCKOJIbKY B

HeM co/iep:KaTcs BaxkHble 1Jisi Bac cBeenns.

e Coxpanure JTMCTOK-BKIa/bI. BosmoskHo, Bam notpeGyercs npounrats ero eme pas.

e Ecnu y Bac BO3HMK/IH IONONHHTENLHBIE BOIIPOCHI, 00PATHTECH K JieYaleMy Bpady HiIH
MEJIMLUHCKOH cecTpe.

e [lpenapar na3znayen umenso Bam. He nepenasaiite ero apyrum moaam. Ox Moxer
HaBPE/IMTh HM, JIaXKe €C/IH CUMITOMBI WX 3a00JieBaHKsA COBINAAAOT ¢ Bamumu.

e Eciu y Bac Bo3HHKIM Kakue-1H00 HEKesaTelbHbIE PEakiiu, 00paTHTECh K JieyalieMy
Bpayy, pabOTHUKY anTeKH MM MEIMIMHCKO# cectpe. JlaHHas peKOMeHaus
pacnpocTpaHseTcs Ha JII00bIe BO3MOMKHbBIE HEXKEATeIbHbIE PEaKIIHH, B TOM YHCJIE Ha HE

NEpCUHCIICHHBIC B pa3jene 4 JIMCTKAa-BKJIAAbIIIA.

Conep:xaHHe JIHCTKA-BKJIAAbIIIA

1. Yro u3 ceds npencrasnser npenapar OkpeByc”, H IS 4ero ero MPUMEHSIOT.
O yeM creayer 3HaTh Niepell puMeHeHnem npenapara OxpeByc”.
[Ipumenenne npenapara Okpenyc”.

Bo3moskHbIe HexenaTenbHbIe PEeaKlHH.

Xpanenue npenapara Okpesyc”.

D A

ConepkuMoe YIaKOBKH U IIPOYHE CBEICHHS.

1. Uro u3 ceds npeacrasasier npenapatr OkpeByc®, H VIt 4€ro €ro NpUMeHsIIOT

Ipenapar OkpeByc® coepuT AeiiCTBYIONIEE BEUIECTBO OKpeIu3ymal. ITo T Geka,
Ha3bIBACMbIH MOHOKJIOHAJIbHBIM AHTUTEJIOM. AHTHTENA ICHCTBYIOT ITyTeM IPHCOEMHEHHS K
creunpuyeckum Mumensm B Bamem opranusme. ITpenapar OkpeByc™ oTHocuTCs K rpymmne
UMMYHOZETIPECCAHTOB (MMMYHO/IEIIPECCAHTBI; CEIEKTHBHBIC HMMYHO/IEIIPECCAHTBI), TO €CTh

npenaparoB, HalIPaBJI€HHBIX HA CHUXKECHHUE HUMMYHHOI'O OTBETA OpraHu3Mma.
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INpenapar OkpeByc” noka3an K NPUMEHEHUIO Y B3POCIBIX MAIMEHTOB ¢ 18 Jiet ¢
peUHIMBUPYIOIIMMH (JOPMaMH PacCcesTHHOTO CKIIepO3a ¢ aKTHBHBIM 3a00JIeBaHHEM,
onpe/e/seMbIM KIMHHYECKHMH HITH BU3YAIH3HPYIONIMMH NPH3HAKAMH.

INpenapar OkpeByc” nokasaH k MPUMEHEHHIO Y B3POC/ILIX NALMEHTOB ¢ 18 1T ¢ paHHHM
MEPBHYHO-TIPOrPECCHPYIOIIIMM PAaCCEHHBIM CKJICPO30M B 3aBUCHMMOCTH OT MPOJIOKHTEIBHOCTH
3a00J1€BaHUA H YPOBHS HHBAJIM/IM3A1MH, A TAKXKE C MPU3HAKAMH BOCTIAIMTENILHOM aKTHBHOCTH

MO JaHHBIM BH3YAJIM3HPYIOLIHUX UCCIICAOBAHUN.

Cnoco neiicreusi npenapara Oxpesyc”

Ipenapar Oxpesyc® npucoenuusercs k cnemuduueckum B-kieTkam (THIY JIEHKOLIMTOB,

NpeacTaBAAIOMUX co00i 4YacTh HMMYHHOH CHCTEMBI M 3a/IeHCTBOBAHHBIX B PA3BHTHH

PacCesHHOTO CKJIEPO3a), KOTOPBIE BBICTYNAIOT B KAYECTBE €r0 MULICHH, U YHHYTOXKAET UX. DTO

YMEHBILAET BOCMAIEHHE H aTaKH Ha MUEJTHHOBYIO 000J104KY, CHHJKAET BEPOATHOCTb Pa3BUTHS

000CTpeHHs CHMITTOMOB (PelM/IMBa) H 3aMeUISET yXYAILEHHE CHMITOMOB 3a00JieBaHHA

(nporpeccupoBaHKe).

o [Ipu peunauBupywmux Gpopmax paccessHnoro ckieposa npenapar Oxpesyc® nomoraer
3HAYUTEIbHO YMEHBIUIHTh KOJIHYECTBO PELMAHBOB M 3HAYHUTEILHO 3aMEIJIHTh
nporpeccupoBanue 3a6onesannus. [Ipenapar OkpeByc® Takke 3HAUMTENBHO YBETHIHBACT
BEPOSATHOCTh OTCYTCTBHSA Y Mal[MEHTa MPU3HAKOB aKTUBHOCTH 3a00/1eBaHus (04ark B
rOJIOBHOM MO3I€, PEIH/MBBI H POrPECCHPOBAHNE MHBAJIMAHOCTH).

e [Ipu nepBHYHO-NMPOrpeccHPYIOIEM PAaccesiHHOM cKJiepo3e npenapar Okpesyc” nomoraer

3aMEJIMTh NIPOTrPECCHPOBAHHE 3a00J1€BaHHs H 3aMEUIHTh YXYJIIEHHE CKOPOCTH XOAbOBI.

Ecnu ynyuiienne He HacTynwio unu Bel 9yBcTByeTe yxyaueHHe, HeoOXoaHMO oOpaTHTLCS K

Bpauy.

2. O ueM cieayeT 3HATH Nepea NpHMeHeHHeM npenaparta Oxkpenyc®

IIpornBonokasanuns

He npumensiite npenapar Oxpesyc®, ecsin y Bac:

®  auIeprus Ha oKpeau3ymad uim Jiobble Ipyrie KOMIIOHEHTHI [Iperapara, nepevnciieHHbIe B
paszesne 6 IMCTKa-BKJIAbIILA;

e uH(EKIHA B AKTHBHOH CTaIHH;

e cepbe3Hble mpobeMsl ¢ paboTOif HMMYHHOH CHCTEMBI (TSKEIBIH HMMYHOAS(HIIHT);

e  HMEIOTCH 3JI0Ka4eCTBEHHbIC HOBOOOPA30BaHus (pak).

Ocobble yKa3aHHs H Mepbl IPeA0CTOPOKHOCTH

(3]
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MEIMILIHHCKOH CeCcTpOH.

Hudy3HoHHBIE peakIuH

Hemennenno coobmmure jieyamemy Bpady HiIH MeIHIIHHCKOH cecTpe, ecin y Bac Bo3HHKIIa
HH(PY3MOHHAS peakins (CIHCOK CHMIITOMOB HH(Y3HOHHBIX PeakLuii IpuBe/ieH B paszene 4).
HHy3uoHHBIE peakliHH MOTYT BOSHHKHYTh BO BpeMs HH(Y3HH MIH B TeueHHe 24 4acoB 110cie
HHDy3HH. CUMITOMBI HHY3HOHHBIX PEAKIMH MOI'YT Pa3sBHTBbCSA BO Bpems 11000 uHBY3HH, HO
HauboJIee YaCTO OHM OTMEYAIMCH BO BPEMs NIEPBOTo BBEIeHHs npenapara Oxpesyc”.

Bam 6yayT BBoaMTSH npenapat Okpesyc® Npy HATMUMK JI0CTYNA K CPEICTBAM LIS OKA3aHHs
IKCTPEHHOI MEJIMIIMHCKOH MMOMOILM, Ha TOT ClIyyaii, eciii y Bac BO3HMKHYT TsOKENbIE peakLnH,
TaKHe KaK cepbe3Hble HH(Y3MOHHBIC PEAKIHH H a/l/Iepruyeckie peakiuu (peakiuun
THNEPYYBCTBHTEILHOCTH H/HIIH aHA(QUIAKTHUCCKHE PEaKIIHH ).

Bo Bpemst uHdy3uu npenapata OkpeByc” BO3MOKHO CHHKEHHE apTEPHANBHOTO JIaBlcHNs (B
Ka4yecTBe CHMNTOMA HHQY3HOHHOM peakliH ), I03TOMY, JieHalui Bpay, NpH He0OX0IMMOCTH,
MOJKET MOIPOCHTH Bac npekpaTtuTh NpUMEHEHHE JICKAPCTBEHHBIX MPENapaToB, CHHKAIOIIHX
apTepyalibHOE JaBleHue (THITOTEH3UBHBIE Mpenaparsl), 3a 12 yacoB /10 Havasa i BO BpeMs BCex
undysuii npenapara Okpesyc®.

YroOBl CHH3UTh PUCK BO3HHKHOBEHHA HH()Y3MOHHBIX peaklHii, Jevyalluii Bpau Ha3HauyHT Bam
IpeMeAUKALHIO — JONOJHUTENbHBIE JIEKAPCTBEHHBIC MIPENnapaThl nepes Kaxaon uudyzuei
npenapara Oxpesyc” (cMm. paszen 3).

ITpu pasBHUTHH TAKEJIBIX CHMITOMOB CO CTOPOHBI JIbIXaTEILHONH CHCTEMBI (HANIPUMED, Cra3M
OpOHXOB HJIM NPUCTYT OpPOHXHAIBbHOH acTMBl) MHDY3Us OyaeT HeMeJIeHHO NpeKpanieHa 1
NPOBEJICHO JIeYeHHe CHMNTOMOB. Bbl OyeTe HaxoauThCs 10/ HAabMIOCHHEM /10 NOJTHOTO
pa3pelleHns JaHHbIX CHMOTOMOB, MOCKONLKY Batle cocTosiHHe MOXKET YXYALIMTHCSA MOCHe
MepBOHAYAILHOTO yiydmeHus. Jlansueiiniee neuenue npenaparom Okperyc® Gyner
MpeKpaleHo.

Bb1 Oyaere HaXoAUThCA MO/ THIATEIBHBIM HA0MIEHHEM Ha MPEeIMET BO3SHUKHOBEHHS
CHMIITOMOB HH()Y3MOHHBIX pPeaKklHil KAK MHHUMYM B T€4EHHE OJIHOTO Yaca MOCIe 3aBepUICHUsA
nHOy3uH. Jlevammii Bpau npeaynpeant Bac o Tom, yTo pasBuTHEe HHQY3HOHHBIX PeaKLHii
BO3MOXKHO B TeueHHe 24 4yacoB nocsie HHQy3uH.

Peaxuyy runepyyBCTBHTEALHOCTH (OCTPBIE a/UIEPrHYECKHE PeaKLMH Ha [penapar)
HemenieHHO coobumTe JevanieMy Bpady HIH MeIHIHHCKOH cecTpe NpH BO3HHKHOBEHHH
CHMIITOMOB PEaKIIMH TMIEePYYBCTBUTEIBHOCTH (CIIMCOK CHMITOMOB NMPHUBELEH B paszjeie 4).
CHMIITOMBI OCTPOi FMIIEPYYBCTBHTEIBHOCTH MOTYT ObITh HEOTIMUHMBI OT CHMITTOMOB

HH(PY3HOHHBIX peakuui. Peakunu runep4yBCTBUTEILHOCTH MOTYT BO3HMKHYTB BO BpeMs mt000i#
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MOC/IENYHOIHX HH(Y3HUAX NPOU30HIET yXyILIEHHE CHMITTOMOB, KOTOPbIE Pa3BHJINCH paHee, HIIH
BO3HHKHYT HOBbIE TSDKEJIbIE CHMIITOMBI, JIEYalllHii Bpay OLEHNT BEPOATHOCTL PA3BHTHA PEAKIIMH
THNEPYYBCTBUTEILHOCTH.

WUndeximu

HeMmenieHHo coobuuuTe Jievamemy Bpayuy HIH MeAHUMHCKOI cecTpe, eciu y Bac Bo3HuKIa
HH(EKIHMS (CITHCOK CHMIITOMOB HHGEKIHIT TpHBe/ieH B pasaene 4). Bpau HesamewnTenbHO
HaYyHET JIeYeHHe HHPEKIHH.

Coobmute nevameMy Bpayy 00 uMeroLieiics akTHBHOM HHOEKIMM 10 Hayala JeYeHHA
npenaparom Okpesyc”. Heo6xoaumo GyeT noaoxaars 10 Tex mop, noka nHpekuus 6yaer
BbIIIEYEHA, IPEK/IE YeM HauaTh jieyenure npenaparom Okpesyc”.

ITepen Hauanom nevenns npenapatom OkpeByc® u nepea Kax10ii nocneayiomei uHpy3uei
Jieyanvii Bpad nonpocuT Bac ciath aHanM3bl KPOBH [UIS POBEPKH PabOThHl HMMYHHOI
CHCTEMBI.

Ecnu y Bac nepsuuHO-nporpeccupyrouiuii paccessHubli ckiepos, 1 'y Bac ects TpyaxocTH ¢
IJI0TaHueM, puMeHeHne npenapata OKpeByc” MOXKeT yBETUYHTh PUCK PA3BHTHS 0CO00
Pa3HOBHIHOCTH IMTHEBMOHHH — aCIIMPALIMOHHOH NMHEBMOHHH, a TAKXKe THKEJIOH ITHEBMOHMH.
Bpauu HezameIHTENBHO MPEANPUMYT HEOOX0IMMbIE MEPBI B CIIy4aH Pa3BUTHS THEBMOHHH.
lIpocpeccupyiowas muozoouazosas neukosnyegharonamus

Hemeienno coodumre Jieyaiemy Bpavy WM MeAHIHHCKOH cecTpe, eciin Bam kaxercs,
YTO TEYEHHE PACCETHHOTO CKJIepO3a yXYALIAETCs, WM eciii Bl 3ameTnin kakue-nm160 HoBbIe
MPU3HAKK U CHMITTOMBI CO CTOPOHBI HEPBHOH CHCTEMBI. JTO CBA3aHO C PUCKOM BO3HHKHOBCHHS
OY€Hb PEIKOi ¥ OMAaCHOM Ul KH3HH MH(EKIMH MO3ra, Ha3bIBAEMOH MPOrpeccHpyromei
MHOr004aroBoi JeHKo3HLe(alonaTHeH, KOTOpas MOXKET BBI3BIBATH CHMIITOMbI, CXOXKHE C
CHMIITOMaMH PaccesHHOTO CKJIepo3a.

Pacckaxure Bamemy napraepy nin Juuy, ocyuecTisiomemy yxoia 3a Bamu, o Tom, uto
Bei neuntech npenapatom Oxpesyc®. OHH MOIYT 3aMETHTH CHMITTOMBI POIPECCHPYIOIIEH
MHOI004aroBoi JelkosHuedanonaTii, KoTopble Bol He 3amedaeTte, Takue Kak: POBaIbI B
naMsTH, PoOJIEMbl ¢ MBILILJIEHUEM, TPYAHOCTH TIpH X0b0€, I0Teps 3peHHs, U3MEHEHHS B
MaHepe rOBOPHUTh. ITH JlaHHbIE HEOOXOAHMBI BPauy JUIsl IIOCTAHOBKH MPaBHIILHOIO JHATHO3A.
[Tporpeccupyromias MHOroouaroBas neikosHuedanonaTis O4eHb PeAKO MOKET BOSHHKHYTH Y
MALMEeHTOB, TIPUMEHIOIMX Kak npenapat Okperyc”, Tak 1 nogo6HbIe npenaparsl. B
0OJILIIMHCTBE Cy4aeB pa3BUTHE JAHHOTO COCTOSHMUS OBUIO CBA3AHO ¢ Pa3IMYHBIMH (paKTOPaMH

pHCKa, HaPUMEP, CHHXKEHUE YHCIa TMM(OLMTOB (Pa3HOBHIHOCTD JICHKOLUTOB) B KPOBH,
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npenapatamu, NOAABIAIOMHMMHE HMMYHHYIO CHCTEMY (WHMMYHO/IETIPECCAHTAMH ).

[Ipu nogo3pernu Ha MPOrpeccHpyIOLLyId MHOMO0YaroByIO JIeiikoHIe(aToNaTHIO IeyatHii
Bpa4 NPUOCTAHOBHT JieueHne npenaparoM Okpesyc”™ u, MpH HEOGXOAMMOCTH, IIPOBEAET
COOTBETCTBYIOLIYIO IHArHOCTHKY (Hanpumep, MPT, B ToM uHclie ¢ KOHTPAacTOM, Onpe/eeH e
BHpyca JC B CNIMHHOMO3I0BO# JKMIKOCTH, KOTOPBIH MOXET BbI3bIBATH MHOTOOYATOBYO
JeHKOdHIIE(ANTONaTHIO, TOBTOPHBIE OCMOTPBI Y HEBPOJIOTA).

Eciu anarnos nporpeccupyrouieit MHOroouaroBoit JieikosHuedanonatiu 6yeT NoATBEpPIIEH,
nanbHeiimee nevenue npenapartom OkpeByc® GyeT mpekpareHo.

llosmopnas akmusayus (peakxmueayus) supyca zenamuma B

[Tepen nauanom neuenus npenapatom OkpeByc® coobumTe nevaiiemy Bpauy, ecnu Bel koraa-
nubo Gonenwu renatuToM B M sBNsETECh HOCHTENIEM BHpYca renatuTa B. Do cBa3aHo ¢ TeM,
4TO TaKHe npenaparsl, kak Okpesyc”, MOTYT PHBOIHUTE K IOBTOPHOI aKTHBALHH BHpYyca
renatuTa B, B HEKOTOPBIX CIy4asx NPHBOIMBILEH K Pa3BUTHIO (DYIBMMHAHTHOIO renaTHTa
(0cobo Taxkenoro NOBPEeXKACHHS MEYEHH ), IEYEHOUHON HEJ0CTATOYHOCTH, CMEpPTENLHOMY
Ucxony.

[Tepen nauanom nevenus npenaparom OkpeByc® Bam HeoGxoammo npoiity CKPHHHHI Ha BUPYC
renatuta B.

[IpokoncyIbTHPYIiTECH C BpauOM-renaToIoroM nepe HazHauyeHneM npenapara Okpesyc®, eciu
Bl 110J1y4IIH OJIOKHTENBHBIH Pe3yJIbTAT J1I000ro U3 TECTOB Ha renaTut B (HBsAg win
HBcAb). Bpau 6yaer npeanpusnMaTh HeoOX01uMble Mephbl O KOHTpOIIO Bamero cocrosnus 1
npouIaKTHKe peaKTHBALIMK BUpYyca renatuta B.

Omcpouennasn neumponenus

Habumosamiek ciryuan 0TCpoueHHOl HEHTPOTIEHHH (CHHKEHHE KOJIMYECTBa HelTPODHIOR B
KPOBH, UTO MOKET NPHBECTH K Pa3sBUTHIO HH(DEKIMI) Kak MHHHMYM 4Yepe3 4 HeJle/H 1ocie
nocneaHeH nupysun npenapara Okpesyc”. TTpu HaTHYNKM TPH3HAKOB H CHMITTOMOB uHpeKHun
nocie nndysun npenapara Okpesyc® nevauwmit Bpad nonpocut Bac crath ananussl KPOBH 114
KOHTPO.IS KOJIMYECTBA HEHTPO(HIIOB B KPOBH.

Omnkonornyeckue 3aboneBanus

Ipu npumenennn npenapara Okpesyc® MOXKeT GbITh MOBBILIEH PHCK PA3BHTHS OHKOIOTHYECKHX
3aoseBanuii, BKIIIOYas pak MoJIouHoil xenesbl. Ecin y Bac nmelores daxtopsl prcka
3/10KaYeCTBEHHBIX HOBOOOpa3oBanHii, M Bl HaXo1uTeCh 101 AKTHBHBIM KOHTPOJIEM HA MPEIMET
MOBTOPHOTO BO3HHKHOBEHHSI 3/I0Ka4Y€CTBEHHBIX HOBOOOpA30BaHHii, Jieyaluii Bpay npoBeJeT s
Bac nHIMBHIYyalbHYIO OLIEHKY COOTHOILICHHUS TIOJIb3bI M PUCKA JieueHus npenapatom Okpesyc”.

Cnenyer poOXoMTh PEryISAPHBIA CKPHHHHT PaKa MOJIOYHOI JKeJe3bl.
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Coobuiure neyaluemy Bpauy, ecinu y Bac uMeercs ayroummynnoe 3a6oneanne win Bl korna-
MO0 NPUMEHSITH, IPUMEHACTE HIIH IJIAHUPYeTe MPHMEHATH JIeKapCTBEHHbBIE TIPenaparhl,
BIIHAIOIIHE HA HMMYHHYIO CHCTEMY — HMMYHOZIENIPECCAHThI (Hanpumep,
TMIOKOKOPTHKOCTEPOH/IbI B TEUEHHE JUTMTEILHOTO NepHoIa, 60Ie3Hb-MOAM(DHIHPYIOIIHE
AHTUPEBMATHYECKHE TIPENapaThl HEOHOJIOTHYECKOro H OHONOTHYECKOT0 MPOUCX 0K/ ICHH,
MHKO(eHonata ModeTi1, uukaopochamul, a3aTHONPHH), TOCKOILKY HX OJHOBPEMEHHOE
npuMeHeHHe ¢ npenapatom OkpeByc” NPHBOANT K YBETHYEHHIO UHCIIA CEPhE3HBIX HHDEKIHIT
(BKIIHO4Ast ONIOPTYHHCTHYECKHE — PAa3HOBHIHOCTh HH(EKILHIA, KOTOPbIE BO3HHKAKOT TOJILKO MpH
CHIMKCHHH HMMYHHUTETA, a TAKKe MHOEKIMH JIETKHX, TAKHEe KaK MHEBMOHMs, TYOepKy/ies U
THCTOIUIA3MO03), B PEJKUX CIIy4asX CO CMEPTENIbHBIM HCXOI0M.

He npumensiite pyrue MMMyHOIENPECCAHTBI OJHOBPEMEHHO ¢ npenapatom Okpeyc®, 3a
HCKITIOYEHHEM ITIOKOKOPTHKOCTEPOHIOB JUIS JICYCHHUS PELIHANBOB PACCESIHHOTO CKJIEpO3a.
BakuuHauus

CoobumuTe nevamemy Bpady, eciim Bl HeIaBHO cienanu Kakyro-in6o IpUBHBKY HIIH
cobupaerech caenath ee B OunkaiiieM Oyayiem.

[Toka Ber mpoxozute neuenue npenaparom Okpeyc”, BaM Heslb3s BBOIUTH KHUBBIE HIIH JKHBBIE
ocnabnennbie BakuuHel (Hanpumep, BLDK ot TyGepkyiie3a iy BakuMHa NPOTHB KEJITOH
JIMXOPAJIKH).

BeposiTeH CHUKEHHBIH HMMYHHBIH OTBET NPH BaKIMHALIMHM BAKLIMHOM U1 POPUIAKTHKH
cTON0HAKA (CTONOHAYHBIH AHATOKCHH), BAKLMHOM /151 POQHIAKTHKH THEBMOKOKKOBOI
uHpexium (23-BaeHTHBIH ITHEBMOKOKKOBBII TO/IMcCaxapu1), BAKUMHOM, KOTOPas COAEPHKHT
KLH-neoanTuren, 1 ce30HHOH BaKLMHON IIPOTHB rPHNMIA.

Baur sievaumii Bpad MoXeT nopekoMen1oBaTh Bam caenath ce30HHYIO BAKUHHY IPOTHB TPHINA
HHAKTUBUPOBAHHOH BAKLIMHOM.

Bam neuaimii Bpad nNpoBepuT, HyXHbI 11 Bam kakue-m1100 NPUBHBKH 10 Havasna ne4eHus
npenaparom Okpesyc”. Jli06ble IPUBHBKU JOJKHBI ObITh CIETAHBI HE MO3HEE YeM 3a 6 HEleNnb
110 Hayana nevenus npenaparoM Okpesyc”.

Bakyunayus no6opodcoennvix u 0eme JCUGbIMU U ICUBLIMU OCAADIEHHBIMU BAKYUHAMLU

Ecin Bol npumensnu npenapat Okpesyc” Bo BpeMs GepeMEHHOCTH, 3TO MOXKET OKA3aTh
BJIIMSIHHC HA MMMYHHYIO cHcTeMy Batero HoBopox/ieHHOTro pebeHKa, B 4aCTHOCTH, Ha
ornpeesieHHbIN BUI KiIeToK (B-knetku). Clieayer oTI0XHTH BAKIIMHALIMIO KMBBIMH HIIH
JKUBBIMH OCNa0JIEHHBIMH BaKIIMHAMH J10 BOCCTAHOBJIEHHS €70 HMMYHHOM CHCTEMBI, YTO

OMpeeNAeTCA MO pe3yibTaTaM aHajau3a KpoBH Ha ypoBeHb CD19+ B-kierok.
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Bce BaKLMHALMH, 32 HCKITIOUEHHEM BaKIMHALIN KHBLIMI 1 oK Baii Gt nao e e 1005)

BaKLIHHAMM, PEKOMEH/YETCs NIPOBOIMTE COTJIACHO HALMOHAIBHOMY KaJICHapio TIPHBHUBOK.
[Tocne BakIIMHAIIMA MOKHO CaTh aHAIH3 KPOBH JUIS H3MEPEHHS YPOBHS aHTUTEN, YTOOBI
NPOBEPHUTH, 4TO Yy pebeHKa BbIpaboTascs 3alMTHbIIE MMMYHHBII OTBET, Tak Kak 3Q()eKTHBHOCTD
BaKIIHHAIMH MOKET OBITh CHHIKEHA.

O6cyaute ¢ mernatpom 6€30MaCHOCTb U CPOKH NPOBEAEHHS BAKLIHHAIIMH.

Hern
He npumensiite npenapat OkpeByc® y nereii B Bo3pacre 10 18 siet BesieicTBHE pHCKa
He3()(PEKTHBHOCTH H BEpOATHOI Hebe3onacHocTH (Oe30nacHoCTh U 3P HEKTHBHOCTD

npumenenus npenapara Okpesyc® y aeteii B Bospacte 110 18 1eT He ycTaHOBIEHS).

Jlpyrue npenaparsi u npenapar Oxpenyc®

Coobmnre nevaniemMy Bpayy o ToM, 4To Bbl IpuMeHsieTe, HelaBHO IPUMEHSIIH HITH MOYKETE
HAyaTh MPHMEHATh KaKHe-THOOo apyrue mpenaparsl.

CymecTByroT naHHbIe 00 3¢dexTax creayromux BaKUHH: BaKIHHA IS TPO(YUIAKTHKH
CTONOHSAKA (CTONOHAYHBIH aHATOKCHH), BaKLIMHA /I POMHIAKTHKH ITHEBMOKOKKOBO#
uH(peKunHn (23-BaNeHTHBIH MHEBMOKOKKOBBII M01McaxapH), BAKIMHA, KOTOPas COAEPHKUT
KLH-HeoaHTHIreH, 1 Ce30HHbIE BAKLMHBI IPOTHB IPHUIINA — CM. B oJpaszene «BakunHaums»
JJAHHOTO JIMCTKA-BKJIAbI1IA.

IMocie seyenns npenapatom OkpeByc” B TedeHHe 2 JIET ypOBEHb AHTHTEN K ITHEBMOKOKKY,
BO30Y/IMTE/AM UAEMHYECKOTO TIAPOTHTA, KPACHYXH H BETPAHOM OCIIbI GBI B 11E7I0M TAKUM XKe
KaK M 10 HauaJia JIeueHH.

He npumensiite Apyriue MMMYHOZENPECCAHThI OJHOBPEMEHHO ¢ npenapatom Okpeyc®, 3a
HCK/IIOYCHHEM INIIOKOKOPTHKOCTEPOH/I0B /1A JIEUCHHUS PACCESIHHOIO CKJIepo3a.

Ecii 4T0-T0 M3 BBIIIETIEpEYHCIEHHOr0 OTHOCHTCS K Bam (umu Bl He yBepewsi), morosopure ¢

JievaliuM BpauoM /10 Hauasa nedeHus npenapatom OxpeByc®.

Kontpauenuns — nHpoOpMaLHS 115 JKEHUIHH

Bam Henb3s GepemeHeTs Bo BpeMs sedenus npenapatom Okpesyc®. Ecin Bol Moxkere
3abepemeHeTb, Bam ciielyer npuMeHaTh BBICOKOI()(EKTHBHBIC METO/Ibl KOHTPAIIENIIHH B
NepUo/l MPUMEHEHUs TTpenapaTa U B TedeHHe 12 Mecsiues rnociie nocieiHei uHpysuu npenapara
Oxpeyc®. [IpoKOHCYIBTHPYIHTECH C JICYALMM BPAuyOM O MOAXOAAIINX Bam Bamemy

IMApPTHEPY METOJaX KOHTpALCIIIHH.

bepemenHoCTh K rpy/IHOE BCKAPpMJINBAHHE
Ecnu Bol 6epeMeHHbI HIIM KOPMHTE IPY/IBIO, yMaeTe, 4To 3a0epeMeHen, Wil MIaHupyeTe

OepeMeHHOCTB, Tepe/l HauaIoM MPHMEHEHUS TIpernapara NpoKOHCYIbTHPYHTECH C JIeualuM
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COOTBETCTBYET SKCTIEPTHOMY QTUETY

Bamero pebenka.

He npumensiite OxpeByc® B nepuos 6epeMEHHOCTH, HE MPOKOHCYIbTHPOBABIIHCE C JICYALIIHM
BpavoM. Jleuamuii Bpay npoBezeT OLEHKY MOJb3bl IpuMeHeHus npenapara Okpesyc® B
CpPaBHEHHMHM ¢ pUCKOM s Bamero pebenka.

Ecinu Bel ipumensuin nipenapat OkpeByc® BO Bpemsi GepeEMEHHOCTH, CEYET OTI0KHUTh
BaKLIMHALMIO KMBBIMHM HITH )KMBBLIMH ociabneHHbIMH BakiiMHaMH y Baiero pebenka.

I'pyaHoe BckapMIHBaHHE BO BpeMs JieueHns npenapatom OkpeByc® ciielyeT npekpaTuTh,

MOCKOJIbKY OH MOJKET ITPOHMKATh B IPYAHOE MOJIOKO.

Yupasienne TPAHCHOPTHLIMH CPEICTBAMH H patoTa ¢ MeXaHH3MAMH

INpenapar Okpeyc” He OKa3biBaeT WM OKa3bIBACT HECYIIECTBEHHOE BAMAHHE HA CIIOCOGHOCT
YIPaBIISATh TPAHCIIOPTHBIMH CPEACTBAMH M paboTaTh ¢ MEXaHH3MAMH.

Jlewauuii Bpay cooOumT Bam, BIHseT I TeYeHHe paccesHHOTO CKiiepo3a Ha Bamy
crnoco0HOCTL BOJMTH MALIKHHY KK O€3011aCHO YIIPABJIATE APYTHMH TPAHCTIOPTHBIMH

Cpe€acTBaMH H MEXaHHU3MaMH.

Ipenapar Okpesyc® conepxut HaTpuit
I[Ipenapar Oxpesyc® comepxkut menee 1 MMOIb (23 Mr) HAaTpHs Ha OJIHY 03y, TO €CTh 110 CYTH

HE COJECPKHUT HATPHA.

3. Tpumenenne npenapara Oxpenyc®

Bceeryia npumMenstiiite npenapar B noJHOM COOTBETCTBHH € PEKOMEHAALIMAMH JIEHallero Bpaya.
[1pH MosiBJICHHH COMHEHHI TOCOBETYHTECH C JICYAIIUM BPAYOM.

Jleuenue npenapatom OkpeByc® GyeT NIPOBOAMTELCS MO KOHTPOJIEM Bpaya, KOTOPhIil MMeeT

OMBIT B IMATHOCTHKE M B JICYEHHH HEBPOJIOrHYECKUX 3a00JIeBaHUH, U NIPH HAJTMYMH JIOCTYTA K
CPEeACTBAM JUIs JICHCHUS TAKEIbIX HEkKeIaTCIbHbIX PeakiHii, KOTOPLIC MOT'YT Pa3BUTLCS IPH

IPHMEHEHHH JAaHHOIO IIpernapara, HapUMep, cepbe3HbIX HHDY3HOHHBIX PeaKLHii.

[IpenapaTsl, NpUMeHsieMblie Nepel Kaxa0H nHdy3uei

Iepen kaxnoii undysueii npenapara Okpesyc® Bui Gyaere nosyyars jekapersa s
MPeIOTBPALICHHS WIH CHHKEHHS PHCKA Pa3BUTHS BO3MOJKHBIX HEXKENATENbHBIX PEaKIHii, TAKHX
Kak uHdy3HoHHbIe peakuuH (NnoapobHyI0 HHpopMaLHio 00 HHPY3HOHHBIX PEaKIMAX CM. B
paznenax 2 u 4).

Iepen xaxnoii nudysueit Ber Oyaere noynyyaTs riOKOKOPTHKOCTEPOUL B AHTHITHCTAMHUHHBIH

npemnapar, a TaKke npu HeoOX0AMMOCTH XKapOMOHHKAIONIHI Ipenapar.

Pexomenayemas 103a
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HavanpHas /103a

HauanbHas no3a npenapara OxpeByc® BBOIMTCS B BU/IE IBYX OT/€TbHBIX BHYTPHBEHHBIX
uH}ys3uii: ¢ neproit nudysueii BBoaaT 300 Mr npenapara, 3aTeM yepes 2 HEEH BBOJAT €LLE

300 mr npenapara. Bpems nposeznenus HHQY3uu Gyaer cocTaBasaTh npubH3nTensHO 2.5 yaca.

Tlocneayronme 10361

Bee nocnenyromue 10361 npenapara OkpeByc® BBomsTCA B BH/IE 0JIHOKPATHOI BHYTPHBEHHOI
uHby3uu B 103e 600 Mr kaxbie 6 Mecsues. [leppyio u3 nocneayromux 103 600 Mr BBOAST
depe3 6 mecsues nocie 1-oii nHpy3uH HavaTbHOM 103bl. Bpems npoBeaenus undysun 6yaer
COCTABJIATH NPUOIN3HTENBHO 3.5 unu 2 yaca (ecii B TeYSHHE BCEX NPEAbLIYIIMX HHY3Hil He
ObLI0 cepbe3HBIX HHDY3HOHHBIX PEaKIHA).

MuHHMaNbHBIH HHTEPBA MEK/TY KaXK/IbIM BBeeHHeM npenaparta OkpeByc® 0/KeH COCTABIIATE

5 Mecs1eB

Ilyrs ¥ (Mi1M) cniocod BBeAeHUs

Ipenapar OxpeByc® Gyner BBOAMTH Bpay WM MEIHLIMHCKasA CECTpA.

IIpenapat BBOAUTCA B BEHY KanenbHO (BHYTPUBEHHAs HH(Y3HS).

3a Bamu 6ynyt nabmoznats Bo Bpems BBeienus npenapara Okpesyc® u B Teyenue, Kak
MHHHMYM, OJIHOT'O Yaca 1ocje BBeIeHHA. ITO HeoOX0AMMO Ha Cily4aid, eciii y Bac BO3HUKHYT
HEXeaTeIbHbIC PEakllMH, Hanpumep, HHQY3HOHHBIC peakiiii. B 3aBHCHMOCTH OT cTeneHn
CEepbe3HOCTH MH(Y3MOHHBIX peakiii BBEICHHE Npenapara MOKeT ObITh 3aMeIJICHO HITH
BPEMEHHO NMPEKPANIeHO. ITO NPHUBE/ET K YBEIIHYEHHIO 001 MPOI0IKUTENBHOCTH HHDY3HH,
HO HE K u3MeHeHHI0 103bl. CHuKenue 1031 mpenapara OkpeByc® He pekoMeHayeTcs.
Ipumenenue npenapara OkpeByc® Takke MOXKET OBITH IIOJHOCTBIO OTMeHeHO. Takske npu
Heo0X0AUMOCTH Oy/IET MPOBE/IEHO COOTBETCTRYIOILEE JiedeHHe (HHpOpMaLHIO 00 HH(Y3HOHHBIX

peaknusax cM. B pazjenax 2 u 4).

[Ipono/KNTEILHOCTD JICYeHH S

IIpenapar OxpeByc® npeaHazHayeH Jyisi A0JrOCPOYHOTO JEUEHHS.

Ecan Bol npumennan npenapara Oxpesyc® Gosibie, 4eM c/1e10BaJIo
IIpu ciyqaiinoM npesbliieHHH 10361 npenapata OxkpeByc® neuamuii Bpay HeMeUIeHHO
OCTaHOBHT HH(Y3uI0 1 OyaeT HabmonaTh 32 Bamu Ha npeamer pa3BuTHS HH(Y3HOHHBIX

peaKkuHii.

Ecan Boi 3a6b11n npumMenuts npenapar Okpesyc ®
Ecnu Bel nponyctuny BBeenne npenapara OkpeByc®, Kak MOXHO ckopee o6paTHTech K

Jieyaiemy Bpauy. He saute no cnenyiomei 3aranMpoBanHoi HHQY3HH.
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LEJIBIO HOIEPKAHUS 6-TH MECAYHOTO (MHHUMYM 5-TH MECSYHOr0) HHTEPBAIA MEKIY
BBEICHHAMH.
Hns nanbonsmeii 3dpexTnBHOCTH NpMeHeHns npenapara OxpeByc® BaxkHO, 4TOOBI Bbl

NOoJIy4and HHQY3HH B YCTAHOBIIEHHBIH CPOK.

Ecan Bel npekpariiu npumeHenne npenapara Oxpenyc®
BaxkHo 1poaopKath jieueHHe 10 Tex nop, noka Baiu nedaumii Bpay cuurtaet, uto npenapar

OKa3bIBACT MOJIOKHUTENLHOE AeicTBHE Ha Bac.

IIpy HanM4YKUKU BOTPOCOB 110 IPHMEHEHHIO Mperapara 00paTHTECh K JieYalemMy Bpauy,

pabOTHHUKY anTeKH MJIK MEAMLIMHCKOMH CecTpe.

4. Bo3MoKHbIE HeKeaTe/bHbIe PpeakiiHu

IToro6HO BceM ekapCTBEHHBIM MPENapaTaM MpenapaT MOKET BhI3bIBAThH HEXKeIaTeIbHbIE
peaxiuH, OJJHAKO OHH BO3HHKAIOT HE Y BCEX.

Bo Bpewms seuenus npenaparom OkpeByc® MOTYT BOSHHKHYTD CJIEYIOLIHE CePhe3Hbie
Hexke/1aTe/IbHble PEaKIHH, [1PH BO3HHKHOBEHHH KOTOPBIX C/IEAYEeT HeMeAJIeHHO CO00IMTh

CBOEMY JieyalemMy Bpavy.
Ouenb 4acTo — MOryT BO3HHKATh Y Oosiee 4eM | uenoseka u3 10:

HUH]yY3HOHHBIE peakIuH

HesameumurensHo coobmmre cBoeMy jieyalleMy Bpady WIH MEAMLIHHCKOM cecTpe, eciii Bal
3ameTHTE y cebs 000l U3 ce1ylolMX CHMITOMOB BO BpeMs HH(Y3HH U B TeueHue 10 24
YacoB I10CJI€ 3aBepILeHHs HH}Y3uu:

®  KOXKHBIH 3y1;

®  Cbillb;

® KpanHBHHULA;

® [OKPacCHEHHE KOXKH;

e pasapaxeHHe UIH 00Jb B ropie;

®  OJblLIKA;

® OTeK ropia;

® [IPUJIMBHI Kapa,

®  HH3KOC apTepHAIbHOE JIaBJICHUE;

® [OBBIICHHAA TEMIEpaTypa Teja;

¢ [IOBBIIICHHAA YTOMIIACMOCTD,
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e rojoBHasA 00Jb;

¢ TOJIOBOKPYXKCHHC,
® TOIIHOTA,

®  yualeHHoe cep/auedueHue.

HUndekiun

®  UH(]EKLUNH BEPXHUX ABIXATEIBHBIX MyTEH;

® TpUMIL

HesamemurensHo coobumTe cBoeMy JiedalieMy Bpavy WIH MEAHIMHCKON cecTpe, eciv Bei
3aMeTHTe Y cebs 1000H U3 ITHX MPU3HAKOB HHDEKLIMH:

e JINXOpaJKa MK 03HOD;

e HenpeKpaualolHiCcs Kallelb.

Yacro — MoryT Bo3HMKaTh He Oonee yeM y | yenoseka u3 10:

Undekumn

® BOCMAJEHHE CIH3HUCTON 000I0YKH NPHAATOUHBIX 11a3yX HOCA (CHHYCHT);
e OpOHXHT;

e reprec NojocTH pra (mpocTyaa Ha rydax);

*  HH(EKUUH KeIyaKa H KHILEYHHUKA (raCTPOIHTEPHT);

e HH)EKIHH AbIXaTeNIbHbIX MyTei;

® BHpPYCHbIE HH(EKIHH;

e onosceiBarouuii sMwaii (Herpes zoster);

® BOCMAJIEHHE MOJKOKHO-KHPOBOH KIETYATKH.

HesameuurensHo coobluuTe CBoeMy JieyallleMy Bpavy HJIH MEIHIIMHCKO# cecTpe, eciii Bl
3aMeTuTe ¥ ce0st m000# U3 ITHX MPU3HAKOB HHDEKIIHH:

® JIMXOpajKa WIH 03HO00;

® HenpeKpamarouHics Kauemb.
IIpoune HekeNaTe/IbHbIE PeaAKIHH

O4enb 4acTo — MOTYT BO3HHKaATh y Oosiee yeM | yenoBeka u3 10:
® CKOIJIEHHWE I'YCTOM CJIM3H B HOCY, FOpJi€ WIIM Ipyau (Ha3o(hapuHIHUT);

® CHHKEHHE YPOBHA HMMYHOrJI00ynmHHa M B aHamM3e KPOBH.

Yacro — MoryT Bo3HMKaTh He Oosiee yeM y | yenoseka u3 10:
® KOHBIOHKTHBHT;

® CHHXXEHHE YPOBHS HEHTPO(HUIIOB B KPOBH (HEHTpONeHHS );
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® HACMOpPK, KarapalibHble ABJIEHUA (YMXaHHeE, mmenb)(,

e CHW)XXEHHE YPOBHA HMMYHOrIoOynnHa G B aHallu3e KPOBH.

HeuspecTHo (MCXO0d M3 HMEIOLIMXCS JaHHBIX YAaCTOTY BO3HHKHOBEHHSA ONMPEIC/IHTh
HEBO3MOJKHO):
® CHHXXEHHE YPOBHA HEHTPO(HIOB B KPOBH Uepes 4 u Goee Hezlelb nocie HHPy3Hu

(oTcpoveHHas HEHTPOIICHUA ).

Cool1uieHue 0 HexKeNaTebHbIX PeaKIHAX

Ecnu y Bac BO3HHKAIOT KakHe-1M00 HEXeIaTelIbHbIC PeakiHu, NPOKOHCYIbTHPYHTECH C
Je4alluM BpauoM, pabOTHHKOM anTeKH WIH MeJHIHHCKOH cecTpoi. Jannas pekomMeHaius
pacrpocTpaHseTcs Ha JiloOble BOZMOKHBIE HEKENaTeIbHbIE PeakllHi, B TOM YHCIIE Ha He
Nepe4YHCIICHHBIC B JIMCTKE-BKIaAbIe. Bbl Takke MokeTe COOOIIMTE O HEXeJlaTeIbHbIX
peakiuax B HHGOPMAHOHHYIO a3y JaHHBIX 110 HEXENATEIbHBIM PEakuaM (IeiicTBIAM) Ha
JIeKapCTBEHHBIE NPENapaThl, BKI0Yas cooOIeH s 0 He3)EKTHBHOCTH JIEKapCTBEHHBIX
[IpenaparoB, BbIABJICHHBIM Ha TEPPUTOPHH FOCylapcTBa — wieHa Espasuiickoro
IKOHOMHUECKOro coro3a. Cooduias o HeXelaTeIbHBIX peakuusx, Bl moMoraere nmoay4uTth

Oosplie cBeieHMI 0 O€30MacHOCTH Mpemnapara.

Pecnybauxa Apmenus

AO3T «Hayunoro Lenrtpa Oxcnepru3sl Jlekapers u Meauumackux TexHonoruii uM. AkazeMuka
D. lNabpuensua»

0051, r. Epeean, nip. Komuraca, 1. 49/4

ten. +374 (10) 20 05 05; +374 (60) 83 00 83

e-mail: admin@pharm.am

www.pharm.am

Pecnybauxa Kazaxcman

PecnydMKaHCcKkoe rocy1apcTBEHHOE MPEANIPUATHE HA TIPaBe XO3SHCTBEHHOTO BEACHHS
«HaunoHanbHbIH HEHTP IKCTIEPTH3bI JIEKAPCTBEHHBIX CPEICTB M MEAHIIMHCKHX M3ICITHI»
Komurera MeMIMHCKOrO M (hapMalieBTHYECKOro KOHTPOJIss MHHHCTEPCTBA 3/1paBOOX paHEHHS
PecnyOinku Kazaxcran

010000, r. Acrana, paioH baiikonsip, yi1. AManrenan Fimanosa, 1. 13

Ten. +7 (717) 278 98 28

e-mail: pdlc@dari.kz

www.ndda.kz

Koipevisckas Pecnybnuka
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3apaBooxpanenus Keipreickoit Pecyoniku

720044, r. bumikek, yn. 3-a Jluuus, 1. 25

Ten. 0 800 800 26 26 «ropsuas muuus»; +996 (312) 21 92 89
e-mail: dlsmi@pharm.kg

www.pharm.kg

Poccuiickaa ®edepayusn

®enepanbhas ciyxba no naazopy B chepe 3apasooxpanenus (Pocsapasuanzop)

109012, r. Mocksa, CiiaBsiHcKas riomab, 1. 4, crp. |

Ten. +7(499) 578 02 72, +7 (499) 578 02 20 (cnpaounas), +7 (499) 578 06 70 (MHOrOKaHAILHbII)

e-mail: pharm(@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

5. Xpanenue npenapara Oxpenyc®

e XpaHuTe npenapar B HEJIOCTYITHOM JUls pebeHKa MecTe TaK, 4ToObl peGeHOK He MOT YBHJIETh
€ro.

¢ He npumensiite npenapar rnocjie HCTEUEHHS CPOKA FOJHOCTH (CPOKA XpaHEHHs ), YKa3aHHOTO
Ha KapTOHHO# Mayke u 9THKeTKe pakona nocne «I'oxen no». JlaToii ucteuenus cpoka
rOJIHOCTH ABJIAETCSA MOCIEAHNN IeHb JAHHOIO Mecsla.

e Xpanute npenapar npu temneparype 2-8 °C B KapTOHHOM Navke JUIs 3alMThI OT CBETA.

e He 3amopaxuBaiiTe H He BCTpsAXHBaiiTe npenapar.

e bbina nokasana xumuyeckas U gusnyeckas crabuiIbHOCTb B XO/1€ HCMOIb30BAHHS B TEYEHHE
24 vacos npu Temneparype 2-8 °C u nanee 8 yacoB npu KOMHATHO# TeMIepaType.

e C TOYKH 3peHUs] MUKPOOHOIOrHYECKOH YHCTOTBI PACTBOP /U HHY3HH CcrieyeT
UCII0J1b30BaTh Cpa3y MoC/e NPUroTOBICHHUS. Eciin roToBeIit pacTBOp He ObLI HCMONB30BaH
Cpa3sy Mmocje NPHIOTOBJICHHUS, TO OH MOXKET XPaHUThbCA He Gonee 24 4acoB NpH Temieparype
2-8 °C u nanee 8 4acoB NpH KOMHATHOI TeMrepaType MpH YCIOBUH, YTO pa3BeJICHHE
NPOBOJIMIIOCH B BAIWIMPOBAHHBIX ACENTHYECKHX YCIIOBHSX.

e Eciu nndysuio ne yaaercs 3aBepuinTh B yKa3aHHBIN [1€PUOJL, OCTABLIMIICS B MH(DY3HOHHOM
NaKeTe PacTBOP CJEAYeT YHHUTOXKHTD.

¢ He soibpaceiBaiite (He BbUIMBANTE) MpenapaT B KAaHAIH3ALMIO. YTOYHHTE y paboTHHKA
anTeKH, KaK CIeAyeT YyTHIM3HPOBaTh (YHHYTOXKATh) Npenapar, KoTopsli 6oasile He

notpedyeTcs. ITH Mepbl O3BOJIAT 3aIHTHTE OKPYKAIOILYIO CPE/LY.

6. Coxaepxumoe yNnakoBKH M NpoyuHe CBeleHHs



COOTBETCTBYET SKCNEPTHOMY QTUHETY

or 18.10.2023 N2 20768

IMpenapar Okpenyc® conepxuT (MOCNENOBATENBHOCTG 0005)

Oxpesyc®, 30 Mr/mil, KOHLIEHTDAT JUIsl IPUTOTOBICHHUS pacTBopa s uHdy3uit

e JlefcTBYIOIMM BELIECTBOM ABJIACTCA OKpenn3ymal. Kaxblii QuiakoH ¢ KOHIIEHTpaToOM uis
IPUTOTOBJICHUS pacTBopa Ui HHPY3uit conepxut 300 Mr okpennsymaba, yro
COOTBETCTBYET KOHIEHTpauuu 30 MI/MII 10 pa3Be/ieH .

e [Ipounmu uHrpeaMeHTamMu (BCIOMOraTe/IbHbIMU BELLECTBAMM) SBJISOTCS HATPUS alleTaTa
Tpuruzapar (cm. pazaen 2 «[Ipenapar OkpeByc® conepHuT HaTPHii»), YKCYCHas KHCJIOTA

JeIsHast, o,0-TPerajo3sl AMruapar, noaucopdar 20, Boaa 1ia HHBEKIIHIA.

Buewnuii Bua npenapara OxkpeByc® H coaepkumoe ero ynakoBKH

[Ipenapat OkpeByc®, KOHLUEHTPAT [1s TIPUTOTOBICHUSA PacTBOpa Ul HH(Y3Uii, pejcTaBIseT
co00it MPO3payHyI0 HIIH ClIerka ONajIeCUMPYIOLLYIO JKHAKOCTh OT OECLBETHOrO JI0 CJIerKa
KOpHYHEBATOI'O LIBETA.

IMpenapar OkpeByc®, KOHUEHTPAT A IPHTOTOBJICHHUSA PAacTBOPa U MH(Y3H, JOCTYIEH B
CIEAYIOIIEH YIIaKOBKe.

[Tpu ynakoske Ha ®. Xoddmana-JIs Pow Jlta., [Hseliuapus

[To 10 ma (300 mr/10 mu) npenapara Bo ¢uiakon GecUBETHOTO cTeka (THAPOIMTHYECKHH Kiace |
E®), ykynopeHHblii npoOkoit 3 OyTuiikaydyka, JaMHHHPOBAHHOTO (TOPNONIMMEpPOM, 00KATHII
QIFOMHHHEBBIM KOJIMIAYKOM H 3aKPBIThIH IJIACTMACCOBOM KPBILIKOH.

| (pnakon ¢ npenapaToM BMECTE € THCTKOM-BKJIAIbIIIEM MIOMELIAIOT B KAPTOHHYIO MauKy.

C 1enbio KOHTPOJIS NEPBOroO BCKPBITHS HA 14Ky HAHOCHTCS 3alMTHAS rojorpaduyeckas
HaKJIeHKa.

[Ipu ynakoske Ha AQ «OPTAT», Poccus

ITo 10 mu1 (300 mr/10 mut) npenapara Bo (1akoH GECIBETHOTO CTeKJIA (THAPOJIMTHYECKHH KJlace
I E®), ykynopeHHblit mpoOkoit u3 OyTHiKayuyka, IJAMMHHPOBAHHOTO (PTOPIIOIMMEPOM,
00XKaThli aIFOMUHHUEBBIM KOJIMAYKOM H 3aKPBITHIH [1IACTMACCOBOM KPBILIKOIA.

1 (pnakoH ¢ npenapaToM NOMEIAOT B IUIACTHKOBBIH HJIN KapTOHHBIH TOIOH, KOTOPEI BMECTe
C JIHCTKOM-BKJIA/ILIILIEM [TOMELIAIOT B NAYKy M3 KapTOHA U1 MOTPEOMTENbCKOM Taphl MOArPYIII
xpoM-3p3an 1o 'OCT 32096-2013 wiu HMOOPTHOTO.

C uenbio KOHTPOJIA NEPBOro BCKPhITHA HA Ma4Ky HAKJIEHBAIOT CAMOKJIESALIIHECS CTHKEPBI C
norotunom AO «OPTAT».

I'pynnosas ynakoBka 1 TpaHcnopTHas Tapa B cootBeTcTBUH ¢ TOCT 17768-90.

JepiaTesib perncTPalMOHHOIO Y/10CTOBEPEHHSI
®. Xodpdmann-JIs Pour Jlta., lseiinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland
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OCNEOOBATENBHOCTL 0005)

Ipon3BoauTeb/BoinycKaouii KOHTPOJIb K avectsa|

®. Xoddmann-JIs Powr JIta., llseiinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland
AO «OPTAT», Poccus

157092, Kocrpomckas 06:1., Cycanusckuii paiion, c. CeBepHoe, MKp. XapuTOHOBO

3a moboii nHdopMaIKeit 0 mpenapare, a TAKKe B C1y4asX BOSHHKHOBEHHA NPETEH3MH, CIICAYCT

06paLuaTbca K MECTHOMY NpPEJACTABUTEIIO AEPHKATEIA PETHCTPALIHOHHOIO YA10CTOBEPCHHA.

Pecny0iinka ApMeHus

000 «Axtu 'pyn»

0015, r. Epesan, yn. [{3opanu, a. 70/3, 4 stax
ten. +374 (91) 79 66 88

e-mail: gavaneh.ghazaryan@gmail.com

Pecny6.iiuka Kazaxcran

TOO «Pom Kazaxcran»

050051, r. Anmarsl, Meneyckuii paitos, np. Jlocrsik, 1. 210
ten. +7 (727) 321 24 24

e-mail: kz.safety(@roche.com / kz.quality{@roche.com

Ksbiproizckas Pecnybinka

Arentckuit opuc «®. Xodppmanun-JIa Pomr Jita.»

720055, r. bumkek, yia. Axyn6aesa 127/1, 8 arax, kab. 808
Ten. +996 (312) 29 92 92

e-mail: cholpon.galieva@gmail.com

Poccuiickan ®exepauus

AQ «Poum-Mocksa»

107031, r. Mocksa, TpyOHas ruiomais, 4. 2, nomewenue 1, atax 1, komuara 42
ten. +7 (495) 229 29 99

www.roche.ru

B cnyuae ynakoBku Ha AO «OPTAT»

157092, Koctpomckas 06:1., Cycanuuckuii paion, c. CepepHoe, MKp. XapuTOHOBO

tei./daxc +7 (4942) 650 806

JIcTOK-BKJIAALII IEPECMOTPEH

[Ipoune HCTOYHMKH HHPOPMALHH
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http://www.eec.eacunion.org.
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Cre/leHHS /11 MEAHIHHCKUX PAGOTHHKOB (NOCNEACBATENBHOCT]

Crnenyromue ceieHHS NpeAHAa3HAYEHBI HCKIIIOUHTENBHO IS MEAULMHCKMX PaBOTHHKOB.

Jleuenue cnenyeT HAYMHATE W MPOBOANTH O KOHTPOJIEM Bpaua-crielHalincTa, HMEIOIEro OMbIT

B THarHOCTHUKE U JICYCHHH HEBPOJIOTHYECKHX 3a00/I€BaHMI U NPH HAJHYHH JI0CTYNA K

MEMIHHCKHM CPEICTBAM /sl KYTMPOBAHHSA TAKENIBIX PEAKLMi, TAKHX KaK CEphe3HbIC

MH(Y3HOHHBIE PEAKIIHH.

IIpemeaukauus /uis npodHNaKTHKH HHQY3HOHHBIX peakiuii

Ilepen kaxabIM BBEJCHHEM OKpeH3ymMala ¢ Leablo CHHKEHHS YaCTOTHI M THKECTH

MH(Y3HOHHBIX PeaKIHii CeyeT POBOANTD CIIEIYHOIIYIO IBYXKOMIOHEHTHYIO TPeMeIHKALHIO

(cm. paznen 4.4 OXJIII o AOMONTHHTEIBHBIM IAram JUlsi CHUKEHHUS YacTOTBI M TSKECTH

HHOY3HOHHBIX PeaKiHii):

®  METHINPEIHU3O0JIOH (MIIH SKBHBAJIICHTHBIH JIeKapCTBEHHBIH npenapar) B 1o3e 100 mr B/B
npubIM3uTEnBHO 3a 30 MHHYT 10 KOXK10H HHPY3HHK;

® AHTUIMCTaMHHHBIH Tpenapar npubau3uTeNbHO 3a 30-60 MHHYT 10 KaK10H HHY3HU.

B nononnenue cneayer paccMOTpeTh MPEMEIHKALNIO AHTHITHPETHKOM (HanpHMep,

napateramMmonoM) npubausuTenbHo 3a 30-60 MuHYT 10 Havana Kaka0i HHPY3HH.

Pexxum 103upoBaHus

Hauanonasn dosa

Hauanbnyto 103y 600 Mr cieryet BBOJANTD B BH/IE IBYX OT/CIbHBIX B/B HH(Y3Hii: ¢ epBoi

uHdysuei BBoaar 300 mMr npenapata, 3aTem yepes 2 Hexenu BBoaaT eute 300 Mr npenapara (cM.

tabnuuy 1).

Hocneoyiowue 0o3vl

Bce nocnenyronme 10361 okpenuzymaba B JaibHeifeM BBOAATCS B BUIE OJHOKPATHOI B/B

uHpy3uu B 1o3e 600 Mr kakasie 6 Mecaues (cM. Tabnuuy 1). ITepeyio u3 nociaenyomux 103 600

MI CJIEYET MPOBOAUTE Yepe3 6 mecaler nocne 1-oit vHQY3uH HAYAILHOMH JIO3BI.

MuHHManbHBIH HHTEPBAI MEKY KaxIAbIM BBEEHHEM OKpeIH3yMada JOIKEH COCTaBIATh 5

MECALEB.

Koppekiius 10356l MpH HHCbVSPIOHHI)IX pEeaKHuAX

Kusneyepoocarowue ungysuonnvie peakyuu

Eciu Bo Bpems uH(Y3HH BOSHUKIIH CHMITTOMBI KU3HEYTPOKAOLINX HIIH HHBATHIAM3HPYIOIIHX
HHQY3HOHHBIX PEAKLHH, TAKHE KaK OCTPasi TUIIePYyBCTBHUTEIBHOCTD HIIH OCTPBIi
peCnHpaToOPHbIH JMCTPECC-CHHAPOM, HH(Y3HIO Clie/lyeT HEMEUIEHHO NpeKpaTHTh. [lamueHT
JIOJKCH TIOJIyYMTh COOTBETCTBYIOIIEE MOAJAEPKHBAIONIEE JICUeHHE. Y TaKUX MAllMEHTOB
NpUMEHEHHE OKpenu3yMaba ciielyeT OTMEHHTh H He BO30OHOBIIATH B JabHeHnIeM (CM. pasjien

4.3 OXJIII).
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Taxcenvie ungysuonnsie peakyuu (NOCNEACBATENBHOCTL 0005)

IIpy pa3BUTHH TsKEI0H HHPY3HOHHOH PEaKIMK (HAIPHUMED, OJBILLIKH) HIIH TIPH
O/ITHOBPEMEHHOM TOSBJIEHHH TIPHIMBOB, TMXOPaIKH U 601K B ropiie, HHY3HUIO ClieyeT
HEMEJUICHHO NnpekpaTuThb. [laiuenTy Heo6X0AMMO MPOBECTH CHMIITOMATHYECKOE JICYEHHE.
HHdy3Hio MOkHO BO30OHOBHTH TOJIBLKO TIOC/IE pa3pelleHus Bcex cuMnToMoB. HauansHas
CKOPOCTb IpH BO300HOBIIEHHMH HH(Y3HH JI0JDKHA OBITh B JIBa pa3a HHXKE, Y4eM CKOPOCTh HHDY3HH
Ha MOMEHT Hayajla pa3sBUTHs peakuuu. [Uis nocneayrommx MvHQY3uii KOPPEKLUA JI03bI HE
TpebyeTcs, 3a HCKIIOUEHHEM CITydaes, KOT/Ia Y ALHEHTA Pa30BbeTCs HH(Y3HOHHAS PEaKius.
Hughysuonneie peaxyuu nezkoil unu cpeoHelt cmenenu msaxcecmu

[Tpy pa3sBuTuy HHOY3HOHHOI pPEaKIMy JIETKOH WM CPeJHEeH CTeNeHH TAKECTH (HampuMep,
roJIOBHOM 00JIH) CKOPOCTh HH(DY3HH CIIEAYET CHH3HUTB JI0 NOJOBUHBI CKOPOCTH HA MOMEHT
Havana siBneHud. Cieyer npoio/kaTh BBEJICHHE C JAHHOH CHHIKEHHO! CKOPOCTBIO B TEUCHHE
MHHHMYM 30 MuHYT. B cnydae xopouieH nepeHOCHMOCTH HH(QY3HH, CKOPOCTh BBEJICHHS MOKHO
YBEJIHYHTh B COOTBETCTBHHU C M3HA4YaIbHBIM rpadukom. s nocaenyomunx nadysuii
KOPPEKLIMsA 103kl He TpebyeTcs, 3a HCKIIOUEHHEM CITyyaeB, KOT/ia y MalHeHTa pa3oBbeTcs
UH(Y3HOHHAA peakLus.

Cnoco0 npumeHeHus

[Tocne pasBenenus, npenapar BBOIAT NyTeM B/B HHPY3HHU Yepe3 OTACIbHYIO HHPY3HOHHYIO
cuctemy. BBoauThk npenapat B/B CTpyHHO WIH OOJIIOCHO HENb3A.

Eciu B TeyeHue Bcex npeablayumx HHQy3Hi okpesnn3ymada y nalMeHTa He 0TMeYalioch
Cepbe3HBIX HHPY3MOHHBIX peakLuii, mocaeayIoNHe 1036l Ipenapara MoKHO BBOAUTE Dolee
KOpoTKMMH (2 yaca) uHdy3usamu (cM. Tabnuny 1, Bapuanr 2).

Tabnuua 1. Cxema go3upoBaHus

Konnuectro MHCTPYKIMH 10 NPOBEICHHIO
okpenn3ymaba, uHpy3Hn
NOJUIEXKAIIIeE BBEICHHIO
Havaabnas 1-as undysus 300 mr - Hauare undy3uio co
ao3a B 250 mn ckopocTtbio 30 mi/y B
(600 mr), TedeHue 30 MUHYT.
paszeneHHas Ha - 3aTeM CKOpOCTh MOKHO
2 undy3un 2-as nudy3us 300 Mr YBEIIHYHBATH C [IaroM
(uepes 2 5250 Mn 30 mu/y Ka}K,ELI:Ie 30 MHHYT 10
HeZleH Mocie MaKCHMAJIBHO# CKOPOCTH
nepBoit) 180 mn/4.
- Kaxayro undysuio cnejyer
IPOBOJIMTE B TEYCHHE
NpHOIU3UTENILHO 2.5 4acoB.
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Mocaenyomme
A03bl
(600 mr)
OnHokpaTtHas
uHby3us
KaXKble 6
MECSIIEB

Bapuanrt 1

JlmurensHoCTh
npudIM3HTEh
HO 3.5 yaca

00 wr 110

ORI AR s 6005

B 500 mn

cKopocTeiO 40 Mi1/4 B
TeuyeHHe 30 MUHYT.

- 3aTeM CKOPOCTh MOKHO
YBEJTHYHMBATD C LATOM

40 mur/u kaxisie 30 MHHYT J10
MaKCHMaJIBHOH CKOpPOCTH

200 mn/u.

- Kaxxnyro undysuio cnenyer
MPOBOJMTE B TEYEHHE
npuOIH3HTENBHO 3.5 YacoB.

HIIH

600 mr
B 500 Ma

Bapuanr 2 - Havate undy3zuio co
ckopocthio 100 mii/u B
TEYEHHE NEPBLIX 15 MUHYT.
- YBe/IHYHUTL CKOPOCTB J10
200 ma/4 B TeueHHe
cneayromux 15 MUHYT.

- YBEIHYHTH CKOPOCTh JI0
250 mn/4 B TeueHue
caenyromux 30 MHHYT.

- YBeIHYHTB CKOPOCTH J10
300 mn/4 B Teuenue
ocraBiuxcs 60 MUHYT.

- Kanyio undysuio cenyer
NPOBOAMTH B TEYCHUE
NpHOIH3HTEILHO 2 YaCOoB.

JInuTenbHOCTh
MpHOIH3UTEIb
HO 2 yaca

JlekapcTBeHHBIH TIpenapar cieyer pa3BecTH nepes npumMeHeHneM. Yro6sl MpUroToBUTH
pacTBOp /IS B/B BBEAGHHS, KOHLEHTpAT npenapara OkpeByc® ciiefyeT pasBecTH B
uHdy3nonHom nakere, conepraiiem 0.9% pacreop Harpus xaopuaa. Konuenrpaius rorooro
pacTBOpa A0JDKHA COCTABJIATH NMPUMEPHO 1.2 Mr/mii. BHeluHuii B1 roToBOro pactsopa:
NpO3pavHas WK CIETKa ONalecUHpyIOLIas JKHIKOCTh OT OECIBETHOTO JI0 ClIerkKa KOPHYHEBATOTO
1[BETA.

3a nauueHTamMu HeoO6X0MMO HabMOAaTh BO BpeMsi HH(PY3HH H, KAK MUHHMYM, B TEYEHHE
OJIHOTO 4Yaca I10cje 3aBeplieHus HHQY3HH Ha MPeaIMET BO3SHUKHOBEHHUS CHMITTOMOB
MH(Y3HOHHBIX peaKIMid.

[Toaroroska npenapara K BBEICHHIO J0JDKHA [IPOBOAMTLCA MEAMIIMHCKHM CHELMAIHCTOM B
ACENTHYECKHUX YCJIOBHSX.

He BcTpsixuBath.

He 3amopakuBarts.

Cnenyer HCMONB30BaTh CTEPUIILHYIO HITTY M IINPHIL IS PHIOTOBJICHHS pacTBOpa st HHDY3Hii
okpenu3ymada.

HpenapaT npeaHasHa4vYCH TOJbKO IJIA OJHOKPATHOI'O UCIOJIB30BAHHA.
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KoHueHTpaT HeJb34 HCIIONB30BATh IPH H3MEHEHHH oxpé%%gm%ﬁﬂ%gﬁe%@

MOCTOPOHHHUX BKIIHOYEHHH.

JlexapCTBEHHBII Mpenapar cieyeT pa3BecTH nepe npuMeHeHneM. YToObl IPUroTOBHTH
pacTBOp U1 B/B BBEJCHHS, KOHUEHTpaT npenapara Okpesyc” cieayer pa3secTH B
HHY3HOHHOM nakete, copeprkaiieM 0.9% pacTBop HaTpUs XJIOpHAA B cOOTHOMEHUsAX 300
mr/250 st unm 600 mr/500 mnn. KoHneHTpalms roroBoro pacTsopa J10JkHa COCTABIIATh
npuMepHo 1.2 Mr/mmn.

Beenenue pacTBopa J0JKHO MPOBOJIHTECS € HCTIOJIB30BaHHEM HH(Y3HOHHOH CHCTEMBI CO
BCTPOEHHBIM (HILTPOM ¢ HamerpoM nop 0.2 uiu 0.22 MUKPOH.

HenocpezacTeenno nepen HHQpysuel coaepkumoe HH(Y3HOHHOTO MaKeTa JA0JKHO HMETh
KOMHATHYIO TEMIIEPATYpY.

Vmunuzayusn

Bech ocraBmmiics nekapcTBeHHBIH Npenapar H OTXO/bI ClIEAYeT YHHYTOXKHTh B YCTAHOBICHHOM

NOpsAJIKE.

20



