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Oxpesyc”

Memynaponnoe HEMATCHTOBAHHOE€ HAUHMEHOBAaHHE

Oxpenusymab

JlekapcrBennas popma

KoHuenTpar juist npuroToBieHus pacTBopa st HHPy3uii

Cocras
1 dnakoH conepkur:

oeticmesyioujee eeuyecmso. okpenuzymad — 300 mr;

6cnomozamelibHble eeuyyecmed. HaTpus alieraTa TpUruapar — 21.4 MI', YKCYCHas KHCJIOTa JICAsiHas

— 2.5 mr, a,a-Tperano3s! guruapar — 400.0 mr, nomucopbar 20 — 2.0 Mr, Boja Ul HHBEKIHIA 10

10 mu1.

1 M1 KoHIIeHTpaTa conepxut 30 Mr okpenuszymaba.

Onucanune

Hpozpaqnaﬂ HJIH CJIETKa onaJICCIUpYyro1as ) XUJIKOCTh OT OecrBeTHOrO J10 CJIETKa KOPHYHEBATOI'O

BECTA.

®apmakoTepaneBTHYECKasi IPyIna

Paccesinnoro CKJIEpO3a CpeJ/ICTBO JICUYCHHS.

Kon ATX
LO4AA36




dapmako/I0rHYeCKHE CBOICTBA

DapmaKkoouHamuka

Mexanusm oeticmeus

Oxpenu3ymad — pekOMOMHAHTHOE 'YMaHHU3HPOBAaHHOE MOHOKJIOHAJIbHOE AHTUTEJIO0, CEJIEKTHBHO
BO3/€elcTBYIOLIee HAa B-kierku, sxcnipeccupyromue CD20.

CD20 npexcraBiser cob0i NOBEpPXHOCTHBIM aHTUTEH, PACTIOJIOKEHHBIN Ha npe-B-kieTkax,
3pensix B-kietkax u B-kierkax namsitu. CD20 He skcnpeccHpyeTcst Ha CTBOJIOBBIX
TUM(OHUIHBIX KIETKAX H IUIa3MaTHYECKHUX KJIETKaX.

TouHbIi MEXaHU3M, IOCPEJICTBOM KOTOPOTO JJOCTHTAETCs TePAaNeBTHUECKUH KIMHHYECKHH

s dexT okpennsymaba npu paccesHHoM ckiiepose (PC), MOJIHOCTBIO HE YCTAaHOBJIEH.
IIpeanonaraercs, 4yTo AaHHBIH MEXaHH3M BKJIIOYAET NMPOLECC HMMYHOMO/IYJISILIUH ITyTeM
YMEHBIIEHHS KOJIMYECTBA U nojaBiieHus GyHkuuu B-kierok, sxcnpeccupyromux CD20. TTocne
CBSI3bIBAHMS Ha NMOBEPXHOCTH B-knetok, sxcnpeccupyronmx CD20, okpenu3ymad celeKTHBHO
YMEHBIIIAET UX KOJMYECTBO MOCPEJICTBOM aHTHTEI03aBUCHMOTO KJIETOYHOTO (haromnurosa,
AHTHTEJI03aBUCUMON KJIETOYHON IIUTOTOKCHYHOCTH, KOMILJIEMEHT3aBUCUMOM IIUTOTOKCHYHOCTH
1 anonto3a. CriocoOHOCTH K BOCCTAHOBIICHUIO B-KJIETOK ¥ CYIIECTBYIOIIHI I'yMOpaIbHbIH
UMMYHHTET coxpaHstoTcs. Kpome toro, okpenu3ymad He BIUSET Ha BPOXKICHHBI HMMYHHUTET U
obmee konuyecTBO T-KII€TOK.

Dapmarxoournamuveckue 3¢hghexmol

K 14 nuio Tepanuu npenapatom OerByc® Habmoanock ObicTpoe ucromenue nyiaa CD19+ B-
KJIETOK B KPOBH, KOTOPOE€ COXPAHSJIOCH B TEYEHHE BCEro NMEPHO/A JICYCHHS U SBIISIIOCH
oXuaeMbIM papmakosorudeckum s dexrom. s mojacuera koauuecta B-kieTok
ucnoab3yercs uMeHHo CD19, Tak kak okpennzymab npenstctByeT pacno3naBanuio CD20 npu
NPOBE/ICHUH aHayu3a (cM. nozpaszjes «MexaHu3Mm JIeHCTBHS» BBILIE).

B neproax Mexy BBeneHusMH npenapata OkpeByc” HaGMOAIOCh BOCCTAHOB/ICHHE nyna B-
KJIETOK (/10 HCXOTHOTO 3HA4€HHsI WK Bbille HWKHeH rpanuiibl Hopmbl (HI'H)), kak MUHHMYM,
OJIHaX/Ibl MPUOIM3UTENBHO Y 5% MalueHTOB.

Crenenp M ATMTETBHOCTD UCTOLIECHHS 1TyJ1a B-KJI€TOK B HCC/IeI0BaHUSIX MIPH TTEPBHYHO-
nporpeccupyromeM paccesHHoM ckiiepose (ITTTPC) un peunmuBupyrommx Gpopmax paccessHHOro
CKJIep03a OBbLIH CXO/IHBIMH.

[lo pesyabraTam HanboJIee JUTHTEILHOTO NepHO/1a HAOIIOAEH S C MOMEHTA Noc/ie el HH]y3uHn
npenapara OerByC® (uccnenosanue 11 gaser, N=51) Mmenana nepuosa BOCCTaHOBJICHHUS ITyJIa
B-knerox (Bo3Bpamenust HI'H uinm k nexoanomy 3uadenuro, eciim oHo menbine HI'H) cocraBuna

72 nenemn (27-175 venens). Y 90% nanueHToB mys1 B-KJIeTOK BOCCTAHOBMIICS JI0 3HAYEHH I




HI'H wim ucxoaHoro 3HaueHus: NpuOIM3UTEILHO Yepes /IBa ¢ MOJOBHHOM rojia rnocie

nocieiHei nHQy3uu npenapara.

Knunuyeckue uccie0osanus npu peyuousupyowux popmax paccesiHHo2o cKieposa

ITpodus spdexTrBHOCTH 1 GezonacHocTH npenapara OkpeByc” ONEHHBAIH Y MALHEHTOB C
pPEeLHIMBUPYIOIMMHE (HOpMaMH paccessHHOTO CKJIepo3a (COrJIaCHO AMArHOCTHYECKHM KPUTEPHSIM
Maxk/lonanbaa 2010) B ABYX paHIOMU3UPOBAHHBIX, JIBOWHBIX CJIETIBIX KIIMHHYECKHX
UCCJICIOBAHUSX C UACHTUYHBIM JIM3aliHOM, C JIBOMHON MMHUTALIMEH U C UCIIOJIb30BAHUEM
aKTHBHOTO Mpernapata cpaBHeHus (MHTepdepoH Oera-1a).

Oxpennsymab B 103e 600 Mr kaxabie 24 HeJleH 110 CPaBHEHHUIO ¢ Tepanued HHTephepoHOM
Oera-1a B 103e 44 MKT NMOJAKOXKHO 3 pa3a B HEJIEJI0 3HAUUMO CHHIKaJI CPEHEr0/I0BYIO YacTOTY
PELM/IMBOB (110Ka3aTeNM CPEIHEr010BOM YacToThl penuauBoB cocTaBmin 0.155-0.156 u 0.290-
0.292, cOOTBETCTBEHHO), a TAKXKE JIOJIO MAIMEHTOB C POrPeCCHPOBAHHEM WHBAJIUIH3ALIUN
yepe3 12 Heznenb nocie Havana tepanuu (9.8% u 15.2%, cOOTBETCTBEHHO).

Knunuueckue uccneoosanus npu nepsudno-npoepeccupyioujem paccesaniom ckiepose (I1NPC)
Ipodus sddexTrBHOCTH 1 GesonacHocTH npenapara OKpeByc” OLEHHBAIH B XOJE
PaHIOMH3UPOBAHHOTO, IBOHHOTO CJIENOro, 1amnedo-KOHTPOIHPYEMOro KIMHHYECKOTO
MCCJIEIOBAHMS TIPU YYaCTHH MALIUEHTOB ¢ NepBUYHO-Tporpeccupyronmm PC. PesynbraTsl
JIAHHOT'O UCCIIEI0OBaHM M0Ka3alu, 4To okpenu3ymad B 1o3e 600 Mr kaxapie 6 MecsieB 3HaYUMO
3aMeJUIseT IPOrpecCUpoBanue 3a00JIeBaHHUs U CHHIKAET yXY/IIICHHE T0Ka3aTesiell CKOPOCTH
X01b0BI B CPaBHEHHH ¢ 1U1anefo.

Hmmynozernnocme

VY nanMeHToB, y4acTBYIOIIMX B UCCIIEIOBAaHUSX paccestHHoro ckieposa (PC), mpoBoauiu
TECTHPOBaHHE HA HaJIM4Ke aHTUTepaneBTHUeCKUX aHTUTEN (ATT) B HECKOJIBKUX BPEMEHHBIX
TOYKax (Tepeji NEpBbIM BBEICHHEM U KaXK/Ible 6 MecsieB B TEUEHHE BCEro uccieaoBanus). U3
1311 nanueHToB, MOIYYaBIINX JICYCHHE OKPEIHM3yMaboM, MOJIOKUTEIbHBIN pe3yIbTaT aHaIn3a
Ha ATT ormeyancs y 12 nauuenToB (~1%), 13 KOTOPBIX Y 2 NAIIMEHTOB MOJIOKHTEIHHBIH
pe3yJIbTaT aHaJM3a OTMEYAJICsl Ha HelTpasin3ytomue anTutena. OLeHUTh BIUSHHE BO3HUKIINX
BO BpeMms jieueHust ATT Ha npoduie 6e3onacHocTd ¥ 3)(HEeKTHBHOCTH Teparuu He
Npe/ICTaB/IIeTCss BO3MOXKHBIM H3-3a HU3KOH yacToThl BcTpedaemoctd ATT k npenapary
Oxpesyc”.

JlaHHBIE 10 UMMYHOT€HHOCTH B 3HAUMTEJILHON CTENEHHU 3aBHCSAT OT YYBCTBHTEIILHOCTH H
crnenMPUIHOCTH HCIOJIB30BaHHBIX METO/I0B aHanu3a. Kpome Toro, Ha pakTHYECKyIO 4acToTy
BCTPEYAaEMOCTH IOJIOKHUTEIIBHBIX Pe3yJIbTaTOB MPU HCIIOJIE30BAHHOM METO/IE aHATH3a MOTYT
BJIMSATH HECKOJIBKO (pakTOpOB, BKIIIOYask oOpaineHue ¢ o0pasioM, Bpemst 3a6opa 06pasiios,

JICKAPCTBCHHOC B3aUMOJICHCTBUE, IIpUeEM CONNYTCTBYIOIIHUX ITPENapaToB H OCHOBHOC




3aboseBanue. Takum 0O6pa3oM, cpaBHEHHE YaCTOTHI BCTPEYAEMOCTH aHTHTEN K Ipernapary
OerByc® M 4aCTOThI BCTPEYaEMOCTH AHTUTEJI K JAPYTUM IIpernapaTaM MOXeT ObITh
HEKOPPEKTHBIM.

Bnusnue na ghepmunvrnocme

Oxpenu3ymab He OKa3bIBaJl BIMSHUS HA PENPOIYKTHBHYIO CHCTEMY CAMIIOB M 3CTPAIbHBIN LIMKII
CaMOK SIBAHCKHUX MaKak.

DapmakoKuHemuka

[lanMenTs! ¢ pelMAMBHPYIOIMMH (OPMAMH PACCESHHOrO CKIIepO3a MOJIyYalld npenapar
Ol(peByc® B J103¢ 600 Mr kax/ible 6 MecsI1eB (epBasi 103a BBOIMJIACH B BUJIE JIBYX OT/IEIBHBIX
BHYTPUBEHHBIX (B/B) uH(y3uii: 300 Mr npenapara, 3atem 4epe3 2 Henenu eme 300 mr
nperapara, a mocJjie/iylomue 1036l BBOJHINCH B BUJIE OJHOKPATHOH B/B HHMYy3uu 600 Mr
npernapara).

[Mauwentsi ¢ [ITPC nosnyuamu npenapar Okpeyc” B 103e 600 Mr (mepBast ¥ Bce MOCIEAYIOIINE
J103bl BBOAMJIUCH B BH/IE JIBYX OT/IE/IbHBIX B/B HHQY3mii: 300 Mr npenapara, 3atem yepes 2
Hezenu eme 300 Mr npenapara).

®apmakokuneTnyeckue (PK) cBoiicTBa okpenn3ymada B HCCIIEIOBAHUAX NIPH PACCETHHOM
ckiiepose (PC) onucanel ¢ MOMOIIBIO ABYXKAMEPHOM MOJIE/IH € 3aBUCHMBIM OT BPEMEHH
KJIMPEHCOM M ¢ ucnosb3oBanneM OK napamerpoB, XapakTepHBIX JUJIsi MOHOKJIOHAJIBHOTO
antutena knacca [gG1l. Cymmapuble 3HaUeHUS TUIOMA/IH 11071 KPHBOM «KOHIIEHTPAIHs-BPEMsi»
(AUC) B Teuenue 24-He1eIbHBIX HHTEPBAIOB 103MPOBaHKs ObUTH HIEHTHYHBIMH IIPH
ABykpatHoM BBezieHnH (300 mr, 3aTem yepes 2 Henenu eme 300 Mr) U pH OTHOKPATHOM
BBeJennH (600 Mr) npenapara. 3HayeHHe IUIOIIA/N [10/] KDHBOH «KOHIIEHTPALHA-BPEMs» 3a
nepuo go3uposanus (AUCT) nocne 4-ro BBeieHus okpemzymaba B 103e 600 Mr cocTaBuiIo
3510 mxr/maecyt. Cpennss MakcumaibHast KOHIEHTpalust (Crax) cOCTaBIsIA 212 MKI/MIT TIpH
permuBHpyOKX Gopmax paccesHHOro ckieposa (uHdysus 600 mr) u 141 mxr/ma npu ITTPC
(1Be otzenbHbIe BHYTpUBEHHbIE HHOY31H 110 300 MT ¢ 2-X He/IeIbHBIM HHTEPBAJIOM ).
Bcacwvisarnue

Oxpenn3symab BBOZMTCS BHYTPUBEHHO. JIpyrue My TH BBEIEHUS Mpenapara He H3y4asuch.
Pacnpeoenenue

PaccurtanHoe 3HaueHHE HEHTPAILHOTO 00heMa pacipe/ieIeHus CocTaBHIo 2.78 .
Paccuntannble 3Hauenus nepudepryeckoro oGbema pacnpesiesieHis 0 MEKKaMEPHOTO
KiupeHca coctaBuii 2.68 11 u 0.294 11/cyT, COOTBETCTBEHHO.

Memabonusm

OTtaenbHBIX Hecie10Banuit MeTaboIH3Ma OKpen3ymaba He npoBoauiock. Kak u apyrue

AHTHTECIIA, oxpenmyma6 ITPEUMYIIECTBEHHO MOABEPracTCs KaTa6onn3my.




Buigeoenue

PaccunTanHblii mokasaresb NocTOSHHOTO Kimpenca coctaBui (.17 n/cyr. [lepBoHayanbHbIH
3aBHCHUMBIH OT BpeMeHH KiaupeHc coctaBul 0.0489 11/cyT ¢ nanbHEHIINM yMEHBIICHHEM ITPH
NepHo/Ie NMOTyBbIBeICHUS 33 Helenu. TepMUHAIBHBIA IEPUO/I MTOTYBBIBEACHUS COCTaBHII 26
JIHEH.

DapmaKoKuHemuKa y ocoosix 2pynn nayueHmoe

Jlemu

UccnenoBannii papMakoKHHETHKH OKpeu3ymaba y neTeil U nmoJpocTkoB B Bo3pacte <18 ser He
IPOBO/IHIIOCH.

THayuenmor noxcunozo eo3pacma

UccnenoBanuii papMakoOKHHETHKH OKpeu3ymMada y maiueHToB B Bo3pacte >65 et He
MPOBO/IHIIOCH.

Ilayuenmoi ¢ napywenuem Gynkyuu novex

OT1zenbHBIX Heene10BaHul apMaKOKHHETHKH He NMPOBOAMIOCK. [laliMeHTsl ¢ HapyIeHneM
(yHKIMH NOYEK JIETKOH CTEeNeHH TAXKECTH (KJIMPEHC KpeaTHHHHA >45 MJI/MHUH) ObUTH BKITIOYEHBI
B [IPOrpaMMy KJIMHUYECKHX HccieloBaHui. Vi3MeHenuit papMakoKHMHETHYECKHX ITapaMeTpoOB
okpenM3ymMada y TakuxX NMalMeHTOB He HaOJII01a10Ch.

Hayuenmol ¢ napywenuem @ynkyuu nevenu

OtaenbHBIX Hecne1oBaHHH (apMaKOKHHETHKH HE MPOBOAMIOCK. [lalineHThI ¢ HapyIIeHHeM
(GYHKIMH NEYEHH JIETKOH CTENEHH TSHKECTH OBUIH BKIIFOYEHBI B KIIMHUYECKHE MCCIIEI0BAHUS.
N3menennii papMakOKHHETHUECKUX MTapaMeTPOB OKpeu3ymMada y TaKuX MallHeHTOB He

Ha0JII0/1aJ10Ch.

Iokazanus K NPHUMEHEHHIO
HperlapaT OerByC® ITOKa3aH sl JICYCHU s B3POCIIbIX MAllUCHTOB C PCUUIMBUPYIOIIUMHU

(hopMaMu paccesiHHOTO CKJIEPO3a HIIH C EPBHYHO-IIPOTPECCHPYIOIINM PACCETHHBIM CKJIEPO30M.

IIporuBonokazanus

I'unepuyBCTBHTEIBHOCTD K OKpen3yMaldy WiH T000My KOMIIOHEHTY Ipernapara B aHaMHe3e.
AKTHBHBIH renatut B.

bepeMeHHOCTB.

Ilepuoa rpyaHOro BckapMiIMBaHHS.

Jlerckwuii Bo3pact 1o 18 net (3¢ pexTHBHOCTE M Ge30macHOCTL IPUMEHEHHS Ipernapara

Oxpeyc” y eTeii u oAPOCTKOB <18 JIeT He H3YYaliCh).




®
XKusneyrpoxaromue nHQY3MOHHbIC peaKIuy PH NPUMeHeHnH penapara OKpeByc B

aHamHese (cM. pasaensl «Ocobble ykazanus», «Crnocod npuMeHeHHs U JI03b1»).

C 0CTOPOKHOCTBIO

[TarenTs! ¢ 3acToiHOM cepaevnol HegocTaTouHOCTHIO (Kiaacce 111 u IV no knaccudukamum
Heio-Mopkckoii Accommarm 1o u3yueHHIo 3abosieBanuii cepaua).

WMMyHH3a1us )UBBIMH U JKHBBIMH OCJTa0JICHHBIMH BaKIIMHAMH.

Bospact nauuentoB >65 ner.

Hapymenne QyHKIHH MOYEK Cpe/IHeH U TSHKENION cTeneHH TsoKeCcTH (9 PEeKTHBHOCTD U
6e30macHOCTh IpUMeHeHHs Tpenapata OKpeByc” He H3ydJasHch).

ITpu npumenenuu npenapara OKpeByc” MOXKET GBITh OBBIIICH PHUCK MaJIMIHU3ALIMH, BKJIIOYAs

PHUCK pasBHTHS pakKa MOJIOYHOM JKeJIe3bl.

Ilpumenenne Bo BpeMsi 6epeMeHHOCTH H B IEPHO/ IPYAHOT0 BCKAPMJIHBAHHS
Konmpayenyus

JKeHIKMHBI ¢ COXPaHHOMH PenpPOAYKTHBHON (GyHKINEN J0JDKHBI HCIOJIB30BaTh 3P PEKTHBHBIE
METO/Ibl KOHTPALENIH B MEPHOJL Jieuenns npenapatoM OKpeByc” # B TeYeHHe 6 MeCSIIEB 0CIe
nocJie/ el nHdy3uu npenapara.

bepemennocms

Oxpenn3zymab npeanonokuTeIbHO MPOHUKAET Yepe3 IUIalleHTapHbli 6apbep, Tak Kak OTHOCHTCS
K uMMyHor100yimuuam noarumna G1.

He cnenyer npuMeHsaTh oKpenn3ymab Bo BpeMsi GepeMEHHOCTH.

JlaHHbIe KOHTPOIMPYEMBIX HCCIIE0BaHHUH OKpen3ymMaba ¢ ydacTHeM GepeMeHHBIX KEeHIIUH
OTCYTCTBYIOT.

Y HEKOTOPHIX HOBOPOXKICHHBIX, MaTePH KOTOPBIX IOJydanu apyrue antutena k CD20 Bo Bpems
OepeMeHHOCTH, HAaOIIOJaTTHCh BPEMEHHOE HCTOLIEHUE ITy/1a nepudepruueckux B-kieTok u
JTUMPOIUTOTICHHUS.

Crnenyer OT/I0KHTh BaKIIMHALMIO )KHBBIMH HJTH JKHUBBIMH OC/Ia0IeHHBIMU BaKIIMHAMH y
HOBOPOX/ICHHBIX M JIETCH, MaTEPH KOTOPBIX MOJTydald OKpenu3ymal B Xo/ie OepeMEeHHOCTH.
M3menenue yncia B-ki1eTok y HOBOPOXKIEHHBIX H JIETeH, MaTePH KOTOPBIX MOIyYaan
OKpesin3yMad, He U3y4ajoch B KIMHMYECKUX UCCIIEIOBAHUAX. JUTHTEILHOCTD TOTEHIHAIBHOTO
HCTOLIEHHS 1TyJ1a B-KJI€TOK y HOBOPOXKICHHBIX M JieTell Hen3BecTHa (cM. pasen «Ocobbie
yKa3aHus», nojapasnen « BakuuHams»).

be3onacHocTh npumeHeHHs okpenu3yMaba B X0/ie POIOB H POAOpa3spellieH sl HE yCTaHOBJIEHA.

Ilepuoo epyonoeo eckapmiusanus




HewusBecTHO, BRIBOAUTCS JTH OKpeau3yMad ¢ rpyIHBIM MOJIOKOM U OKa3bIBACT JIM BIIUSHUE HA €T0
BbIpabOTKY. [loTeHManbHbIi Bpe 11 peOeHKa, HaXO0AIerocsi Ha rpyIHOM BCKapMJIMBaHUH,
HE YCTaHOBJICH.

Oxpenuzymad NpoOHUKAET B MOJIOKO KHUBOTHBIX.

He pexoMmeH IyeTcst rpy/IHOe BCKapMIIHBaHHE BO BpeMs Teparun npenaparom OkpeByc”,
NOCKOJBKY uenoBeueckuid [gG npoHukaer B rpy/iHO€ MOJIOKO, @ BO3MOXKHOCTh BCACHIBAaHHS

OernnzyMaGa H NOCJICAYOMICTO UCTOIICHUS ITYyJIa B-knerok Heu3BecTHa.

Cnocod npuMeHeHHs H 103bI

Obuwue pekomenoayuu

ITpenapat OkpeByc” 10KeH BBOXUTHCS MeHIIMHCKAM nepconayioMm. [Ipenapar npeanazHayeH
JUIsl BBEJIEHHUS KaK B aMOyJIaTOPHO-TIOIMKIIMHUYECKUX, TaK U B CTAIHOHAPHBIX YCIOBUSIX.
Heobxoaumo Habmo1aTh 3a MAMEHTOM B T€YEHHUE, [0 MEHBINEH Mepe, OJIHOTO Yaca Iociie
3aBepleHus HHPY3UH Ha IpeIMET pa3BUTHs HH(Y3HOHHBIX peakiuii (cM. pasaen «Ocobbie
yKazaHus», nojpaszen « MTHpy3uoHHbIE peakiun).

Ilpenapam Oerayc® 6600AM MOJIbKO 6HYMPUBCHHO (6/8) KanebHO Yepe3 omoe1bHblil
kamemep. Beooums npenapam Oxpegyc® cmpyiino unu 60110cHo Henb3A.

IIpemeouxayus Ons npoguraxmuku UHQPY3UOHHBIX peaKyuil

Ilepen kaIbIM BBeIeHHeM npenapara OKpeByc” CieyeT POBOAHT IpEeMETUKALIUIO
METHJIIPEAHU30I0HOM (MM SKBHBAJICHTHBIM JIEKAPCTBEHHBIM ITpenaparom) B jgo3e 100 mr
BHYTPHUBEHHO (B/B) npubIu3uTenbHo 3a 30 MUHYT 10 HHOY3HH U aHTUTHCTAMUHHBIM
npenaparoM (Hanpumep, Tu¢GeHriApaMMHOM ) TPUOIU3UTENBHO 3a 30-60 MUHYT 10 KaXKI0H
uH(}y3un npenapara. B ciydae KIMHUYECKOH HEOOXOJMMOCTH PEKOMEH/IYETCS BKIIIOUHTh
IIPEMEIMKALMIO aHTUITMPETUKOM (HampuMmep, aleTaMuHOQeHOM/TIapaieTaMoioM ) IPUMEPHO 3a
30-60 MuHYT 710 Hauana Kax/10i HHQy3un npenapara OkpeByc” (eM. pasaen «Ocobble
yKa3aHUSA»).

Pesxicum oozuposanun

Pexomennyemas n103a npenapara OerByc® cocranisieT 600 Mr kaxipie 6 MecsilieB B BUJIE B/B
UH}Y3Un.

Hauanvnas oosa

Hauanbnyio 103y ciieryeT BBOJUTH B BUJIE JBYX OT/AEIbHBIX B/B HHQY3MIA: ¢ IepBOi HHY3HUEH
BBOAT 300 Mr penapara, 3ateM 4yepe3 2 Hejenu BBoaAT enie 300 Mr npenapara.

Ilocneoyrowue 003bi




Bce nocieyromue 10351 npenapara OkpeByc” B asibHeiiineM BBOSTCS B BUJIE OJHOKPATHORM
B/B uH}y3uu B 03¢ 600 Mr kaxabie 6 Mecsues (cM. Tabiuity 1). [lepByro U3 nocieayromux /103
CJIEZyeT MPOBOAMUTH Yyepe3 6 MecsieB nocie 1-0i nH}y3un HavaIbHOM J03bI.

MHUHHMATBHBIH HHTEPBA MEKLY KaXIbIM BBEICHHEM npenapara OkpeByc” 10JIKEH COCTABISTh

5 Mecs1€eB.

Tabnuna 1. Cxema 1o3upoBanus npenapara OerByc®.

KommuecTtBo npenapara | MHCTpyKIIMH 1O TPOBEICHHUIO
OerByc®, noJyiexariee UHY3HH
BBEJICHUIO
Havanbnasn 1-ast uadyzus | 300 mr - Havarp undy3uio co
a03a B 250 M cKopocThio 30 Mit/u.
(600 mr), - 3aTeM CKOpOCTh MOXKHO
pasjiesieHHas Ha YBEJIMYHUBATH C [IArOM
2 undyzuu 2-as undy3us | 300 mr 30 mi/u KadKzIble 30 MuHYT 10
(depes 2 5250 8o MaKCHMAaJIbHOH CKOPOCTH
HEJIeNTH 180 mu/4.
nocie - Kaxxayro undysuto cneayer
nepBoii) IPOBOJUTH B TEUCHHE
npubOIM3UTEIBHO 2.5 4acoB.
Iocaeayromue | OxHokpatnas | 600 Mr - HauaTp undysuio co
A03bI uHQYy3us B 500 M CKOpOCThIO 40 Mi1/4.
(600 mr) - 3aTeM CKOpOCTb MOYKHO
Kaxipie 6 YBEJIMYUBATH C LIIarOM
MecCsIEeB 40 mu/g kaxzapie 30 MEHYT J10
MaKCHMaJIbHOH CKOPOCTH
200 mi/u.
- Kaxayro undysuro cnenyer
IPOBOJIUTH B TEYECHHE
npUOIU3UTENBHO 3.5 Yacos.

[Iponyck 6 nianoeom eeedenuu

IIpu npomycke B IJIaHOBOM BBEJICHHH Iperiapara OerByc® HE0OX0/IMMO B KpaTyaiIie CpoKu
BBECTH IIperapar B peKOMEH/1yeMOii /103€, He I0KUIAICh CIIEAYIOLIEro 3aJJaHipPOBAaHHOTO
BBe/IeHHs. I'paduk BBeeHnMii penapata OkpeByc” 10JDKeH OBITH CKOPPEKTHPOBAH C LEJIbIO
NOJUIepKaHHsl 6-TH MECSIYHOTO HHTEpPBaJIa MEK/y BBEJICHHSIMH.

Koppexuyusn 0o3zui

CHmkenne 10361 penapata OKpeyc” He peKOMEHIYeTCs.

IIpy BO3HMKHOBEHNH HH(DY3HOHHON peakiiu BO BpeMs Jii00o0i HH(y3uu npenapara
HEO0OXO0/IMMO CJIEI0BAaTh PEKOMEH/IALIUAM 10 KOPPEKIIHH HHDY3HH, IPUBEIEHHBIM HHXKE (CM.
TaKkxke paszen «Ocobble ykazanus», noapasaen « Mudy3noHHbIe peakinmy).

Vepoowcaiowue sicuznu ungyzuonnvie peaxyuu




Ecnu Bo Bpemst HH]Y3HUH BOZHHKIIM CUMIITOMBI JKH3HEYTPOXKAIOIIUX MM HHBAJIUAM3HPYIOLIHX
HUH(]Y3HOHHBIX peaKIHii, TAKAX KaK OCTpasi THIIEPYyBCTBHTEILHOCTD WIN OCTPbIH

PECIIUPATOPHBIN JIUCTPECC-CHHJIPOM, CJIe/lyeT HEMEUICHHO NPEKPAaTHTh BBEJCHHE Npenapara |
Oxpeyc”. TTanHenT J0IDKEH MOMy4YHTh COOTBETCTBYIOIIEE MOUICPKABAIONIEE JiedeHne. Y TaKuX |
NMAlHEHTOB PUMeHeHHe npenapara OKpeByc” clie/lyeT OTMEHHTb H He BO30OHOBIISATE B i
JlaJIbHENIIEM. ‘
Tsoicenvie unghysuonnvie peakyuu

IIpu pazBuTum Ts0KEN0H HHQY3HOHHON peakilii WK NPH OJHOBPEMEHHOM IOSBJICHHH

MOKpPacCHEHHs JIMIA, TUXOPaJKH U 00Jin B ropiie, HHQY3HUIO ClieayeT HEMEJICHHO NpepBaTh.

[TanmenTy He0OX0IMMO TPOBECTH CUMITTOMaTHYecKoe JieueHHe. MHGyY31I0 MOKHO BO30OHOBUTH |
TOJIBKO I10CJIE pa3pelIeHHs BceX CUMNTOMOB. HavanbHasi CKOpocTh IpH BO30OHOBICHHH

HMH(Y3UH 10JDKHA OBITH B /1Ba pa3a HUKE, YeM CKOPOCTh HHY3HH HA MOMEHT Hayajla pa3BHTHS
peaKiuy.

Jleckue u ymepennvie uHghy3uonnvie peakyuu

IIpu pa3BuTHH JIETKOH MM yMepeHHON HH(DY3HOHHOM peakiuu (Harmpumep, roJIoBHOM 60JH)

CKOPOCTb HH(Y3HH CIIeTyeT CHU3UTD JI0 MOJIOBUHBI CKOPOCTH HA MOMEHT Havalia iBJICHHUSI.

Cnenyer npo/10jkaTh BBEJCHHUE € JIAHHOH CHHIKEHHOM CKOPOCTBIO B TEYEHHE MHHUMYM

30 munyT. B ciydae xopouen nepeHoCHMOCTH HH(Y3HH, CKOPOCTh BBEJICHHSI MOXKHO YBEJIMYHUTh

B COOTBETCTBHH C H3HAYAIbHBIM I'Pa)uKOM.

ITopo6HOE OnMcaHHe CUMIITOMOB, CBSI3aHHBIX C HH(Y3HOHHBIMH PEaKIUsIMH, CM. B pa3jiesie

«Ocobble yka3anus», noapaszen «MHdy3noHHbie peakiun».

Ocobbie ykazaHua no 003upoeanulo

Jlemu

D dekTHBHOCTL M Ge3omacHoCTh npuMeHenns npenapara OKkpeByc” y AeTeil i 0APOCTKOB

(<18 ner) He U3yYaTUCh.

[ooicunoit u cmapueckuii 6o3pacm

DddexTuBHOCT U 6€30MacCHOCTh IPUMEHEHHs Tperapara OerByc® y NAlUEHTOB B BO3pacTe

>65 neT He U3YYaIUCh.

Hapywenue ¢hynkyuu novex

DddexTuBHOCTL M Ge30maCHOCTH NpHMeHeHns npenapara OKpeByc” y NALMEHTOB ¢

HapyleHHeM (yHKIHH IOYeK OTAEIbHO HE H3yYaIuCh. Tak Kak OKpemu3yMald BBIBOJAUTCS IIyTEM
kaTabosin3Ma (a He ¢ MOYO#), TO MPENoaraeTcs, YTO0 K3MEHEHHE J103bl Y NMAIHEHTOB ¢

HapyleHueM QyHKIMH noyek He Tpedyercs (cM. pasnen «PapMakoIOorHyecKre CBOMCTBA Y,

nozapasen «PapMakOKHHETHKA y 0coObIX rpynn nanuenTos/IlaueHTs ¢ HapyleHnem

(YHKIHHU TIOYEK ).




Hapywenue ¢hynkyuu nevenu

DddexTHBHOCTD U GE30MaCHOCTL MPUMEHEHHUS MTpernapara Ol(peByc® y NAIHEHTOB ¢
HapyleHHeM (QYHKIHH NeYeHH OTAEIbHO He H3Y4alnuch. Tak Kak oKpeu3yMad BBIBOJUTCS
nyTeM KaTabosM3Ma (a He neyeHOuHoro MetabosIn3Ma), MpeanosaraeTcs, YTo H3MeHeHHE 1036l Y
MAlMEHTOB ¢ HapylleHHeM QyHKIMi neyenu He Tpebyercs (cM. pazaen «PapMakoJorudeckue
CBOMCTBay, noapasaen «PapmakokuHeTHKA y 0coObIX rpymnn nmauuenTos/[ lanueHTs! ¢
HapyleHHeM QYHKIHH TIEUeHH ).

Ilpasuna npuzomosenenun u XxpaneHua pacmeopa Onsa UHQy3ui

IToaroroska npenapara K BBEJICHHIO IOJDKHA IIPOBOAUTHCS B aCENTHYECKUX YCIIOBUSX.
IIpenapar He COEPIKUT KOHCEPBAHTOB M Mpe/IHA3HAYEH TOJILKO JUIsl OJIHOKPATHOTO
UCIIO0JIb30BaHUSI.

B konuenTpare npenapara OkpeByc” nomyckaercs COJIep)KaHHE MEJIKOUCTIEPCHBIX
NPO3payHbIX W/HIH OTPAXKAIOIIMX CBET YACTHIL, YTO COMPOBOKIAETCS YCHIICHUEM
onajecueHu. KOHIEHTpaT Heslb3sl HCIIOIb30BATh IIPH H3MEHEHHH OKPACKH MJIM NIPH HAJTHYHH
JIUCKPETHBIX MOCTOPOHHHUX BKITIOYEHHH.

Beeoenue pacmeopa 001310 npoeooumsca ¢ UCnONb306AHUEM UHPYIUOHHOIL CUCMEMBI CO
écmpoeHnbM unompom ¢ ouamempom nop 0.2 unu 0.22 Muxpon.

YToGbl IPHIOTOBHTE PACTBOP /Ul BHYTPUBEHHOTO BBEICHHS, KOHIEHTpAT npenapara Okpesyc”
CIIe/lyeT pa3sBecTH B MH(Y3HOHHOM nakeTe, coaepxarieM 0.9% pacTBop HaTpHs XJIOpH/Ia B
cootHoenusx 300 mr/250 min mim 600 Mr/500 mur. KoHueHTpaius roToBoro pacTBopa J0JIKHA
COCTaBJIATH IPUMEPHO 1.2 Mr/mur.

Henocpencteenno nepex undysueii cogepxumoe HHPY3HOHHOTO TaKeTa I0JKHO HMETh
KOMHaTHYIO TEMIIEpaTypy.

C TOo4KH 3peHnss MEKPOOHOJIOrHYECKON YHCTOTHI PACTBOP Ui HH(Y3HH ClIeIyeT HCIOIb30BaTh
Cpasy nociie NpuroToBIeHHs. B MCKIIIOUNTENBHBIX CITydasix FTOTOBBINH PaCTBOP MOKET XPAHUThLCS
He Oosiee 24 yacos npu Temnepatype 2-8°C u 8 yacoB npu koMHaTHOM Temneparype. Ecin
MH(]Y3HIO HE y/1aeTCs 3aBEPUINTh B YKa3aHHBIHM I€PHO/I, OCTABIIHICS B MHDY3HOHHOM NaKeTe
pacTBOp cieayeT BIOPOCHTH (cM. paszien «Ocobble ykazaHus», nojapas/ei « AHCTpyKI|HM 110
YHHYTOXEHHIO HEHCIIOIb30BAHHOTO IIperapaTa MM IpenapaTa ¢ HCTEKIIHM CPOKOM

TOJHOCTH ).

Coemecmumocmsb

PactBop npenapara OkpeByc” coBMecTHM ¢ HH(Y3HOHHBIMH NAKETAMH U3 MOJTMBHHUIIXJIOPH/IA
HJIH 110JIHOJIe(DUHA U CHCTEMaMH JUIsl B/B BBEJICHHS.

Jlnst passesienus npenapara Okpesyc” CJIEJIyeT MCIO0JIb30BaTh TOIbKO 0.9% pacTBOp HaTpus

XJiopuja. Pazaeneﬂne Ipenapara B ApYrux paCTBOPUTEIIAX HE HCCJICA0BAJIOCH.
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IToGounoe neiicTBHe

B Tabmmue 2 npeacrasiensl 00beIMHEHHbIE JaHHBIE O HeKenaTeabHbIX peakuusx (HP) y
MalKEeHTOB ¢ penuauBupyromuMu Gpopmamu PC u ¢ nepuuno-nporpeccupytommm PC, koTopsie
HaOII01a/INCh B KIIMHUYECKHUX MCCIIEI0OBAHMX Mpernapara OxpeByc®. Haubonee yacteimu HP
ObuTH MH(Y3HOHHBIE peaKIMu U HHMEKIIMHU JIbIXaTeIbHBIX Ty TEH.

Jlns onycanys 4acTOThI HeXKeJaTeNIbHBIX PEaKI|ii HCIIOJIb3YeTCs ClIeyIoIas KiacCHpuKaius:
oudeHb 4actele (=1/10), vacteie (=1/100 u <1/10), Heyactsie (=1/1000 u <1/100), peaxue
(=1/10000 1 <1/1000) 1 ouens pexkue (<1/10000), BKIt0YaAs € IMHUYHBIE CITyYaH.

HexenarenbHbie PEaKnuH NpeACTABICHBI B TOPAJIKE YMECHBIICHUS 4YaCTOTHI BO3BHUKHOBEHHMS.

Tabmmna 2. HP y nanueHToB ¢ penuIMBHPYIOIIAMH (POPMAaMH PacCessHHOTO CKIIEpO3a Wil
[ITTPC, nabmonapimuecs ¢ 6onbieii yacToToi (pa3Huua >2%) Ha poHe Teparnuy npenaparom

OxkpeByc” 110 CpPaBHEHHIO C NMpenapaToM cpaBHEHHs WK IU1ane6o’ .

Kaace cucrem opranos Ouennb yacro Yacro
Hugpexyuonnvie u napasumapnvie | UHGeKmMu BepXHUX Cunycut, OpoHXHT, reprec
3aboneeanus JIbIXaTeNIbHBIX MTyTeH, CIIM3UCTOH 000JIOUKH MOJIOCTH

Ha30(apUHTUT, TPHIIIL. pTa, MHEKIUH JbIXaTeIbHBIX

nyTei, BupycHast uHQeKIus,

ONOSICHIBAIOIIMM JTAIIIAN

(Herpes zoster),
racTpOIHTEPHUT.
Hapywenus co cmoponwl opeana KOHBIOHKTHBHT.
3peHus
Hapywenus co cmoponwi Kaiesnb, katapaibHble
ObIXAMENbHOU CUCEMDbL, OP2AHO8 SIBJICHHUS.
2PYOHOU KIEMKU U CPeOOCMeHUs
Hapywenus co cmoponwl kodxcu u Bocnanenue noakoxHo-
NOOKOJICHBIX MKAHelU KHUPOBOH KJIETYATKH.
Tpaemvel, unmoxcuxayuu u WUndy3nonnsie
OCNIOHCHEHUS MAHUNYIAYUL peaKiun’.

" Unrepdepon Gera-1a B nccie0BaHusAX IIPH PELUAMBHPYIOIHX (OpMaxX pacCessHHOTO
CKJIepo3a WM 11anedo B ucenenoanusx npu [1ITPC.

2 CHMITOMBL, 0 KOTOPBIX cO00IIaIOch Kak 00 HH(Y3HOHHBIX peakiMsaX B TedyeHHe 24 4acoB
nocsie HHQy3uH, ONUCaHbl HIKe B noapaszesne « MHpy3HOHHBIE peakiumy.
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Onucanue omoeabHbIX HeHCeIameIbHbIX PeaKuuil
Hnpyzuonnsie peakyuu

HaGmoanuce clieyroniie CUMIITOMBI, CBSI3aHHbIE ¢ HHPY3MOHHBIMH PEAKIUSIMU: 3y /1, ChIIlb,
KpalnuBHUIIA, SPUTEMA, IIPUIIUBBI, MOHH)KEHHUE apTePHAILHOTO J1aBJICHUSs, MIOBLIIICHUE
TeMIIepaTyphl Teja, MOBLINIEHHAs! YTOMIIIEMOCTb, TOJIOBHAs 00JIb, FOJIOBOKPYKEHHE,
pasjipa)keHue ropiia, 601b B pOTOIJIOTKE, OZBIIIKA, OTEK IJIOTKU WJIM TOPTaHH, TOLUIHOTA,
TaXuKap/us. B KOHTpOIMpPyeMbIX KIMHHYECKUX UCCIIEIOBAaHUSIX CllyyaeB (paTaibHbIX
UH(]Y3HOHHBIX peakiuii He ObLIO.

B KIMHHYECKHX HCCIIeI0BaHUSIX hpn pEeLUIUBHPYIOMUX (OpMaX PaCCESTHHOTO CKIIEpo3a
MH(QY3HOHHbBIE peaKuy ObUTH CaMBIMH YaCThIMHU HE)KellaTeIbHBIMHU SIBJICHUSIMHU Ha QoHe
Teparnuu IpernapaTom OerByC® B 103¢ 600 mr. O6mue yacToThl HH(Y3HOHHBIX peaKIHi
cocraBuiid 34.3% u 9.9% Ha doHe neueHus npenapaTom OerByc® u uHTephepoHom Oeta-1a,
cOOTBeTCTBEHHO. YacToTa HH(Y3HOHHBIX peakiuii Oblla MAaKCHMaIbHON BO BpeMs 1-0i
uH}y3uu 1-0# 10361 Ipenapara OerByc® (27.5%) u camxanach co BpemeneM 10 <10% Bo
BpeMs BBeZIeHUs 4-0M 7103b1. BoNbIIMHCTBO HH(Y3HOHHBIX peakiiii B 00enX rpymnmnax jJeyeHus
ObUIN JIETKOH WIJIM YMEPEHHOH CTENeHHU TshKecTH (cM. pasaen «Ocobble ykazaHus», mopaszie
«H}y3nOHHBIE peaKkIIum»).

B xnmunyeckom uccnenoBanuu npu [TTPC yactora nH(y3HOHHBIX peakiuii ObL1a
MaKCHUMaJIbHOH BO BpeMs 1-0if uH(py3uu 1-0ii 10361 npenapara O}(pe]syc® (27.4%) u camxkanach
NpH BBEJEHUH nocaeayroumx 103 10 <10% Bo BpeMs BBeieHus 4-0it 103b1. Y OOJIBIIMHCTBA
NAlMeHTOB HH(Y3UOHHBIE PEAKIIUH Yallle pa3BHBAJIMCH BO BPeMs MEPBOi HHPY3UH KaXKIOM
JI03bI 110 CPAaBHEHUIO CO BTOPOi MH(Y3HE# 3TO# /103b1. BONBIIMHCTBO HHPY3HOHHBIX peaKInii
ObUIN JIETKOH MJIM YMEPEHHOH CTENEeHH TsDKeCcTH (cM. pasaen «Ocobble yKka3aHus», Mo apasiel
«H(y3HOHHBIE peaKInu »).

Hugpexkyuu

VBeTMYeHHs YaCTOThI CePhe3HBIX HH(EKIHM y NaIeHTOB, OTyYaBIIAX npernapar Okpesyc”,
10 CPAaBHEHHMIO C NALIMEHTAMH B KOHTPOJIbHBIX I'PyINax, He Habmoaanock. YacTora cepbe3HbIX
MHPEKIHH y NalMEeHTOB ¢ PelUAMBUPYIOMUMH (OpPMaMHU pacCessHHOTO CKJIepo3a Ha GoHe
Teparuu npenaparoM OkpeByc” Gbia HUIKe, YeM IIPH JiedeHnH HHTepdeporom Gera-1a, a y
nanuenToB ¢ ITTPC — cxoaHoii ¢ TakoBoi# B rpynre miane6o. B KOHTpOIHUpYyEeMbIX KITHHHYECKHX
UCCIIeI0BaHUAX MH(EKIINH IbIXaTeIbHBIX yTeH U reprneTndeckue HHPEKIuu
IPEUMYIIIECTBEHHO JIETKOH U YMEPEHHOMH CTENEHH TSHKECTH yalle Habojanuck Ha poHe
Tepanuy npenaparoM OkpeByc”, 4eM B KOHTPOJIBHBIX IPYIIAX.

Hughexyuu ovixamenvuvix nymeti
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WNHudexun apixaTeabHbIX MyTEH BOZHUKAIH Yallle Y MallueHTOB, MOJIYYaBIINX TEPaHio
npenapaToM OerByc®, 4eM y MalUeHToB, MoTyyaBmuX nHTepdepon 6era-1a wim nianedo, u
OBUTH IPEUMYIIECTBEHHO JIETKOM U YMEPEHHOM CTeNeHHu TsukecTH. B 6onblmHCTBE ciiyyaes
HaOro1aTch HHPEKIHH BEPXHUX JbIXaTeIbHBIX MyTeH (BKI0Yas Ha30(papuHTUT) B OPOHXUT
(cM. Tabmuny 2).

I'epnec

YacToTa reprneTHueckoi HHPEKIUH y MAUEHTOB C PELUIUBHPYIOIIUMHI (OpPMaMHU pacCEessHHOTO
cKyepo3a Gbina Beime Ha ore Tepanuy npenapatoM OKpeByc” 10 CPABHEHHIO C TepanHeil
uHTepheponom Oeta-la. B rpynnax npenapara OerByc® u uHTepdhepona Gera-1a yacToThI
CIICYIOUIMX HEXeJaTeIbHBIX peakuii cocTaBisum: onoschiatonmii mumaii (Herpes Zoster)
2.1% u 1.0%, npoctoii repnec 0.7% u 0.1%, reprniec poroBoit nonoctu 3.0% u 2.2%,
renutanbhbii reprec 0.1% u 0% u repnec-pupyctas undexuus 0.1% u 0%, cooTBeTCTBEHHO.
Wndexnyu 6bU1M NPEUMYIIIECTBEHHO JIETKOM U YMEPEHHOM CTENeHEeH TSXKECTH, U MaIllMeHThI
BBI3/I0PaBJIMBAJIH 110CJIE CTAHAAPTHOTO JieyeHus. CiyyaeB IMCCEMUHUPOBAHHOTO reprieca He
Ha0J110/1a710Ch.

B xnuanyeckoM uccnenoBanuu y nanuenTos ¢ [1TTPC repnec ciuzucroit 00071049KH MOJIOCTH pTa
BO3HHMKAJI ¢ 4acToToif 2.7% u 0.8% Ha poHe edenns npenapatom OKpeByc” H B IpyIie
m1aneo, COOTBETCTBEHHO.

Jannsie o cayuanax cepve3Hbix UHPEKYUIl 6 KIUHUYECKUX UCCIe008AHUAX AYMOUMMYHHBIX
3a0oneeanuil, He omuocauwiuxca k PC

ViMeloTcst JaHHbIe KITHHAUECKHX HeC/IeIoBanmil mpenapara OkpeByc” B KOMOHHAIHMH ¢
UMMYHOCYTIPECCUBHOM Tepanuei (JUIMTEIbHBIM IPUEMOM TITIOKOKOPTUKOCTEPOHUIOB,
CHHTETHYECKUX ¥ OHOJIOTHYeCKUX MOIUPUIMPYIOMHUX O0Ie3Hb aHTHPEBMATHUECKHX
npenaparoB (BMAPII), mukodenonara moderuia, mukinopochamuia, a3aTHONPUHA) TTPH
PEBMATOM/THOM apTPUTE U JIPYTUX ayTOMMMYHHBIX 3a00JIeBaHUSIX.

CornacHo pe3yibTaTaM HCCIIE0OBAaHUN C yYacTHEM MAIlMEHTOB C PeBMATOMIHBIM apTpuToM (PA)
HaGmoancs auchbananc cepbe3HbIX HHPEKIHiA B rpyIe Tepanun npenaparoM Okpesyc” i
UMMYHOCYTIPECCAHTAMH, B YACTHOCTH, aTUITHYHON ITHEBMOHHM U ITHEBMOHHMHU, BBI3BAHHOM
Pneumocystis jirovecii, THEeBMOHHH, BEI3BAHHON BHPYCOM BETPSHOM OCIIBI, TyOEpKyJe3a u
rucroruiasmMosa. B peakux ciaydasx ykazaHHble BbIlIE HHPEKIIMOHHBIC OCTIOKHEHUS UMEITN
netanpHbli uexol. Cepbe3Hble MH(eKInH HabII01alIUCh Yallle TPU IPUMEHEHUH TIpernapaTa
Oxpeyc” B 103e 1000 MI BMECTE ¢ HMMYHOCYIIPECCAHTAMH 110 CPABHEHHMIO C €I0 AHAJIOTHIHBIM
npuMeHeHueM B J103¢ 400 M HJIM ¢ TPUMEHEHHEM UMMYHOCYTIPECCAHTOB B KOMOHHAIHH C

rianeoo.
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K ¢akropam pucka pa3BuTHs cepbe3HbIX HH()EKIHI OTHOCHIMCH HATHYHE COMYTCTBYIOIIUX
3a00s1eBaHUH, JUIUTEIbHAS TepPANUs HMMYHOCYIPECCAHTAMHU/TIIFOKOKOPTHKOCTEPOUIAMH, a
TaK)Ke MPHHAJUICKHOCTh NAalUEHTa K A3HAaTCKOMY PETrHOHY.

Himenenun nabopamopHsix nokazamenei

Hmmynoenobynunvi

Bo Bpemsi nieuenns npenapatoM OkpeByc” 0TMeYanoch CHIKeHHE 001eii KOHIICHTpaIHH
UMMYHOTJIO0YJIMHOB, B OCHOBHOM 3a CUET CHHXKEHHUs ypoBHS uMMmyHoro0ymna M (IgM). Ipu
9TOM KOPPEJISILIMU C Pa3BUTHEM CEPbE3HbIX HH(EKIHI HE 0TMEYaIOCh.

Jlo Havana nedenns npenapatoM OkpeByc” B paMKax KJIHHHYECKOTO HCCIIEI0BAHHS, HCXOAHbBIE
koHuentpauuu IgG, IgA u IgM 6butn Menbine HwkHe# rpaaunbsl Hopmbl (HI'H) y 0.5%, 1.5% u
0.1% nanueHTOB ¢ peHUANBHPYIOIMMH (OpMaMH PacCesHHOTO CKJIEp03a, COOTBETCTBEHHO.
Yepes 96 nenens nocie Havana gedenus konuentpauuu IgG, IgA u IgM 6bumr Hixke HI'H y
1.5%, 2.4% u 16.5% nmamueHToB, COOTBETCTBEHHO.

B nane6o-kontpompyemom uccnenoBanuu (npu [ITPC) gonu nanueHToB B rpynne Tepanuu
npenapaTromMm OerByc®, y KOTOpBIX HcxoaHble ypoBHU IgG, IgA u IgM 6butn menbine HI'H,
cocrasisuii 0%, 0.2% u 0.2%, coorBercTBeHHO. [locne Tepanuu 10/ MOTy4YaBUIMX npenapar
OerByC® NaIMEHTOB, Y KOTOphIX Ha 120-0ii Henene yposuu IgG, IgA u IgM Obuti MeHbIne
HI'H, cocraBnsm 1.1%, 0.5% u 15.5%, cOOTBETCTBEHHO.

Heumpogunwi

YV NalnMeHToB ¢ PEHAMBHPYIOIMMH (OPMaMH paccessHHOTO CKIIepo3a, MoJIy4YaBlIuX Mpenapar
OerByc®, YMEHbIIEHHE Ynciia HeliTpoduiioB Habmonanock pexe (14.7%), 1o cpaBHEHHIO ¢
nalMeHTaMH, 1oay4aBimuMu HHTepdepon Geta-1a (40.9%). Y nauuentos ¢ [1TTPC, nonyyaBmmx
neyenne npenaparoM OkpeByc”, yMeHbLICHHE YnC/Ia HEeHTpOoHIOB HAOIIOAAIOCH HECKOJIBKO
yame (12.9%), no cpaBHeHHUIO ¢ nanMeHTamMu, nojrydasmumu miane6o (10.0%).

B GonbiMHCTBE CyyaeB yMeHbIICHHE YHCIa HeHTpouioB Ha PoHE Tepanuu npenapaTom
Oxpeyc” GbUIO TPaH3UTOPHBIM, OTMEYAJIOCh OJIHAXK/IbI B X0/1€ Teparuu, 6oiee He MOBTOPSIIOCH
¥ umeno 1-yio wim 2-y1o crenens Tsokectd. Heltpornienus 3-eit uim 4-0ii CTENEHH TSKECTH
Habo1anack NpUOIM3UTENBHO Y 1% MalMeHTOB, IPH TOM KOPPEJISIHUS C pa3BUTHEM

MH(}EKIIMH OTCYTCTBOBAJIA.

Ilepeno3suposka

OIBIT NPEBBIIEHAs PEKOMEHI0BAHHOI 103b1 nipenapata OkpeByc” orpannyeH. MakcumasbHas
u3ydenHas n03a cocrasisia 2000 Mr B Bujie 1Byx B/B uH(y3mii no 1000 Mr ¢ uHTEpBaioM B 2
HEJIEJIH, IIPY 3TOM HaOIIOJABIIMECS HeXellaTelIbHbIEe PEaKIIMU COOTBETCTBOBAIIM

YyCTaHOBJIEHHOMY Npo¢HII0 6€30MacHOCTH rpernapara OerByc®.
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Cnenuguyeckoro aHTu0Ta He CymecTByeT. [Ipu cirydaifHOM NMpeBBIICHUH JI03bI Ipernapara
OerByC® HEOOXO0MMO HEMEUICHHO MPEeKPaTUTh HHPY3UIO ¥ HAOIIOATh 3a MAlHEHTOM Ha
npeaMeT pa3BUTUSI HHQY3HOHHBIX peakiuii (cM. pasnen «Ocobble yka3aHus», moapasiel

«H}y3uOHHBIE peaKIun»).

B3aumoaeiicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPeICTBAMH

Hmmynocynpeccupyrouias u UMMYHOMOOYIUPYIOUAA MEPANUA

[pu 0THOBpEMEHHOM NpHMeHeHHH npenapara OKpeByc” H HMMYHOCYIIPECCHPYIOLIE 1
UMMYHOMO/1YJIUPYIOIIEH Teparuu, BKJII0Yas IIFOKOKOPTHKOCTEPOH/IBI B
HMMYHOCYTIPECCUPYIOLIUX /103aX, 0’)KUAETCS YBEIHUYCHUE PHCKAa IMMYHOCYIIpeccuu. Takum
00pa3zoM, HeOOXOMMO YYHTHIBATH PUCK Pa3BHTHS aJUIMTHBHOTO 3¢ deKTa Ha IMMYHHYIO
CHUCTEMY.

ITpu nepeBojie nanyeHTa ¢ Tepanuy npenaparamu, 00J1aal0IIMMHU TTPOJIOHTHPOBAHHBIM
JICCTBHEM Ha HIMMYHHYIO CUCTEMY (akiu3ymad, GUHromMo 1, Hatanu3ymal, TepudIyHOMUT
WJTH MHTOKCAHTPOH), Ha Tepanuio npernapatom OkpeByc” HEOGXOIMMO yUHTHIBATH
JUIMTEJIBHOCTh M MEXaHHW3M JICHCTBUS JaHHBIX MPEnapaToB W3-3a BO3MOXHOCTH aJTATHBHOTO
spdexra Ha HIMMYHHYIO CHCTEMY.

OTaenbHBIX UCCIIE0BAHMM B3aUMOJICHCTBHUS C IPYTMMH JIEKAPCTBEHHBIMU CPEICTBAMH HE
IPOBOIUIIOCH, ITOCKOJIBKY B3aUMOJICHCTBUH, CBSI3aHHBIX ¢ aKTHBHOCTBIO H30()€PMEHTOB
muroxpoma P450 u npyrux merabonusupyronmx GpepMeHTOB WM TPaHCIIOPTEPOB, HE

OXHIACTCA.

Oco0blie ykazanus

Jlns obecrieueHuss MOHUTOPHHIA KauecTBa H 0€30MacHOCTH GHOJIOTHYECKOro Mpernapara B
ME/IMIUHCKOM JJOKYMEHTAIMH NalHeHTa CJIEAYeT yKa3blBaTh TOPrOBOC HAMMEHOBAHUE
npenapara (OerByc®) Y HOMEP CEpHUH.

BBenenue npenapata npoBOJUTCS NP HATHYHH JOCTYIIA K CPEICTBAM JUIs OKa3aHHs
SKCTPEHHOM IOMOIIM B CTy4ae BOSHUKHOBEHHS TSDKEJIBIX PEAKIIM, TAKUX KaK CEPhe3HbIE
UH(Y3HOHHBIE PEaKIIUH.

Huysuonnsie peakyuu

PasBuTre HH(DY3UOHHBIX PeaKIMil y MAIMEHTOB, MIOTyJalomuX npenapar Oxpeyc”, MOKeT
OBITH CBA3aHO C BBICBOOOJK/IEHHEM ITMTOKUHOB H/HJIH XUMHYECKHX MEHAaTOPOB.
Cumnromsr UP MoryT pa3BuThest Bo BpeMst Ji000# HH(Y3UH, HO HauboJIiee 9acTo OHH
OTMEYATHCh BO BPeMs IEpBOTo BBeJIeHH s npenapata Okpesyc” .

WP taxxke MOTryT pa3BHTBLCS B TeUeHHE 24 4acOB MOCIe HHDY3HH.
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Cumnromamu UP MoryT ObITh 3y, Chbillb, KPaIMBHUIIA, IPUTEMA, pa3paxKeHue ropia, 60Jb B
POTOIJIOTKE, O/IBIIIKA, OTEK IJIOTKU MJIM TOPTaHH, IIPUIIMBbI, TOHWKEHHUE apTePUAILHOTO
JIaBJICHUS, IOBBILICHUE TEMIIEPATYpPhI TeJa, MOBBIIICHHAs! YTOMIISIEMOCTb, TOJIOBHAsE O0JIb,
rOJIOBOKPY’KEHHE, TOLTHOTAa U Taxukapaus (cM. pasaen «[lobounoe aeiictue»).

3a nanueHTaMu HeoOX0MMO TIATeIbHO HAOMI01aTh Ha MPEAMET BOZHUKHOBEHUS! CHMIITOMOB
WP, xak MUHUMYM, B T€YEHHE OJIHOTO Yaca Mociie 3aBepiieHust uHdy3uu. Bpau nomken
IpeayNnpeauTh MAalUeHTa 0 TOM, 4To pa3BuTie P Bo3M0OXKHO B TeueHHe 24 4acoB nocie
UHQDY3HUH.

Ha ¢one Tepanun npenapatom OKpeByc” BO3MOXKHO Pa3BHTHE PEaKIIHH
THIIEPYYBCTBUTENILHOCTH (OCTpast ajuiepruyeckas peakuus Ha npenapar). P moryT ObITh
KJIMHUYECKH HEOTIMYUMBI OT peaKkIyii OCTPON TMIIepIyBCTBUTEIBHOCTH 1-T0 THIIA
(onocpenoBannbix IgE) (cM. noapaznen «Peakiuu runepyyBCTBUTEIBHOCTH » HUXKE).
PexoMeHjanmu 1o npeMeMKaliiu JUIsl CHUOKEHHs. 4acToThl U TskecTH VP npuBeiens! B pasjene
«Cniocob mpuUMeHEHUs U JI03bI».

Konmponwv ungyzuonnvix peaxyuii

PexoMenanuu no koppekiuu HHQY3UH npernapara naieHTaM, Y KOTOPbIX pa3BHIINChH
XKHM3HEYTpOXKaoIue, TsKelble, yMmepeHHsble wiu sierkue P, npusenenst B paznene «Crnocob
NPUMEHEHHMS U J103b1», noapasen «Koppekiuus 10361».

IIpu pa3BUTHHM TSKETBIX CHMITOMOB CO CTOPOHBI JIbIXaTEIbHOM CHCTEMBI (TAKHX KaK
OpoHXxocnasM WM 3MH307 000CcTpeHHs OPOHXHAIBHOM acTMBI) HH(Y3HUs 10JDKHA OBITH
HEMEJUIEHHO IpekpaieHa. [IpogomkaTts Tepanuio B JajibHEHIIEM Helb3sl.

ITocnie mpoBeeHUSI CHMITTOMAaTHYECKOTO JICYSHHUS TTALUEHT JI0JIKEH HaXOAUThCS 1101
HaOJIIOICHUEM JI0 IIOJIHOTO pa3pelieHusi CHMIITOMOB CO CTOPOHBI JIBIXaTeIbHON CHCTEMBI,
IIOCKOJIBKY 3@ IIEPBOHAYAIbHBIM YIIYYIIEHHEM CUMIITOMOB MOJKET IOCJIEI0BATh UX YXY/IIICHHUE.
Bo Bpems uudy3un npenapata OkpeByc” BO3MOXKHO TIOHHKEHHE apTEPHATLHOTO AaBIEHHS, UTO
MOXET OTHOCUTBCS K cumniromaM WP, B ¢Bs3u ¢ 9TUM ciieryeT paccMOTpeTh BO3MOKHOCTD
IIPUOCTAHOBKH JICYEHHUS] AHTUTUIIEPTEH3UBHBIMU MpenapaTtaMu B TeueHne 12 4acoB J10 Havajia u
Ha IIPOTSHKEHHH KK I0# HH(y3uu npernapara OkpeByc”. V NALHEHTOB ¢ 3aCTOMHON cepaeuHON
HejlocTaTouHoCThIO (Kace 111 u IV no kmacenduxarmn Helo-Mopkekoii Accommarmu mo
u3ydenuio 3a60eBanuii cep/iia) B aHaMHe3e IPUMEeHeHHe penapata OKpeByc” He H3ydaloch.
Peaxyuu zunepuyecmeumensvnocmu

B Xxo0/1€ KOHTPOIMPYEMbIX KIMHHYECKHX MCCIIEJIOBAaHUIN O Pa3BUTHH PeaKIiuii
IHIEpUyBCTBHTEILHOCTH IIPH IPAMEHEHHH npernaparta OKpeByc” He cooBImanocs.

Bo3mosxHel 3aTpyaHenus npu A depeHnnaibHON IHarHOCTHKE PeaKiin

F'HNEPYyYBCTBUTCIIBHOCTH U UP. Peakiun TANEPYYBCTBUTCIIBHOCTH MOI'YT BOSHHKHYTh BO BPEMsI
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mo0oi nH(Y3UH, OHAKO, KaK PaBHJIO, OHH OTCYTCTBYIOT BO BpeMs nepBoit undysuu. Eciu B
X07ie mocaeayomuX HHy3ui ycyryOstoTes panee Habt01aBIIMeCcs: CHMIITOMBI WITH
BO3HUKAIOT HOBBIE TSKEJIbIE CUMIITOMBI, HEOOXO0IMMO HEMEUIEHHO PAaCCMOTPETh BEPOSITHOCTh
Pa3BUTHs PEAKIMU THIIEPYYBCTBUTENLHOCTH. [IpH mo103peHnn Ha pa3BUTHE peaKIiH
TUIIEPYYBCTBUTEIILHOCTH BO BpeMsi HHPY3UH HEOOXOAMMO HEMEJICHHO NPEKPAaTHTh HHPY3UIO U
He BO300HOBIIATH B fayibHeeM. [lanuentam ¢ ycranoBnennoi IgE-onocpenoBannoi
PHITePUYyBCTBHTEIBHOCTBIO K npenapary OKpeByc” MPOTHBOIIOKA3aHa TePAIHs TaHHBIM
npenaparoM (cm. paszzaen «IIpoTuBonokazanus).

Hugpexyuu

V NanMeHToB ¢ aKTHBHOM HHDeKIMell npuMenenne npenapara OKpeByc” cieyeT OTIONKHT 10
KyIUPOBaHUSI HH(EKIHH.

IIpoepeccupyiowas mynemughoxanvnas netikosnyegpanonamus (I1IMJI)

[IMJI siBnsieTcs oNnopTyHUCTUYECKON BUPYCHON HH(EKIMEH rOJIOBHOIO MO3ra, BEI3BAHHOM
Bupycom Jxxona Kanuunrema (JC), u 0ObIYHO MPOSIBIISETCS Y MAIMEHTOB ¢ UMMYHOIE(PHUIIUTOM.
Kax npasuio, pazsurue [IMJI npuBOAMT K JIeTAIbHOMY HCXO/IY HJIH TSDKEJIOW WHBAJIM/IH3AIIHH.
B XoJ1e KIMHUYECKHX HeceoBanmii npenapara Okpesyc” ciydaes [IMJI BesBIIeHO He GbLIO,
TeM He MeHee, JC-acconuupoBannas [IMJI Habmonanack y nalueHToB, MOJIy4aBIINX TEPATHIO
apyrumu antatenamu k CD20, a raxke apyrumu npenaparamu s jgedenus: PC. Passutue JC-
accouuuposanHoi [IMJI 6110 cBsi3aHO ¢ TakuMU (pakTOpaMu pUcKa, KaK MIMMYHOZIEHUIIUT U
MHOJKECTBEHHAs! Teparus HMMYHOCYTIPECCOPAMH.

ITpu nono3pennnu Ha ITMJI clietyeT mpHOCTAHOBHTH Tepariio npenapatoM Okpeyc® u
IIPOBECTH HEOOXOAUMYIO THArHOCTHYECKYIO OlleHKY. [Ipu 3rom npusnaku [TMJI moryT
BBIABIIATECS B X0J1¢ MPT emne 1o Havana nposiBeHHs KITHHHYECKHX CUMIITOMOB.

XapaxktepHble cumnToMbl [IMJI MHOrooOpa3Hbl, MOTYT yXyIIIAThCs HA HPOTSXKEHHUH OT
HECKOJIbKUX JHEH J10 HECKOJIBKUX HEJIeNlb, U BKIIIOYAIOT B ce0sl IPOrpecCcupyronyo ciabocTsb ¢
OJIHO¥ CTOPOHBI TeJla UITH «HEYKITI0KECTh» KOHEUHOCTEH, HapyllleHHe 3peHHs, IepEMEHBI B
MBILUIEHHH, TaMSTH U OPUEHTALMHU, IPUBO/ISIINE K CITYTAHHOCTH CO3HAHUS U H3MEHEHHIO
JUYHOCTH. JlaHHBIE IPU3HAKY U CUMIITOMBI MOT'YT OBITH CXO/IHBI C NPOsiBJICHUIMHU perauBa PC.
ITpu noarsepxaenun quarnosa [IMJI HeoOX0AMMO MOTHOCTBIO IPEKPATUTH JICYEHHE.
Peaxmusayus cenamuma B

V narwentos ¢ PC, nonyuapimmx tepanuio npenaparom OKpeByc”, He COOBIIATOCH O CITyJasx
peakTuBauuu renatuta B. ¥V nanuentos, nonyuyaBmux gedenue anturenamu k CD20,
coobmanock 0 peakTuBaluy Bupyca renaruta B (BI'B), B HEKOTOPBIX cilydasiX MpUBOIMBIICH K

Pa3sBUTHIO (bYJ'ILMI/IHaHTHOI“O renaTruTa, NIe4eHOYHOU HEAOCTAaTOYHOCTH, JIETAJIbHOMY HCXOAY.
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Ilepen Ha3HaueHneM npenapara Oxpeayc® BCEM MalMEHTaM clieyeT NpoHTH CKpuHUHT Ha BI'B
B COOTBETCTBHH C JIOKaJIbHBIMH pyKoBozcTBamu. IIpemapar OkpeByc” He ciieiyeT MpHMEHSTh
nalMeHTaM ¢ akTUBHBIM BHpycoM renarturta B (BI'B) (aktuBHas uHdexius 1omkHa ObITh
MOATBEPK/ICHA MTOJIOKUTEIBHBIMHU PE3yJIbTaTaAMH OIPE/IC/ICHUS TIOBEPXHOCTHOIO AHTUT€HA
(HBsAg) u anTuten k anturenam Bupyca renarura B (HBcAb)).

[TanmenTaMm ¢ 1MoJI0XKUTEIBHBIMU CEPOJIOTHYECKUMHU MapKepaMu renatura B (oTpuuarenbHbli
pe3yiabTar ananu3a Ha HBsAg u nonoxurensHbiit pesynsrar Ha HBcAb), a taxoke Hocurensm
BI'B (nonoxwurensusiit pe3yasrar Ha HBsAg), cienyer npoKoHCYJIbTHPOBATHCS C BpauoM
renaTooroM rnepe/l HasHadeHneM npenapara Okpesyc'.

B oTHOIIEHHH TaKUX NAlMEHTOB HEOOXOAMMO MTPOBOJINTH COOTBETCTBYIOIIHH MOHHTOPHHT U
NPHHUMATh MepHI 110 NpopHIAKTHKE peaKTHBALIMK BUpYyca renatuta B B cOOTBETCTBHH C
MECTHBIMH CTaHIapTaMH.

Jleuenue ummynocynpeccanmamu 00, 60 6pems u nocie mepanuu npenapamom Okpegyc”
Hasnauars Tepanuio npenapatom OkpeByc” 10c/ie HMMYHOCYTIPECCHBHOMN TEpAITHH HIIA
MMMYHOCYTPECCHBHYIO TEpaIiH MocJie Tepaniy npenapatom OkpeByc” ClieyeT ¢ y4eToM Toro,
4TO BO3MOXKHO IIepeKpbIBaHue UX (papMakouHaMuueckux 3 GeKToB (cM. pasjen
«MDapMaKoJIOrHYecKHe CBOUCTBAY, Nojpaszien « MexaHu3m JeHCTBHS ).

[Npn Hasnayenun mpenapara OKpeByc” ciieyeT coGIoLaTh 0CTOPOKHOCTD, IPHHAMAS BO
BHUMaHHe papMaKkoJHHAMHKY ApYrux Gose3Hb-moauduumpyromux npenaparos (BMIT) s
neyenust PC, Tak Kak HET IaHHBIX HCCIIe0BaHMil npenapata OkpeByc” B KOMOHHALMH ¢
apyrumu BMII s negenns PC.

Bakyunayus

be3onacHOCTE MMMYHH3aIIHH JKMBBIMH HJIH J)KHBBIMH OCJIa0JIEHHBIMH BaKIIHHAMH T10CJIE TEPAIHH
npenaparom OKpeByc” He H3yyasach.

Bo Bpems Tepanuu npenapatom OkpeByc”, a Takke JI0 BOCCTAHOBJICHHS myJia B-KkjieTok
NPOBOMTH BaKIIMHAIMIO JKHBBIMHU MJIM )KUBBIMH OCJ1a0JIEeHHBIMU BaKIIMHAMH HE PEKOMEHTyeTC s
(cM. paszien «DapMaKoJIOrH4ecKue CBOHCTBAY, nojpaszen « Mexanusm JeHcTBHs ).
KonnyecTBo NaMeHToB ¢ MoJ0KUTEIbHBIMA THTPAMH aHTUTEN K S. preumoniae, BO30yMTEIISM
SMIM/IEMHYECKOTO TApOTHTA, KPACHYXH M BETPSHOM OCIIbI IIOCIIe Tepamun npenapatoM OkpeByc”
B TeYEeHHE 2 JieT ObLIO B LIEJIOM CXO/IHO C TAKOBBIM HA HCXOIHOM YPOBHE.

B xoze ucenenoBanus y nalMeHToOB ¢ PEeLUIMBHPYIONIMMHE GOpMaMH paccessHHOTO CKIIepo3a,
nosyyaromux npenapar OkpeByc”, 0TMEUANICs IOHIKEHHbIH IYMOPAIbHBIN HMMYHHBIH OTBET K
CTOJIOHAYHOMY aHATOKCHHY, 23-BaJICHTHOMY ITHEBMOKOKKOBOMY mosincaxapuay, KLH-
neoantureny (keyhole limpet hemocyanin, KHL) n ce3onH0i# BakiuHe npoTHB rpumnma. Tem He

MCHEC, Y NAallTMCHTOB, IOJy4YaronuXx 1npernapar OerByC®, PEKOMEHAYETCS TPOBOJAUTL CE30HHYIO
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BakKIMHAIMIO TpOTUB rpunna. [lepe Ha3HaueHneM npenapara OerByc® Bpay JI0JDKEH U3YYUTh
CcTaTyC HMMYHH3alUy NalnuenTa. B ciydae npoBe/ieHus BaKIIMHAIIMH €€ HEOOX0MMO
3aBEPUIMTH, 10 MEHbILEH Mepe, 3a 6 Helenb 10 Havasia JICYeHHS IpenapaTom OerByc®.
Buympuympobnas sxcnosuyus okpeauzymaba u 6aKyuHayusi HOBOPOICOEHHbIX U Oemetl
HCUBLIMU U HCUBLIMU OCTIADIEHHBIMU 6AKYUHAMU

W3-3a noTeHIMaILHOTO HCTOLIEHHS TyJ1a B-KJ1€TOK y HOBOPOXKIEHHBIX U JIeTel, MaTepu
KOTOPBIX MOJIy4YaJld Npenapar OerByC® BO BpeMs O€peMEeHHOCTH, BaKIIMHAIIHIO )KUBBIMH HJIH
’KHMBBIMH 0CJIa0JICHHBIMHU BaKIIMHAMH PEKOMEH/IYeTCS OTJIOKHTH JI0 BOCCTAaHOBJICHHS MyJia B-
KJIETOK; Mepel IPOBEJCHHEM BaKIIMHAIIMH HOBOPOK/ICHHBIX M JIeTeH PEKOMEHIYeTCS H3MEPSTh
ypoBenb CD19+ B-knetok.

Bce BakumHanum, 3a HCKJIFOUEHHEM BaKIIMHALIMH )KUBBIMH M XKHUBBIMH 0CJ1a0/IEHHBIMH
BakKIMHAMH, PEKOMEH/IYETCs IPOBOAUTH COTIACHO HAIMOHAIIBHOMY rpad MKy HMMYHH3AIHH.
M3Mepenne TUTpa aHTUTEI 110CTIE BaKIIMHALIMH T103BOJISIET IPOBEPHTH CIIOCOOHOCTD MAIHEHTA
Pa3BUTH 3alIMTHBIA HMMYHHBIH OTBET, TaK Kak 3()(HeKTHBHOCTH BaKIIUHAIIMH MOXKET OBITh
CHHM)KEHA.

Manuznuzauusn

ITpu npumeHeHun npenapara O}(peByc® MOeT OBITh MOBBIIIEH PUCK MaJIMTHU3aIMH. B X0/1€
KOHTPOJIMPYEMBIX KITHHHYECKHX MCCIIEI0BAaHUH MAJIMTHU3ALUS, BKJIIOYAsi pa3BUTHE paKa
MOJIOYHOM JKeJie3bl, Ha0II0/1a1ach Yalle y MalHeHTOB, MOIyYaloIIuX penapar OerByc®, 4yeM y
NAlUEHTOB, NOJTyYaromuX uaTepdepoH Gera-1a win miamnebo (pak MOJIOYHOM HKeJie3bl
JmMardoctupoBas y 6/781 nanuenTok u 0/668 nanueHToOK, COOTBETCTBEHHO). [TaliMeHTh! 0KHbI
CJIeJIOBATh CTAHIAPTHBIM PEKOMEHIAIMSIM 10 CKPHHUHTY paka MOJIOYHOM JKeJie3bl.
Hucmpykyuu no yHuMmodiceHuro Heucnonb306aHHO20 Npenapama Wil npenapama c
UCMEKWUUM CPOKOM 200HOCMU

TNonaanue nexapcTBenHOro npenapara Okpesyc” B OKPYXKaKOLIYyIO Cpey J0KHO ObITh
CBeJIeHO K MUHMUMYMY. He cienyer yrunusupoBaTh npenapar ¢ moMOIIbIO CTOYHBIX BOJ| MJIH
BMeECTE ¢ OBITOBBIMH OTXOJIaMH. Y HUYTOKEHHE HEHCIIOJIb30BAHHOTO TIpenapara |iM rpenapara
C HCTEKUIMM CPOKOM I'OJTHOCTH JIOJIXKHO IIPOBOJMTHLCS B COOTBETCTBHH € TPeOOBAaHUSIMHU
71€4e0HOr0 yUYpexKAeHHUS.

Creyer ctporo cobmoaarh clie/lyrolme MyHKTbl B OTHOIEHHH MCIIOIb30BaHMs M YTHIM3AIHH
HITTPUIIOB ¥ JIPYTHX OCTPBIX MEJAUIMHCKUX MIPEJIMETOB:

- HUKOI/Ia HE MCII0JIb30BaTh MOBTOPHO MIJIBI M IITPHILBI;

- BCE UCTI0JIb30BAHHBIE HIJIbI U IIIPHUILBI CIETYET IOMECTHTh B KOHTEHHEP /Ul OCTPBIX OTXO/I0B

(oHOpa30BBIA KOHTEHHED, YCTOHUMBBIH K TPOKAJILIBAHHIO).
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Bausinne Ha ¢cnoco0HOCTH YNPABJIATH TPAHCIIOPTHLIMH CPeICTBAMH H MeXaHH3MaMH
Bnusuue npenapara OerByc® Ha CIOCOOHOCTB YIPaBJIATh aBTOMOOMIIEM U paboTaTh ¢

MEXaHU3MaMH HE H3Yy4aJlOCh.

®opma BbINyCKA

KoHIeHTpar Ui NpUroToBIeHUs pacTBopa Juist uHGy3uit 30 Mr/mi

ITo 10 mu1 (300 mr/10 mut) mpenapata Bo ¢1akoH 6eclBETHOTO CTeKJ1a (THAPOIHTHYECKHH Ki1ace
1 E®), ykynopenssiii npobkoit u3 OyTHikaydyka, JaMUHHPOBAHHOTO (TOpromMepoM,
00KaThIi ATFOMUHUEBBIM KOJITAYKOM M 3aKPBITHIH IJ1aCTMACCOBOH KPBIIIKOH.

1 ¢akoH ¢ npenapaToM BMECTe ¢ MHCTPYKIMEH 110 NPUMEHEHHIO TOMEINAIOT B KAPTOHHYIO

naukKy.

Cpok roanocTu
2 roja.

He ucnonb3oBaTh 10 HCTEYEHHH CpOKa roaAHOCTH, YKa3aHHOT'O Ha YIIaKOBKE.

YeiaoBus XxpaHeHus
Xpauuts npu temneparype 2-8°C B KapTOHHOM MaykKe /Uisl 3aIIUTHI OT CBETA.

XPpaHUTh B HEJOCTYITHOM LIS JIETEH MecTe.

YeaoBus ornmycka

[To peuenry.

Baajnenen PerncrpannoHHoro y1ocroBepenus
®. Xopdmann-Jls Pour JIta., [lIBeituapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIponsBoauTenn
Pom JIluarnoctuxc I'M6X, I'epmanus

Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

®acoBmHK (MepBHYHAS YIIAKOBKA)
Pom Jlnarnoctukc I'M6X, I'epmanus

Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany
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YnakoBmuk (BTOpHYHAS/TIOTPEOHTEIHCKAS YIIAKOBKA)
®. Xobdmann-JIs Pom JItna., IIseiinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

Brinmyckaommii KOHTPOJIb Ka4ecTBa
@. Xobdmann-Jls Pom JIta., [lseinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

IIpemen3suu nompebumenei nanpaeiame 6 komnanuro 340 « Pow-Mockeay» no aopecy:

107031, Poccus, r. Mocksa, TpyOHas miommais, 1. 2
Tell. (495) 229 29 99, dakc (495) 229 79 99
unu yepes popmy ob6pamuoil ceésa3u Ha caime:

www.roche.ru )

Pykonouéte.iib ] eﬂa‘perugrpaunn H obecnievenus kavecrsa JIC
A WA/ O A/
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