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BoHcnpy— TeKCT TMCTKa-BKaaapiua (JIB) e e COTTACGn s *y o
MHAHUCTEPCTE0M 3JIPARQOX PA

PECITVBIIAKH

g5 9 7 - Z U Z T Ipuxas Munncreper PaBOOXDAHEH
Pecnybankn Benapyes

or L OF LOZF o 5O
JIncTok-BKIaABIM - HHGOPMALHA /I MAIHEHTA T ——

BoHcnpH, pacTBOp st MOAK0XKHOro BBeeHus 20 MI' B IpeIBAPHTEILHO 3aM10/IHEHHOM
mnpuue.

Odarymymad

V Jlexapcmeennviii  npenapam  noonedcum OONOTHUMENbHOMY — MOHUMODUHZY, KOmopbwiil
cnoco6emeyem GblcmpoMY 6bIAGILEHUIO HOBLIX C6e0eHUtl no besonacrocmu. Bet modiceme nomoyw,
coobwas uHpopmMayuio 0 1100bIX HeJHCeNameNbHbIX PeaKyusx, Komopvle 603HUKIU 6 nepuoo
npumenenus 1eKapcmeeHHO20 npenapama (6 mom Yucie u 0 CLy4aix e2o HeaghghexmusHocmu).

Cnocob coobuyenus 0 HedIcelamelbHbIX PeaKyusx onucan 6 pazoene 4 JTUCMKA-8KIAOBIUUA.

[lepen mpueMoM Iperapara IOJHOCTBIO MPOYUTAHTE JIMCTOK-BKIAJBILI, MOCKOJIbKY B HEM
cozieparcs BakHble 11 Bac cBeieHus.

CoXpaHHTe TUCTOK-BKIabII. Bo3moxHO, Bam noTpebdyercst pOUMTaTh €ro eIlle pas.

Ecan y Bac BO3HMKIM [ONOJHHTENBHBIE BOMPOCHI, OOpAaTHTECh K JieYalmemy Bpady HIH
pabOTHUKY alTEKH.

[Ipenapar Ha3HaueH uMeHHO Bam. He mepenaBaiTe €ro IpyruM JIOISM. OH MOXET HaBPEIHUTh
VM, JJ)Ke €CII CHMIITOMBI UX 3a00JIeBaHuUsI COBMA/AIOT ¢ Bamumu.

Ecnu y Bac BO3HHKIHM Kakue-THOO HEXeNaTelbHbIE PEaKL|u, 0OpaTHTech K Jieyalemy Bpady.
JlaHHas peKOMeHJALMUs PacpOCTPAHAETCs Ha JIFOObIE BO3MOXHbBIE HEXENATENbHBIC PEAKINH, B

TOM YHCJI€ HA HE NIEPEUHMCJICHHBIE B pa3JiCJIic 4 nucTKa-BKJIAAbIIIA.

CoepxxaHue JJHCTKA-BKJIAAbIIIA
1. Yro u3 cebs npeAcTaBiseT npenapar boHCnpu, u Ui Yero €ro NpUMEHSIOT
O yeM cleIyeT 3HaTh Iepe]| IPUMEHEHHEM Tpenapara boHcnpu
[Ipumenenue npenapata boncmnpu

2
3
4. Bo3MOXHBIE HEXEJIaTENIbHbIC PEaKIH
5. Xpanenue npenapara boncnpu

6

COIle)KI/IMOC YIaKOBKHM U IIPOYHUE CBCACHUA

1. Yo u3 cebst npeacTas.asieT npenapat boHcnpu u I 4ero ero NpUMeEHM0T
1.1 Yro u3 cebst npeacrasiasieT npenapar boucnpu
BOHCIIPH COIEP/KUT JIEHCTBYIOIIEE BENIECTBO opaTtymyma0. Odarymymab OTHOCHTCS K TpyIIIe

JICKApCTBCHHBIX IIPENIapaToB, Ha3bIBA€MbIX MOHOKJIOHAJIbHBIMHA aHTHUTCIIaMH.
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1.2 [ gero ero mpumensiercs boncnpn
JlexapcTBeHHBIH npenapar boHCIpH NpUMEHseTCs IS JISYSHUs] peLUAUBHPYIOIUX GopM

paccesinHoro ckiepo3a (PPC) y B3pocibIx nmanueHToB.

1.3 Kak aeiicrByer npenapat boncnpu

BoHcnpu feicTBYeT, IPUKPEIUIIsich K MUILEHH, HaspiBaeMoi CD20, na moBepxHocTu B-
auMpouuToB. B-muMdouuTh — 3T0 Geble KPOBAHBIE TENBIA, SABJISIOMHUECS YaCThIO UMMYHHOH
chcTeMBI (3aIUTHBIX CHJI opranu3Mma). [Ipu paccessHHOM cKJiepo3e IMMYHHAsl CUCTEMA aTaKyeT
3aIIUTHBINA CJIOM BOKPYT HEPBHBIX KJIeTOK. B 3T0T mpouecc BoBieyensl B-numdonutsl. Borcnpu
LieJIEHANPABJIEHHO BIIMSET Ha B-KJIETKH U yAasseT uX, TEM CaMbIM CHHXKasi BEPOSITHOCTh

peuuauBa, o0Jjieryass CAHMIITOMBI M 3aMeJIsIs IpOTrpeCCUPOBAHUEC 3a00JIeBaHus.

2. O 4eMm cJiegyeT 3HATH Nlepe]l IPMMEHEeHHeM npenapara boucnpu

2.1. He npumensiiite npenapat boncnpu:

- ecinu y Bac auteprust Ha odaTtymymab win Kakue-mbo Apyrue HHIpeAUEHThI JaHHOTO
JIEKApCTBEHHOTO Ipernapara, IepeurciieHble B pa3jee 6;

- eciiu Bam cooOmmiy, o ToMm, 4yTo y Bac cepbe3Hble mpo6ieMbl ¢ ”MMYHHON CHCTEMOM;

- eciid Bel cTpanaere Tspkenoi uHpeKuue;

- €CIIn Yy Bac 310kadyecTBeHHOE HOBOO6p&30BaHHC.

2.2. Oco0ble ykazaHHus H Mepbl PEJ0CTOPOKHOCTH

IIpokoHCYyILTHPYHTECH CO CBOMM JIe4YallliM BPavoM nepe] npumMeHeHnemM boncnpn

- BoHcipr MOXKET BbI3BaTh aKTUBU3ALIMIO BUpYyca renatuta B. Bam nevamuii Bpad Ha3HaYHT
aHaJIM3 KPOBH JIJIS OIICHKH pUcKa 3aboneBaHus renatutoM B. IlanueHToB, y KOTOPBIX OBLT
rernatut B, uim KOTOpbIe SBJISAIOTCS HOCUTENIEM BUpYyca rernarurta B, HanpaBisoT k
CHEHATM3UPOBAHHOMY Bpady;

- [Tepen Tem, kak Ha3HAYUTH NpenapaT boHcnpu, Bam nedanuii Bpau MOXXeT IPOBEPUTH
cocTtosiHue Baimeih MMMYHHOH CHCTEMBI;

- Ecnu nepen HavyaioM JIeYeHUs y Bac BbIsIBIIEHA HH(EKIIHS, Bpad MOXKET OTKa3aThCA OT
Ha3HA4YeHHs npernapara BOHCIIPH UK OTIIOKHUTH €ro A0 U3JIEYEHHS OT HHPEKIIUH.

- Bain sieyammuii Bpad MpoBEpUT, HYXHBI T4 BaM kakue-1u00 NpUBUBKY 10 Havaja JIeYeHHsI
npenapatoM boncnpu. Eciu Bam HeoOxonuma BakiMHALIMS )KUBOH MITH )KUBOU
aTTeHYUPOBaHHOH (0cableHHOM) BaKIIMHOM, €€ clieyeT BBECTH HE MEeHee, YeM 3a 4
HeJeNu 0 Havajia ieyeHus npenapatoM boncnpu. J[pyrue TUnbl BaKUMH ClielyeT BBOIUTH

HE€ MCHEEC, YEM 3a 2 HeJeU 10 Havyaja JeYeHUs npe€napaTtomM BOHCHpPI.
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Bo BpeMsl JieueHHs MPENapaToM Bonciipn Y siicreion

Coobuure cBOeMYy JieyaleMy Bpady: { 1) ‘

- ecu y Bac pasBunach o011as peakius, CBs3anHas ¢ HHLeKﬁmﬁ"(oGﬁxéx)fnhwpeak&m&
MecTe BBeeHUs (MecTHas). DTO Hauboiee pacnpoCTPaHEHHbIC HEKENATEIBHBIC peaKIuH
IIpM IpPUMEHEHHH Mpenapara BoHCTpH, OMUMCaHHbIC B pa3/Ie/Ie 4. OOBIYHO OHH BO3HHKAIOT
B Teuenue 24 4acos TOCe BBEACHHU npenapara Boncnpy, 0cobeHHo mocie NepBOM
unbekiwy. [lepBasi HEBEKIMs 10DKHA TTPOM3BOIUTHCS TOJl KOHTPOJIEM ME/IHITMHCKOTO
paboTHHKA.

- ecn y Bac B HacTostiee Bpems ecTh MHMEKIHs. Bbl MOXETE JIETko UH(PUIMPOBATHCS U
yCyryOuTh TEKyILyto HHEKIMIO. DTO CBS3aHO C TEM, YTO HMMYHHDIC KIETKH, Ha KOTOpBIE
HALEJIeH TIpenapaT BOHCIIPH, TalKe TTOMOratoT 60pOThCs C uHekuuen. MHpexunu MoryT
OBITb CEPLE3HBIMH, @ HHOT/IA JAXe ONACHbIMH JJIs JKM3HH.

- ecyiu Bl IU1aHApyeTe BAaKIMHUAPOBAThCs. Balll Bpad COOOIIMT, KaKas BakKIMHA Bam
[OJIXO/IAT: XKUBAsi BAKIMHA, KHBas aTTeHyHpoBaHHas (ocnabneHHas) BaKIMHA A Jpyro#
THII BaKIMHBL. BaM He cieayeT BBOAUTH XKHMBbIE HIIH )KHUBBIE aTTCHYUPOBAHHBIC
(oc1ablieHHbIE) BAKIUHbI BO BPeMs JieueHus: BOHCIPH, Tak KaK 5T0 MOXET MPUBECTH K
uH(eKimu. J[pyrue TAMb BAKIMH MOTYT ObITh MEHEE > eKTUBHBI, €CJIH BBOAUTD HX BO

BpeMsl JICUCHUS NTPETIapaToM BOHCHpPI.

HemMeuieHHO cOODIIUTE CBOEMY Bpady, €CJIM BO BpeMs JIEYEHHs NTperiapaToM Boucrnpu Bol
3aMETHJIH MPOSIBIICHUE CIICIYIOMIUX IPU3HAKOB, IOCKOJIBKY OHM MOTYT NIPEICTABIIATE
ONACHOCT:

- €CJIM TeYeHHe PACCETHHOrO CKIIEpo3a yXy/IaeTcs (HalpuMep, yCHICHHE c1aboCTH UIIH
HapyIleHHe 3PeHHs), WU eCii Bbl 3aMeTHIIN KaKue-TM00 HOBBIE HITH HEOOBIYHBIE
CHMIITOMBI. DTU CUMIITOMBI MOT'YT YKa3bIBaTh Ha MPOTPECCHPYIOLIYIO MYJIbTH(OKATBHYIO
neiikosHuedanonaruto (IIMJI), peaxoe 3aboneBaHne rOJIOBHOrO MO3ra, BhI3BIBACMOC

BUpPYCHOU MH(EKIHEN.

2.3 leTH M IOAPOCTKH

JlekapcTBeHHBIH npenapar BoHCpH HeMb3s MPUMEHSTH Y ACTeH U MOIPOCTKOB MIaAIIE 18 ner,
TaK KaK PUMEHEHNE B JAaHHOH BO3PACTHOW IPYIIE HE H3Y4CHO.

2.4 llpumeHeHHe IPYTHX JIEKAPCTBEHHBIX NPENapaTos
Coo01muTe cBOeMy JieualemMy Bpady, eciiu Bel npuHiMaeTe, HEIABHO MPHHUMATIA HITH

IIAHUpYETe PUHUMATh KaKue-Mubo Apyrue JeKapCTBEHHbIC NPpernapaThl.
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B gacTHOCTH, cOO0IUTE: 95 39/ LU2

- €CJIM BBl IPMHUMAETE, HEJABHO IIPUHUMAI WIIH IUIAHUPYETE IPUHMMATE IIPENaparsl,
BIIMSIOLINE HA MMMYHHYIO cicTeMy. OHH MOTYT JIONIOJIHATENILHO BIMATH HA HMMYHHYIO
CHCTEMY.

- €CJIM BBl IUIAHUPYETE C/IENaTh KaKue-Tu00 NPUBUBKH (BAKIMHUPOBATHCS) (cM. «Ocobble

yKa3aHHUsI 1 MEphI IIPEOCTOPOKHOCTH » BHIIIIE).

2.5 bepeMeHHOCTb M rpy/IHO€ BCKAPMJIMBAHHE
Ecnu Bbl 6epeMeHHBI UM KOPMUTE TPY/bIO, IPEANOIIaraeTe, YTo OepeMeHHbI WK IUIAHHUPYeTe
OepeMEeHHOCTb, IPOKOHCYJIbTUPYHTECH C Bpa4OM Iepel IPUMEHEHHEM JIAHHOT'O JIEKAPCTBEHHOTO

npernapara.

bepemeHHOCTH

Bam crnenyer u3berats 6epeMeHHOCTH BO BpeMs MpuMeHeHHsI BoHCIIpH, a Takke B TeueHue 6

MECAILEB MMOCJIC NMPEKpPALICHUSA €0 IPUMCHCHHS.

Eciu ecTh BeposSTHOCTB, 4TO BBl MOXKeTe 3a0epeMeHeTh, HEOOXOAMMO HCIIOIH30BaTh
3¢ GeKTUBHBINA METOJT KOHTPALICIILIUK BO BPEMsI JIEYCHHS U B T€YEHUE 6 MECSAILIEB MOCIIE
npekpaieHus npumeHenus boncnpu. [IpokoHCcybTHpYHTECH C BpauoMm Juist BBIOOpa

3¢ GEeKTUBHBIX METOJI0OB KOHTPALICTII[UH.

Ecnu Bel 3a0epemMeHeny Uiy npeanoiaraere, 4To MoxeTe 3a0epeMeHeTh BO BpeMsl JICUEHHS] mm
B TeUeHHE 6 MECSLIEB IOCJIE BBEACHHS IOCIEAHEN 103bI, HEMEUIEHHO COOOIUTE 00 3TOM
CBOEMYy JiedalieMy Bpady. Bam Bpau o6cyuT ¢ Bamu noreHuanbHbple pUCKA IPUMEHEHHS
Boncnipu nnpu 6epeMeHHOCTH. DTO CBSI3aHO € TeM, YTO BOHCIIPU MOXET YMEHBIIUTH KOJTHYECTBO
UMMYHHBIX KJIETOK (B-muMonuToB) kak y MaTepu, Tak u y Oynymero pebenka. Bamr Bpau
JIOJDKEH coOoOIIMTh 0 Bawmel 6epemenHocTy B [IpencraBurenscTBo koMmnanuu «HoBaptucy. Be
MOJKETE TaKXe, TOTOJIHUTENBHO, COOOUTUTE O CBOCH O€PEMEHHOCTH, CBA3ABILKCE C JIOKAJIbHBIM

[IpencraBurenscTBoM komnanuu «HoBaptucy (cM. pasnen 6).

KopMiieHHE Ipyablo

BoHcnpy MOXXeT NPOHUKATh B IpyAHOE MOJIOKO. OOCYyIMTe CO CBOMM JIeYallliM BPauoM
NPEUMYLIECTBA U PHCKH, NIPEXK/IE 4eM KOPMHTh pebeHKa Ipy/Ibi0 IPH IPUMEHEHHH Npenapara

Boucnpu.
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[lepen BakIMHAIMEH HOBOPOXKIEHHOTO PEOCHKA IIPOKOHCYIETUPYITECH-C-BPATOM; ecnBr
NPUMEHSUTH TIpenapat BOHCIpH BO BpeMst G€peMEHHOCTH (CM. «Oco0ble yKa3aHUs U MEPBI

TIPEIOCTOPOIKHOCTH ) BBIIIIE).

2.6 YnpaB.ieHHe TPAHCHOPTHBIMH CPEICTBAMH H paboTa ¢ MeXaHH3MaMH
MaoBeposITHO, 9To BoHCTpH MOBIKSET Ha Ballly CIIOCOOHOCTH BOUTH TPAHCIIOPTHBIE CPE/ICTEA

M yIIpaBJIITb MEXaHU3MaMH.

2.7 llpenapat BoHcnpH cOAePKUT HATPHIL:
[penapar Boncnpu conepxuT MeHee 1 MMoub (23 MI) HaTpHs Ha 103y, TO eCTh MPAKTHYECKH HE

COZCPXKHUT HATpHA.

3. Kak npumeHsTh npenapart boucnpu

Bceraa npuMeHsiiTe JaHHbIN JT€KapCTBEHHBIH pernapaT B COOTBETCTBUM C Ha3HAICHHEM Bpata.
B ciydae COMHEHH#, TPOKOHCYILTHPYHTECH CO CBOUM JI€YAIllUM BPAIOM.

BoHcIpH BBOAMTCS MOAKOXKHO (TTOKOKHAS HHBEKIHSA).

IlepBas MHBEKIMS IOJDKHA BBIIOTHATLCS 110/ HAOIOACHUEM Bpaya.

[IpeBapHUTeIBLHO 3aM0NHEHHbIE MINPUIIBI BoHCTIpH MpeIHa3HaY€Hbl TOIBKO UL OZIHOPA30BOr0

UCII0JIb30BAHUS.

[ToapoGHYIO HHCTPYKIIHIO O TOM, KaK BBOJHMTH JIEKapCTBEHHBIH npenapar boHcipu, CMOTPHTE B
paszene 7 TaHHOTO JIMCTKa-BKIIA/IbIINIA.

[Ipenapat BoHcIpu MOXHO BBOJUTH B JIF000€ BpeMsl [IHsL (YTPOM, THEM MITH BEUEPOM).

3.1 lo3upoBKa H 4acTOTa IPpHMeHeHHus npenaparta boxncnpn
He npeBsimarh 103y, Ha3HAYEHHYIO BPAYOM.

e CraproBas 103a npenapara boucnpu coctapnsier 20 MI IOAKOXKHO B IIEPBBIH JIEHb JICICHHUs
(menens 0), 3arem B 1-10 u 2-10 Henenu. Ha 3-i Heziene npenapat HE BBOJAT.

e Hauumnas ¢ 4-if Helle/M U laTTee eKeMecIdHO peKoMeH ryemas 103a cocTapjiset 20 Mr B BUJIE

MOAKOXXHOH UHBEKILUH.

Bpems Mo3a

Henens 0 (Hayasio neueHus) 20 mr

Henens 1 20 mr

Hepnens 2 20 mr

Henens 3 [Tpenapar HE BBOIAT
Henens 4 20 Mr

Kaxxnplit Mecsn (HaurHas ¢ 4 Heenu) 20 Mr
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3.2 Kax 304ro npuMeHsiTH npenapat Boucnpu L -
ITponomkaiiTe BBOAMTH MpENapaT K&k bl MECSIL Tak J0JIT0, KaK CKaKET Bpay.

Bpau GyeT pery/spHo KOHTPOIHPOBATH Ballle COCTOSHUE, YTOObI yOEIUThCS, UTO JIeYeH e
obecrieynBaeT xenaeMbli d3PPEKT.

Ecin y Bac ecTs BOIPOCHI 10 TIOBO/TY JTHTEILHOCTH IPMMEHEHHS Ipenapara, 06paTuTech K

JeyalieMy Bpady Wi IpyroMy MEAULMHCKOMY PaOOTHHUKY.

3.3. B ciryuae npeBbImIeHHs] peKOMeH10BaHHOM 103b1 penapaTta boncnpu

Ecnu BBI CiTydaitHO BBEJIH OOJIBIIIE ITpenapara, 4eM TpedyeTcs, HEMEJIEHHO coo0ImTe 06 3TOM

CBOEMY Bpady.

3.4 Eciin Bol nponycTuiin BBeleHHe npenapara boucnpu

Jliis nonyyeHusi MAaKCUMaIbHOH 10JIb3BI OT Ipernapara ero cjielyeT BBOAUTH COIIACHO
PEKOMEHIOBAHHOMN CXEME.

Ecnu Bel 320114 BBECTH 103y, Ipenapar boHcnpu cieayer BBECTH KaKk MOXHO paHbIIIe, He
JIOKUJIAsICh 1aThl BBEIACHUS CIICIYIOIICH 3alUlaHupOBaHHON 03bl. ['paduk mociemyronmx
MHBEKIMI ClIelyeT PaCCUUTHIBATh CO JHS BBEJCHUS JaHHOU J03bl, @ HE B COOTBETCTBUH C
nepBOHaYaIbHbIM rpaduKoM (cM. Takoke Bolle «Jl03MpoBKa M YacTOTa MPUMEHEHHS IIpernapara

Boucnpuy).

3.5 Ecim BbI IpeKpaTH/IN IPUMEHATDH npenapat boncnpu

He npexpaiaiite jeyeHue npenaparom U He MEHSHUTE 103y, HE IOCOBETOBABIIUCH C BPayoM.
HexoTtopsie mo6ouyHble 3¢ (HeKThl MOTYT OBITH BbI3BaHbl CHUXKEHHEM KoJnyecTBa B-imuMdonuton
B KpoBH. [lociie npekpaiieHus Ucroib30Banus npenapara boucnpu ypoenb B-mumporutos
MOCTETIEHHO BO3BPAIIAETCS K HOPMAJIBHOMY, Ul YETO MOXET MOTPeOOBATHCA HECKOJIBKO
MecseB. B 3TOT nepros no-npexHeMy MOTYT pa3BUBAaThCsl HEKOTOPbIE NOO0YHBIE 3P PEKTHI,
ONKCAHHBIE B JAHHOM JINCTKE-BKJIa IbIIIE.

Ecnu y Bac ecTh Kakue-mu00 JI0MOIHUTENbHBIE BOIPOCHI IO UCIIOIB30BAHUIO JAHHOTO

npernapara, 0OpaTUTECh K JieyalleMy Bpady HWiIH pabOTHUKY alTeKH.

4. Bo3zmoxkHbIE HexKeJIaTeJIbHbIe PeaKLIHH
[Tomo6HO BceM JieKapCTBEHHBIM IpernapaTaM, BOHCIIPH MOXET BBI3bIBAThH HEXeEIaTeIbHbIE
peaxIii, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.
Bo3MosxHBIE HeXeTaTeNIbHbIe peakIuy nepeduciieHsl Huwxke. Coobumre ieyaiiemMy Bpady,
pabOTHHUKY anTeKH WM MEIUIIMHCKON CECTpPe, €CIIM KaKasi-IM00 U3 HIKENePEUHCIIEHHBIX

peaKuui yCUIIMBAETCs.
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QueHb 9acTo (MOryT pa3BHBATLCH Goaee yvemy 1 nanueHTa u3 10): ,

- VHdeKuuy BEpXHUX AbIXATENbHbIX MyTEH C TAKUMH cuMIfrpouaMH(;fkaK--&ﬁb‘B rophe“n T
HacMOpK;

- Peaxiiuu, CBSI3aHHbIE C HHBEKIMEH, TaKUe KaK JINXOPAJIKa, rOJIOBHAA 00J1b, MbILIIEYHAS
60J1b, 03HOO M YCTAIOCTh, KOTOPbIE OOBIYHO BO3HUKAIOT B TCUCHHE 24 qacoB 1ociie
BBejIeHHs BoHCIpH, 0COOEHHO MOoCIIe NEPBO HHBEKIUHU,

- MHdeKxuun MOYEBBIBOIAIIMX ITyTEH;

- Peaknuy B MecTe BBEACHUSI, TAKME KaK IIOKpAaCHCHHE, 60JII>, 3y U IPUITYXJIOCTh B MECTE

HHBCKIIHUH.

Yacro (MOTyT pa3BUBaThCH He Gos1ee yem y 1 maumenTa u3 10):

CHIKeHHE yPOBHS B KPOBH O€llka IMMYHOTI00yMHa M, KOTOpBIH TOMOraeT 3alllUTHTE OT
UHPEKLUY;

- ["epriec monocTH pra.

Coo0meHusi 0 HeXKeJIaTeIbHbIX PeaKHAX

Ecnu y Bac BO3HHKAIOT Kakue-JIH00 HeXeaTe/IbHbIE pEaKIuH, IPOKOHCYJIbTUPYHTECH C BPAYOM.
JlanHast peKOMEHIal|sl PACIPOCTPaHsETCs Ha I0Oble HeXeNaTeIbHbIE PEAKINH, B TOM 1HC/IC HA
HE MepedHrCleHHble B JMCTKe-BKiaasuue. B Pecnybmuke bemapych Bbl MoxeTe COOOIIUTHL O
HEXeJaTeNbHbIX PEAKIUAX HampsIMyl0 dYepe3 HMHTEPHET-CalT www.rceth.by (PYII «Ilentp
SKCIIEPTH3 ¥ MCTIHITAHUH B 3PAaBOOXPAHEHHH ).

Taxxe, IPH BOBHUKHOBEHHH HEXEJIATEIbHBIX ABIECHUH W/WIH HATHIHH NpeTeH3ud K Ka4ecTBy,
noxanyiicra, coodmmre 06 9toM no tein. +375 (17) 3600365 (mns Pecny6nuku benapych) Wiy 1o

3NIeKTPOHHOM MouTe Ha azpec: drugsafety.cis@novartis.com.

Coobmiass 0 HeXeJaTelbHbIX pe€aknusix, Bel nmomoraere MNOJIy4YHMTh QoJiblllE CBEAECHUU O

0e30macHOCTH Ipenapara.

5. Xpanenue npenapata boucnpu

Xpaunute npenapar B HEJOCTYITHOM JIJIsl IETEH MECTE.

He npumMensiiTe npenapat BoHCIIpH mOC/Ie HCTEYEHHs CPOKa FOJHOCTH (CPOK XpaHEHUs),
yYKa3aHHOI'O Ha KapTOHHOM IayKe.

JlaToi McTeueHns CpOKa FOJHOCTH SBIISETCS MOCIEAHUH IeHb JAaHHOTO Mecsla.

XpaHuTe B X0NOMUIBHAKE IpU TeMnepatype ot 2 1o 8 °C. He 3amMopaxuBaiTe. XpaHuTe B
OPUTHHATLHON KAPTOHHOM NauKe JUis 3aluThl OT cBeTa. IIpu HEOOXO0JMMOCTH, JOITYCTHMO
XpaHHUTB IIpenapar BoHCNpY BHE XONOIMIBHUKA B TeYCHHE 7 CYTOK NP TEMIIEPaType HE BbILIC

30°C. B ciydae, eciu mpenapar He ObUT HCTONB30BaH B TEUCHUE yKA3aHHOTO CPOKA, OH MOXKCT
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‘OBITH BO3BPAIICH B XOJIOMJIBHUK JUISl XpaHEHHS! B TeueHue He Oosee 7 CyTOK.

p

He npumensiite npenapat boncnpu, eciin Bl 3aMeTHiy, 4T0 pacTBOp HENMPO3PAYHbIA WITH
COJICPXHT YaCTHUIBL.

He BpiOpachiBaiiTe TeKkapCTBeHbIE NpenapaThl B KAHAIU3AUIO WIH ObITOBBIE OTXO/IbI. Y TOUHHTE
y pabOTHHKA anTeKH, KaK MPaBUJIbHO YTHJIM3UPOBATH JIEKAPCTBA, KOTOPBIE BbI OOJIBIIE HE

IpUMEHsIETe. DTH MEPhI IOMOTYT 3alUTUTh OKPY KAIOLIYIO CpEeAYy.

6. Coaep:kumoe yNIAaKOBKH H IIPOYHE CBEACHUS

6.1. IlotHOe Mepeunc/ieHNe 1efiCTBYIOIHX BelleCTB H BCIIOMOIaTeJIbHbIX BelleCTB

Yro BXOAHUT B cocTaB npenapara boncnpu

JleiicTByrOmMM BelecTBOM npenapata boHcnpu sBisercs odparymymad. Kakaprid
IpeJIBAPUTENIHLHO 3aMOJIHEHHbIH mnpul coaepxut 20 Mr oparymymada.

JlpyrumMu BcrioMOraTeIbHBIMH BEILIECTBAMHU SIBJIIOTCS: apTUHUH, HATPHUS alleTaT TPUTHIPAT,
HaTpus XJIopu, noaucopdar 80, TMHATPHUS AETAT, XJIOPUCTOBOAOPOIHAS KUCIIOTa, BOIA IS

HUHBEKIHH.

6.2. Buemnmii Bua npenapara boHcnpu M coaepkuMoe yNaKoBKH

[Tpenapar boucripu 20 mr / 0,4 Ma1 pacTBOp JJ1s IOAKOXKHOTO BBEJICHHS.

[Ipenapat boHcnpu nocrasnseTcs B BUI€ pacTBOpa AJisl MOJKOXXHOTO BBEJICHUS B
IpeIBAPUTENIHHO 3alI0JIHEHHOM IIIPHUIIE C 3aIIUTHBIM YCTPOHCTBOM HTJIBI.

PacTBOp /Uit OJHOKPATHOTO IIPUMEHEHHS CTEPHIIbHBII, OT OECLBETHOTO JI0 ClIErKa KOPHYHEBATO-
KEJITOTO LIBETA, MPO3PAYHBIA UITH CJIErKa ONAJIECIUPYIOLIUH.

Kaxxpast ynakoBka cOAEpXUT OJUH MPEBapHUTENIBHO 3alI0JIHEHHBIH IIITPHIL IS OJHOPa30BOIo
HCIOJIb30BaHUS.

JIr060# Hencnoab30BaHHbIM NpenapaT UM OTXO/AbI JOJDKHBI ObITh YTUITM3UPOBAHbBI B

COOTBETCTBHH C JIOKAJIbBHBIMH TpC6OBaHHHMH.

6.3. HammenoBanme M ajapec JAepxaTeis PErHCTPALHOHHOIO Y/IOCTOBEPEHHS M
NPOH3BOINTEIS, 0OTBETCTBEHHOI0 32 BBINYCKAIOIIHI KOHTPOJIb KA4eCTBA

JepxaTesib pErHCTPAIIHOHHOI0 YI0CTOBEPEHMSA:

Hosapruc OBepcus MuBectmente Al, JInxTmrpacce 35, 4056 bazens, I11seitnapus/

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

IIponsBoauTenn:

Hosapruc ®apma llreiin Al', [llagdxaysepmrpacce, 4332, Illreitn, [seitnapus/

23.11.2022 EU SPC 2022-03-24
Crp8u3l3



BoHcnpy— TeKCT JIMCTKa-BKnazbiua (JIB) | , ) , : BY

& Q 7 2 N

Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein; ‘Switzerland. * .70

AHeM M

6.4. 3a moboit mHpopMalmell O mpemapare, a TaikkKe B CiydasX BO3HUKHOBCHHA MpETEH3UH
cre/ryeT 06paIaThes K NPeACTaBUTENIO IEpHKaTeis PETHCTPAHOHHOTO yIOCTOBEPCHHA.
Pecnybnuxa benapycwy:

IpencrasurensctBo AO «Novartis Pharma Services AG» (IlIseitnapckas Kondenepanus) B
Pecny6nuke benapyce,

220069, r. Munck, np-T. JI3epxunckoro, 5, odpuc 3-1

Ten.: +375 (17) 3600365

DnexTpoHHas noyra: drugsafety.cis@novartis.com

6.5. /laHHbBIH JTHCTOK-BKJIAAbII NEPECMOTPEH

6.6. [Ipoune HCTOYHUKH HHPOpMaAHH

YcaoBusi 0TIyCKA U3 aNTEK:
[To peuenty Bpaua

7. UHCTpyKuHs 110 NpUMeHeHHIo npenapara boncnpu

HHCTpYKIMH 110 IPUMEHEHHI0 PACTBOPA B NPEABAPHTEILHO 3aM0/IHEHHOM MINIPHIE.
Ilepen npuMeHeHneM npenapata BoHCIpu BHUMATENBHO POYTHTE JaHHYI0 HHCTPYKIHIO,
yOeLUTECh, YTO BB IOHSTH COZEpXKAILMECs B Hell yKa3aHus, u cieayiite uM. Ecin y Bac
OCTaJTHCh BONPOCHI, TPOKOHCYIBTHPYHTECH C METUIIMHCKAM PabOTHHKOM IEpe
pUMEHEHUEM IIpenapara.

IMomuure:
e He ucnoan3yiiTe npenapar BoHCIpU B IpeIBapUTENBHO 3alOJHEHHOM ILNPHUIE, €CIH

LIe/IOCTHOCTH GIIMCTEPa HIIM KApTOHHO# MavyKu HapylueHa. XpaHUTE Tpenapar B 3aledaTaHHo!
KapTOHHOM MadvkKe, MOKa Bbl He Oy/IeTE rOTOBBI HCIIOIB30BATh €T0.

e He BcTpsixuBaiiTe npeBapHTEIbHO 3al0THEHHBIH ITPHULL.

e IIpesBapuTeNbHO 3aMOJHEHHBIH IIIPUIl HMEET 3AIMTHOE YCTPOHCTBO, KOTOPOE
AKTUBHUPYETCS TOCIE BBHINOJHEHUS MHBEKUMM W 3aKphIBAaeT HMINy. 3allMTHOE YCTPOHCTBO
[IOMOTraeT MPeI0TBPATHTh CITyYaiHbIE YKOJIbI HIJIOH MOCIE TOTO, KaK IMPHUL ObLT HCTIOJIB30BAH.

e He cHuMaiiTe KOJIMAY0K C UIJIBI IO MOMEHTA HHBEKIIHH.

e He npuxacaiitech K Jiaikam 3al[MTHOTO yCTPOWCTBA IINPHIIA 10 BBINOTHEHUS HHBCKIINH.
KOHTAKT ¢ HUMH MOXET IIPHBECTH K MPEX/IEBPEMEHHOM aKTHBAIIMH 3aIUTHOTO YCTPOHCTBA.

e YTummsupyiiTe (BHIOPOCHTE) MpPEABAPUTEILHO 3ANOJHEHHBIH WINPHL Cpasy Tocie

ucnosb3oBanus. He ncno.m;syiiTe MNpHI MOBTOPHO. VYka3anus 1o YTUIIM3AalUU IIPUBCACHBI
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B KOHIE {AHHOM MHCTPYKIHH B pasjene «Kak YTHIH3HpOBaTh PeiBapUTENTLHO 3aI0THEHHBIN
LIMPHUIL TTOCIIE UCTIOIE30BAHUS Y.
Kak xpanurts npenapat boncnpu

e KaproHHyIO Mayky ¢ mpenaparoM BoHCHpu B mpeaBapUTENbHO 3allOJIHEHHOM MINPUIIE
CllelyeT XpaHUTh B XOJIOAUIbHUKE NTpH Temneparype 2—8 °C.

e Jlus 3amMTBl OT CBETa MPEIBAPUTENILHO 3alOJHEHHBIM IINPHUI CIEAYET XPaHHUTH B
OpUTMHAJILHON KapTOHHOM Mavke 40 MOMEHTA UCIIOJIb30BaHuUs.

e He 3amopazkuBaiiTe 1peBapuTEIbLHO 3all0JHEHHBIH IIIPHUIL ¢ IpenapaToM boHcmpH.

Kak u Bce Apyrue JieKapcTBa, XpaHuTe npenapat boHcnpu B He10CTyIHOM /1151 JeTei
MecCTe.

PucyHok A. BHemHu# BUJI U 4aCTU NPEABAPUTENIHLHO 3aMIOJHEHHOTO LIIIPHULIA

3aluTHbIN Ynop ans choaaume
KOnnavok nanbues NopLUHA
BELS 3awmTtHoe Fl
YCTPOUCTBO Wnpuua OopLUEHb

__
===

CMOTpOBOE OKOLLKO
3TuKeTKa Co CPOKOM 3aluTHbIe nanku
rogHoCcTH wnpuua

Y10 HE00X0AMMO AJI HHbEKLIHH

ConepXUTCs B YIAKOBKE:
HoBblil mpe1BapUTEIBHO 3aM0JIHEHHBIH MINPHIL ¢ mpenapaToM boHcnpw.

He conepxxutcst B ynakoBke (pucyHoK b):
e | ciupToBas cangerka.

e | BaTHBIN IAPUK WIIK MapJieBas
canderka.

e KoHTeiHep A yTUIIU3AIMH OCTPbIX
IPEIMETOB. + +

Cwm. paznen «Kak yruin3upoBartb
IIPEIBAPUTENILHO 3alI0JIHEHHBIHM IIIPHII ¢
npenapatoM boxcnpu nocne
HCIIOJIb30BaHUA» B KOHIIE JAaHHOH
HUHCTPYKILHUH 110 IPUMEHEHHUIO.

IloaroroBka K HHbEKIHH

Ilar 1. Haiiure 94uCcTyI0 XOPOIIO OCBEIIEHHYIO IUIOCKYIO pabouylo MOBEPXHOCTb.
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[Llar 2. JlocTaHbTE YNAKOBKY C IPENapaToM U3 XOJIOIUIBHUKA U OCTaBETE €, He BCKPLIBAS,
Ha 15 — 30 MUHYT, 4TOOBI PaCTBOP COTPEJICS 10 KOMHATHOM TEMIIEpaTyphl.

[Ilar 3. TmaTensHO BHIMONUTE PYKH BOAOH C MBLUIOM.

Illar 4. JlocTaHbTe TPEeBAPUTENBHO 3aIIOJTHEHHBIN IINPHIL U3 KAPTOHHOM MMAYKK U U3BIECKUTE
ero u3 GircTepa, AepKach 3a OCHOBHYIO 4acThb 3aIlMTHOrO YCTPOHCTBA IIMPHULA.

[llar 5. OCMOTpHUTE MpeIBaPUTENbLHO 3aMONHEHHbIH mpull. JKUAKOCTH BHYTPH J0JDKHA OBITH
[PO3pAYHOil MM clIerka MyTHO#. BbI MOjKeTe yBU/IETh HEOOIBILOH My3bIPEK BO3/yXa, 9TO
HopManbHO. He Mcmoub3yiiTe IIpe/iBapUTENbHO 3all0THEHHBIH IINPHUIL, €CITH XUIKOCTH
BHYTPH MYTHAsI WJIX COJEPIKUT BUAUMBIC YACTHILBI.

[llar 6. He Hcnmoib3yiiTe MpeBapUTEILHO 3aMI0IHEHHBIH IIPUL] IPH HAPYIIEHUH €ro
[1eJIOCTHOCTH. B 3TOM cilydae BEpHUTE MPEIBAPUTENILHO 3AMOTHEHHBIH MIIPUIL U €r0
yIaKOBKY B aIlTEKY.

Illar 7. He ucnmoJib3yiiTe npemnapar 1o Pucynox B

MCTEYEHMH CPOKa FOIHOCTHU (PUCYHOK B). — _
BepHuTe MpeIBapuTeNIbHO 3aM0IHEHHBIH S
IIIPHIL] ¢ UCTEKIIUM CPOKOM TOJJTHOCTH U €ro

YIIaKOBKY B aIITEKY. Cpok rogHoCTH

Bri160p MecTa MHbEKIINH H ero 00paboTka

Pucynok I'
e [Ipemapat MOXHO BBOJUThH B

CJIE/IyIOIIHE yYacTKH Tejla: T
O THepeHssi IOBEPXHOCTh Oenep o
(pucynok I), v
O HHWKHSS 4acTb XKHMBOTA, “
UCKJII0Yast 001acTh BOKPYT
IyIKa paguycoM 5 cM (2 . '
moiima) (pucynok I). ;

O BepXHe-HapyXHas

MIOBEPXHOCTH I1JIeYa, €CIIH Pucynox [

(TOJIbKO IIpH BBINOJHEHUH HHBCKIIMHU
MCIIpa6OTHHKOM WJIK JIMIIOM,
OCYIICCTBIIAIOIINUM YXO/ 3a H&IIPICHTOM)

MWHBEKIIUIO TPOBOJIUT
MEIUIUHCKUI paOOTHUK HITH
JIMI0, OCYIIECTBIISIOIIEE YXO/I

3a manueHToM (pucynok Jl). ‘
|
e MensiiTe MECTO UHBEKIIUH TIPU ‘
KaX/IOM BBEJICHHH.
e He BBOAMTE Mpenapar B MeCTa C
NOpaXEHUEM KOXKHBIX OKPOBOB
(MCTOHYEHHE, TIOKPACHEHHE, Pa3IpaXCHHUE,

yIioTHeHue, menymenue). Crenyer
u3berarh BBEJCHMS B 00JIaCTh C pyOLIaMH HITH

PaCTsDKKaMH.

23.11.2022 EU SPC 2022-03-24
Crp 11 u3 13




BOHCIIPH— TEKCT JIMCTKa-BKIaabiwa (JIB)

Q7 =9 09

[Ilar 8. KpyroBbimu JBHXKEHUSIMH 00paboTaiTe MECT

7 7

o~ V.

0 UHBEKIIMH CIIUPTOBOM candeTkoii.

[TomoxauTe, Moka Koxka BbicoxHeT. He mpukacaiitech Kk 00paboTaHHOMY y4acTKy KOXH JI0

HHBCKIUH.

BoinoJiHeHHe HHDLEKIIHH

IIIar 9. OcTOpO’XHO CHUMHTE 3aLUTHBIA
KOJINAYOK C UTJIbl IPEIBAPUTEIBHO
3aroJIHEHHOT o mnpua (pucyHok E).
YTunu3upyiTe 3amuTHBIA Kosmnavyok. Ha
KOHIIE MTJIbl MOXKET IOSIBUTHCS KaIlis
XKHUAKOCTH. DTO HOPMAJIBHO.

Pucynok E

Illar 10. AKKypaTHO cOOEpUTE KOXKHYIO
CKJIQZIKy M@Xy NajbllaMi B MECTE
WHBEKIIHH ¥ BBEJIUTE UIJTY, KaK ITOKAa3aHO Ha
pucynke (pucyHok JK). BBeaure urity Ha BCIO
JUTHHY, 4TOOBI 00€CIIEeYUTh MOJIHOE BBE/ICHHE
npernapara.

Pucynok K

Ilar 11. O6xBaTuTe ynop Jis NajlbLEB, KaK
MOKa3aHO Ha PUCYHKE (PUCYHOK 3).
MeaJieHHO HOKAMaHTE Ha MOPIIEHb JI0
ynopa, Noka OCHOBaHHE MOPILHS HE
3aUKCUPYETCS MEX/TY 3alIUTHBIMU
OOKOBBIMH JIaIIKAMH.

Pucynok 3

[lar 12. Y aepxuBaiiTe MINpHUILl B JAHHOM I10JIO)KEHHH C HAXXATbIM JI0 YIIOpa MOPIIHEM B

TEYEHHUE 5 CEKYH].

[Ilar 13. MeaJieHHO OTIYCTUTE MOPIIEHb U
MO3BOJIbTE ABTOMATHYECKOMY  3aLIUTHOMY
YCTPOKMCTBY CKPBITh UTITY (pucyHOK W).

[Ilar 14. B MecTe HHBEKIIUH MOYKET
HOSIBUTHCS] HEOOJIBIIIOE KOTUYECTBO KpoBH. K
MECTY HHBEKIIMH MOXKHO IIPHJIOKUTH BaTHBIH

Pucynox U
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WJIM MapJIeBbIi TAMIIOH U YJIEPKUBATh €r0 B
teyenue 10 cekynn. He pactupaiite mecto
uHbeKIMHU. [Ipu HEOOX0IUMOCTH MOXKHO
3aKpBITh MECTO HHBEKIIUU HEOOJIBIIINM
TUIACTBIPEM.

Kak YTHWIHM3HPOBATH NPEABAPHUTEJIBHO 3aro0JTHEeHHbIH LIIPHII ITOCJI€ HCITOJIB30BAHUSA

[lar 15. VYTtunusupyite HCHOIH30BAHHBIN
IITPUIL;

® [IOMECTUTE UCIIOJb30BAHHBIN IINPUILL B
KOHTEHHEp U1 OCTPBIX  IPEIMETOB
(3aKpbIBAIOIIMIICS, YCTOWYUBBIA K MPOKOJIAM
KOHTeHHep, pucyHOK K).

e He yruamsupyiiTe mnpunbl BMecTe
¢ OBITOBBIMHU OTXO/IaMHU.

L4 HeIIOI'IyCTl/IMO HCII0JIb30BATh IIITPHUIIBI
I[TIOBTOPHO.

XpaHnute  KOHTeiliHep  JJfl  OCTPBIX
NpeIMeTOB B HEJOCTYNIHOM /A JeTel
Mecre.

Pucynok K
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