21.11.2023

MUHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUIICKOI ®EJEPALIMN

NMHCTPYKLUA
1O MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

OHBPEJI®

Perucrpanuonnbiii Homep: JII1-002122

Toprosoe HaumenoBanue: DHOpen®

Me:xkayHapoaHoe HeIATEHTOBAHHOE WJIM IPYNINUPOBOYHOE HAMMEHOBAHME  dTaHEPLIENT
JlekapcTBeHnHnasi popma: nmroduIU3aT A1 IPUTOTOBJICHHS PACTBOPA JIJIS TIOJIKOKHOTO

BBeneHusa 10 mr

Cocras

1 grakoH ¢ TMOGUINZATOM COJIEPIKUT:

Oelicmeyowee eujecmao: sranepuent 10 mr,

ecnomozamenvHule geujecmea: ManuuTon 40 mr, caxapoza 10 mr, Tpomeramon 1,2 mr (B BuIe
CMecH TpoMeTaMoJja U TpoMeTaMoJIa THIPOXJIOPH A 10 TOCTHxKeHus 3HaueHus pH 7,4)

| mwmpwIr ¢ pacTBOPUTEIEM COAEPKUT: BOJA ISl UHBEKIMNA 1 MIT.
Onucanue
Jluoghunuzam: 6enpiii THOPUIN3UPOBAHHBIN TTOPOIIOK MIIK TOPUCTAs Macca.

Pacmeopumens: npo3paunas GecriBeTHast )KUIKOCTb.

dapmakoTepaneBTHYecKasi rpynna: ¢pakrop Hekpo3a onyxoiu-o (PHO-o) nuHruéurop
Koa ATX: LO4ABO1

DapMaKoJIOrHYecKue CBOMCTBA
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Dapmakoounamuxa

®axkrtop Hekposza onyxonu (TNF-o, ®HO) sBasieTcss OCHOBHBIM LIUTOKHMHOM, MOJEP>KUBAIOIITUM
BOCHAJIMTENbHBIN IIpoLecc NpU peBMarouaHoM aptpute. [loBeienne xonunentpauuun PHO
Tak)ke OOHApY>KEHO B CHHOBHAJIBHBIX O0OJIOYKAX W ICOPUATHYECKUX OJSAIIKaxXx y OOJBHBIX
MICOPUATHUYECKUM apTPUTOM, a TakKe B IUIa3Me€ KPOBUM U CHHOBHMAJBHBIX TKaHAX OOJIBHBIX
AQHKWJIO3UPYIOMIUM  CIIOHAWIMTOM. JTAHEPIENT SBISAETCS KOHKYPEHTHBIM HMHTHOUTOPOM
cszpiBanusg PHO c ero penentopamu Ha MOBEPXHOCTH KJIIETKH, U, TAKUM 00pa3oM, HHTHOUPYET
ouonornueckyro aktTuBHOCT @HO. ®HO u 1uMEGOTOKCHH OTHOCATCS K MPOBOCHATIMTEIIHHBIM
UTOKMHAM, KOTOpBIE CBSA3BIBAIOTCS C ABYMsI YETKO pa3IUUYMMBIMHU perenTopamu Qaxropa
Hekposa onyxonu (PHOP) Ha moBepXHOCTH KIETKHU: S55-KWIoAanbToH (p55) U 75-KmiioganbToH
(p75). O6a ®HOP mnpucyTCTBYIOT B OpraHu3Me B MEMOpPAaHOCBS3aHHON W CBOOOAHOU (opmax.
PactBopumbie ®HOP perynupyroT Ouonornyeckyo aktuBHocTh GHO.

OHO u nuM(OTOKCHH CYIIECTBYIOT MPEUMYIIECTBEHHO KaKk TOMOTPUMEPHI, UX OHMOIOrHYecKas
AKTUBHOCTH 3aBUCHUT OT nepekpecTHoi ciimBk @HOP, Haxoasmuxcsi Ha NOBEPXHOCTH KIIETKU.
JluMepHbIe pacTBOPUMBIE PELICTITOPHI, TAKME KaK ATAHEPIIETIT, UMEIOT Ooubiiee cpoactBo k PHO,
YeM MOHOMEpHBIE pELENTOpPbl, M, MOITOMY, SBJISIOTCS 3HAUUTENBHO OoJiee CHIbHBIMU
KOHKYPEHTHbIMH HHrubutopamu cBsizbiBanuss ®HO c¢ ux knetoynsiMu perentopamu. Kpome
TOT0, UCIIONIb30BaHKuE FC-(hparMeHTa UMMYHOITIOOYJIMHA KaK 3JIEMEHTA CBS3bIBAHUS B CTPYKTYpE
JUMEPHOTO peLenTopa yUIMHIET NEPUO/ MOTYBbIBEICHUS U3 CHIBOPOTKU KPOBH.

3HAUUTENbHAA YacTh MATOJOTMYECKUX M3MEHEHUH B CyCTaBax IPU PEBMATOMIHOM apTPUTE U
AQHKWJIO3UPYIOIIEM CHOHAMIIUTE, a TAKKE€ M3MEHEHMs KOXM B BHJIE TCOPUATHUECKUX OJIsIIeK
BO3HUKAIOT 3a CYET BO3/CHCTBHUS NPOBOCHAIUTENIBHBIX MOJEKYJ, BOBJICUYEHHBIX B CHCTEMY,
koHTpospyemyro @HO. Mexanusm JeiCTBUS 3TaHEPIIENTa, MO-BUIMMOMY, 3aKIIIOYAeTCs B
KOHKYpeHTHOM HHruoupoBanuu cpsspiBanuss ®HO c peuentopamu PHO Ha moBepxHOCTH
KJIeTkH. TakuMm oOpa3oMm, 3TaHEpUENT MpeaynpexJacT KIEeTOYHBI OTBET, ONOCPEIOBAHHBIN
®HO, cnocobctByst Omonormdeckot wuHaktuBanmun OHO. Dtanepuent Takke MOXKET
MOJIyJINPOBaTh OMOJOTUYECKHE OTBETHI, KOHTPOJUPYEMBIE JOIMOJHUTEIbHBIMU MOJEKYJIaMHu,
NEepeAAONMMH CUTHAJI 110 HUCXOAALIEH (Hampumep, LHUTOKUHBI, MOJIEKYJIbl aAre3ud WU

npoTenHasbl). M 3TH OTBETHI MOTYT JIMOO CTUMYJIMPOBATh, 1100 KoHTpoaupoBats OHO.

dDapmaxkokunemuka
Iemu

IOBeHUIBbHBINA HANOMATHYECKUN TTOJIUAPTPUT

[Tpodune KOHIIEHTpAIMil B CHIBOPOTKE KPOBH AHAJOTHYEH TAaKOBOMY Y B3POCIBIX MAIIEHTOB C

pPEeBMATOMIHBIM apTpuTOM. MoJienrpoBaHue MO3BOISIET MPEANONIOKHUTh, YTO Y JE€TeH cTapiiero
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Bo3pacta (10—17 5eT) u B3pOCIHBIX MAIIMEHTOB KOHIICHTPAIIMSI 3TaHEPIIENTa B CBIBOPOTKE KPOBHU

IPUMEPHO OJAMHAKOBA, a Y IeTeH MIIa/IIIEro BO3pacTa OHa OyJIeT CYIIECTBEHHO HIIKE.

IIcopuas

PaBHOBecHbIE KOHIIEHTPALIUU dTaHEPLEITa B CBIBOPOTKE KPOBHU JeTel B Bo3pacte oT 4 a0 17 jet
C TICOPUA30M U JIETeH C IOBCHWJIBHBIM HIUOMATHYECKUM IOJHAPTPUTOM, KOTOPHIC IMOIYYaTH
Du6pen™, cooTBeTCTBEHHO, B f03¢ 0,8 MI/KT OIMH pa3 B Hejemo (MakcuMaibHas 103a 50 Mr B
Heneno) u 0,4 mr/kr 2 pasza B Hezemo (MakcuMalibHas 103a 50 MT B HeJIei0) Ha MpoTshkeHuu 48
u 12 "enmenb, ObutM cxomHbiMU (1,6-2,1 MKr/mur). 3HaueHHE DTOTO IOKa3aTels COBIIAJANO C
TAKOBBIM Y B3POCIIBIX MAIIHEHTOB C ICOPHA30M, KOTOPHIM DHOpen®™ BBOAMICS B 03¢ 25 Mr 2 pasa

B HCICIIIO.

B3pocnvie

DTaHepuent MeaJeHHO abcopOupyeTcss W3 MecTa TOJKOKHOW HWHBEKIUH, JOCTUTas
MaKCUMaJIbHOM KOHIEHTPAIMK TPUOIU3UTEIbHO Yepe3 48 4yacoB MOCIE OJHOKPATHOM 103l
npenapara JHOpen®. AGCOMOTHAs GUOAOCTYIHOCTh cocTaBiusteT 76 %. Ilpu BBeleHHH I03bI
STaHepIenTa JIBAXKIbI B HEICII0 JOCTUTAIOTCS B JBa paza Oojee BBHICOKHE PAaBHOBECHBIC
KOHIIGHTpAIlMK, YeM Te, YTO HAOJI0OAI0TCs TOCJe OJHOKpaTHOM m03bl. [locie omHOKpaTHOTO
TOJIKOYKHOTO BBeleHHs 25 Mr mpemapata DHOpen® cpemHsas MaKCUMAajbHAs KOHIIEHTpAIUS B
ra3me kpoBu Obuta 1,65 £ 0,66 MKI/MiL, TUIOIIAAE O KpUBOH «KOHIeHTpanus-Bpems» (AUC) —
235 +96,6 mkr-yac/miI.

[TponopuinoHanbHOCTh J03€ (OpMaAbHO HE OIIEHHMBANach, OJHAKO BHJIWMOTO HACHIIICHUS
KIIMPEHca B TPaHUIaX 036l HE HAOIIOAANOCh.

3aBUCUMOCTh KOHIIEHTpAI[UU JTAaHEpIIENITa OT BPEMEHU OIMHCHIBACTCS OWIKCIIOHEHIIMAIbHON
kpuBoil. CpeiHee 3HaueHne 00beMa pacmpeeleHuss COCTaBisieT 7,6 JI, B TO BpeMsi Kak 00beM
pacnpeneneHus npyu paBHOBECHOM cOCTOsiHUM cocTaBisieT 10,4 1.

DTraHepuent MeJIeHHO BBIBOAUTCS u3 opranusma. llepmon momyswiBeneHust (T12) cocraBnser
okoJio 70 gacos.

VY nanueHToB ¢ peBMaTOMJIHBIM apTPUTOM KIHpeHC paBeH npubausurenabHo 0,066 n/gac, 4to
HECKOJIbKO Huke ero 3Hadenus 0,11 n/9ac y 310poBbIX 100OpoBObIeB. DapMaKOKMHETHUECKUE
XapaKTePUCTHKU DJTaHEpIenTa y OONBHBIX PEBMATOMAHBIM apTPUTOM, AHKWJIOZUPYIOIIUM
CIIOHAMJINTOM U TICOPUA30M CXOJIHBI.

IIpu BBeneHun sta”epienta B g03ax S0 Mr OJWMH pa3 B HEAENIO U 25 MT 2 pa3a B HEACHIIO y
MAIUEHTOB ¢ aHKuino3upytommm cnorauautoM AUC sTaHepiienita B paBHOBECHOM COCTOSIHUU

coctaBiisgeT 466 MKr-u/mMi ¥ 474 MKT 4/MII, COOTBETCTBEHHO.
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HecmoTpst Ha TO, 4TO y MAIMEHTOB U 3A0POBBIX JOOPOBOJBLEB IOCIE BBEACHUS MEUEHOIO
JTaHeplenTa PaJAuOaKTUBHAs METKA NIMMUHUPYETCA 4Yepe3 IOYKH, Y MAalUEeHTOB C OCTPOM
MOYEYHOW WIIM MEYCHOYHOW HEIOCTATOYHOCTHIO HE HAOIIOJAIOCh YBEIHMUEHHUS KOHIICHTPALUU
STaHEepLENTa B IJ1a3Me KPOBU. Y NMAIMEHTOB C HEAOCTATOUYHOCTBIO (PYHKIMH MEUYSHHU WU MTOYEK
He TpeOyeTcsi KOpPEeKLHUs A03bI.

He o6Hapy»eHO BUAUMBIX pa3innyuil papMaKOKHMHETHKH STAaHEPIENTa y MY>KYHUH U JKCHIIUH.

IHoka3anusi K NpUMeHEeHUI0

TOsenunvHbvlIll UOUONAMUYECKUU nOTUAPMPUM

JleyeHne AaxKTUBHOIO FOBEHWJIBHOTO WAMOMATUYECKOTO TMOJHAPTPUTA (CEPOMO3UTUBHOTO H
CEpOHETaTUBHOTO) y JE€TeH M IMOAPOCTKOB B Bo3pacte 2-17 ner, y KOTOphIx HalIromanach
HepocTaTouHast 3P PEeKTUBHOCTD UM HETIEPEHOCUMOCTh METOTpEKcaTa.

JledeHnue pacnpocTpaHEHHOT'O OJIMTOAPTPUTA Y JAETEH U MOAPOCTKOB B BO3pACTE CTapIie 2 JeT, y
KOTOPBIX HaOJro1amack HepoctaTouHast 3 (EKTUBHOCTD MITH HETIEPEHOCUMOCTh METOTPEKCATa.
Jleyenune mCOpUAaTHYECKOTO apTpUTa y MOJPOCTKOB B BO3pacTe crapiie 12 jer, y KOTOpBIX
Habmo1anack HegoctaTouHas 3EeKTUBHOCTD WM HEMEPEHOCUMOCTh METOTpEKcara.

Jledyenue apTpuTa, aCCOMUPOBAHHOTO C IHTE3UTAMHU, Y TTOJIPOCTKOB B Bo3pacTe crapiie 12 nert, y
KOTOpBIX HaOIIo/anach HeAocTaToyHas 3(PPEeKTUBHOCTh WM HEMEPEHOCHMOCTbh CTaHAApTHOU
Tepanuu.

Ilcopua3z

Jleuenune nereir B Bo3pacte 6 JIET M CTapiie C XPOHHMYECKUM IICOPUA30M TSKEIOW CTENEHU
BBIPAKEHHOCTH, Yy KOTOPBHIX HaOII0Janach HEMEPEHOCHMOCTh WJIM HEAOCTATOYHBIA OTBET Ha

JIPYTYIO0 CUCTEMHYIO WU (OTOTEPAIHIO.

IIporuBomnokasanus

[ToBbIIeHHAs! 9yYBCTBUTEIBHOCTD K 3TAHEPIIETITY WIIA JTIOOOMY JIPyroMy KOMIIOHEHTY IIperapara.
Cerrcuc mim PUCK BOSHUKHOBCHHUS CCIICUCA.

AxTuBHas HHEKIHS, BKIIOYast XPOHUYECKUE UITH JIOKATH30BaHHBIE HHPEKIINH.

D deKTUBHOCTL U GE30MaCHOCTh IPUMEHEHHUs npenapaTa JHOpen”™ s JedeHus I0BEHUILHOTO
UIUOTIATHYECKOTO TIOJUAPTPUTA (CEPOTIO3ZUTHBHOTO M CEPOHETATUBHOTO) M PACIPOCTPAHEHHOTO
OJIUTOAPTPHUTA Y JIETEH B BO3pACTE 10 2 JIeT HE N3YJaJIHCh.

D deKTUBHOCTL U 6€30MacCHOCTh NPUMEHEHHs Tpenapara DHOpen®™ I JedyeHus Ncopuasa y

JieTeilt B Bo3pacTte A0 6 JIeT He N3y4asucCh.
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DdpeKkTUBHOCT, M 6E30MacHOCTh TNPUMEHEHMs Tmpemapata DHOpen® and  JedeHus
NICOPHATUYECKOTO apTPUTa M apTPUTA, ACCOLMMPOBAHHOTO C HHTE3UTAMH, y JETEH B BO3pacTe

mitajauie 12 geT He U3y4aauch.

C 0CTOpPOXKXHOCTHIO

JleMuenuHU3UpPYIOIIKEe 3a00JIeBaHUsA, XPOHHUECKas cepiaeuHas HemocratouHocTh (XCH),
COCTOSTHUSI IMMYHOIehuIinTa, 3a00IeBaHUsI, TIPEIPACIIONIATAIONINE K PA3BUTHUIO WIIA aKTUBAIIUU
uH(pekuuii (caxapHblil 1uabeT, TernaTuThl), ATKOTOJIbHBIA TeaTUT CPEAHETIKEIOr0 U TAKEI0ro
TeyeHust, rernatutT C, TUCKpa3usi KPOBH, HEpPBHbIE OOJNE3HU (paccesiHHBIA CKJIepO3, HEBPUT

3pUTENBHOIO HEPBA, ONEPEUHbII MUEIUT), IEPUO TPYJHOTO BCKAPMIIMBAHUSI.

I[IpumeHeHnne npu 6epeMEeHHOCTH M B MIEPUO/I I'PYAHOI0 BCKAPMJIUBAHUSA

JKeHIMHEL, CIIOCOOHBIE K ACTOPOXKICHUTIO

KenmunaMm, CHOCOOHBIM K JETOPOXKICHHIO, CJEIyeT pPEKOMEHJ0BaTb HCIIOJIb30BATh
COOTBETCTBYIOIIUI CIIOCO0 KOHTPAIETIIINY BO N30eKaHNe HACTYIIICHUS OEPEMEHHOCTH B TEUCHUE
Tepanuu npenaparoM DHOpen® U B TedeHHe Tpex HeJlelb I0CIe ee MPeKpPaIeHus.
bepemeHHOCTD

BnusHue stanepuenta Ha UCXOAbl OEPEMEHHOCTH OBLJIO M3Y4YEHO B JABYX HaOIIOJaTENbHBIX
KOTOPTHBIX HCCIIEZIOBaHMSIX. B Xoae HaOM0IaTeNbHOIO MCCIEI0BaHUSA, IOCBALIEHHOIO
CPaBHEHHIO UCX0JI0B OEPEMEHHOCTH Y KEHILUH, MPUHUMABIINX YTAHEPLENT B IEPBOM TPUMECTE,
ObUIO 3apETUCTPUPOBAHO MOBBIICHUE YACTOThl Pa3BUTHS 3HAUUTENBHBIX BPOXKIEHHBIX TOPOKOB
pa3BUTHS, YEM B IpyIIe, HE MOJyYaBIIUX dTaHEpUENT Wiu uHble aHTaroHucTsl ®HO. Tunsl
3HAUUTENbHBIX BPOKICHHBIX MOPOKOB COOTBETCTBOBAJIM BBISIBICHHBIM B OOIIEH MOIMYJISIINY;
KaKMX-TM00 0COOBIX BapHAHTOB TAKMX OCJIOXXHEHHUU BBISBIEHO HE ObLIO. VI3MEeHEHHs 4acTOThI
CIOHTaHHBIX a0OPTOB, MEPTBOPOKICHUN MIIM HE3HAUUTENIBHBIX BPOXKIEHHBIX TOPOKOB Pa3BUTHS
OTMEUEeHO He ObuT0. B 1pyrom HabmroaaTeIbHOM MEXIyHApPOAHOM PEECTPOBOM HCCIIEA0BAHNH, B
KOTOPOM CpaBHUBAJIM PUCK BOSHUKHOBEHHUSI HEXKeENaTeIbHBIX UCXO0J0B OEpEMEHHOCTH Y KEHILUH,
MOJTYYaBIIMX STAHEPLENT B TeueHue nepBoix 90 qHel 6epeMEeHHOCTH, U Y KEHIIUH, TOTyYaBIIuX
TEpanuio0 HEOMOJIOTMYECKUMHU IIpernaparaMi, He OblI0 OOHApYXXEHO TMOBBIIMIEHUS pPHCKa
BO3HHUKHOBEHHUS 3HAYUTENbHBIX BPOXJACHHBIX MOPOKOB pa3BUTHA. J[aHHOE HcCieIoBaHNE TaKKe
HE BBIBWIO IOBBIIIEHUS pPHUCKAa BO3HUKHOBEHMSI HE3HAUUTENBHBIX BPOXKICHHBIX IOPOKOB
pasBUTHS, MPEXKAECBPEMEHHBIX POAOB, POXKICHHS MEPTBOIO IUIO/Aa WIM MH(MEKUUH B TeueHHe
NEPBOTO Tojla KHU3HH I MIIAJICHIEB, POXKICHHBIX )KEHIIIMHAMH, MOJYYaBIIUMH STaHEPIEHT BO
BpeMs OepemeHHOCTH. IIpuMeHaTs mpemapar DHOpen® Bo BpeMs OEpEMEHHOCTH BO3MOMKHO

TOJIBKO TIPH OYEBUHON HEOOXOTUMOCTH.
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OraHeplenT NPOHUKAET B IUTALEHTY U 0OHAPYKUBAETCs B CBIBOPOTKE KPOBU MIIAJICHLIEB, MATEPH
KOTOPBIX MOJIyYajd Tepamuio mpemapatoM DHOpen®™ Bo Bpems GepemeHHocTH. Knmmuueckoe
3HAUEHUE ITOTO SIBJICHUSI HEU3BECTHO, OJHAKO, Y TAKUX MJIAJICHILIEB MOXKET yBEJIIMYMBATHCS PUCK
uHpekuy. He pekomeHyeTcst BBeJJeHHE )KUBBIX BAKIIMH MJIAJIEHIIaM B TedeHue 16 Henenp nocie
HOJIyYEHHS MaTephIO MOCIIEAHEN 103bl ITAHEPLIEIITA.

I'pynHoe BckapMiIMBaHuE

OrpannyenHnass uHGOpMAIHs U3 OMYOJUKOBAHHOM JIMTEPATYphl CBUAETEIBCTBYET O TOM, YTO
ATaHEPIIENT ObUT OOHAPYKEH B HU3KMX KOHIICHTPAIUSIX B TPYJHOM MOJIOKE. DTaHEPIENT MOXKHO
NPUMEHATh BO BpEMsl I'PYJHOTO BCKapMJIMBAHUWS, NMPHHAMAs BO BHUMAHHE I0JIb3Y TPYIHOTO
BCKapMJIMBaHHUA IJIA p€6€HKa " MOJIB3Y OT TCpaIlun JJIs1 MaTCpH.

XOoTs 0XHIaeTCs, YTO CHCTEMHOE BO3JICHCTBHE Ha MIIAJICHIIA, HAXOJAIICrOoCcs Ha TPYIHOM
BCKapMJIMBaHHUH, OYJ€T HU3KHM, TOCKOJIBKY STAHEPIICTIT B 3HAYUTEILHON CTEIICHU Pa3pylacTcs
B KCIYJOYHO-KUIICYHOM TpAKTE, [aHHBIE O CHCTEMHOM BO3JCHCTBUU Ha MJIaJICHIIA,
Haxoadg1merocda Ha rpyaJHoOM BCKapMJIMBaHHWU, OTpaHUYCHBI. HOBTOMy BBCACHUC XUBBIX BAKIIUH
(manpumep, BIDK) mnanenuy, Haxonsdumiemycs Ha TpyJHOM BCKapMIIMBaHUM, KOIJa MaTh
MOJTy4YaeT 3TaHEePIENT, MOXHO paccMaTpUBaTh uepe3 16 Henenb 1mocie MpeKpameHus TPy THOTO
BCKapMJIMBaHus (Wi B OoJjiee paHHHE CPOKHU, €CJIM YPOBEHb STaHEPIICNTAa B CHIBOPOTKE KPOBU
MJIa/ICHIIA HE OTIPEACIIACTCS).

PenponyxrusHas QyHKINA

I[OKJ'II/IHI/I‘IGCKI/IC JaHHBIC 110 HepHHaTaHbHOﬁ U IOCTHATaJbHOM TOKCHUYHOCTH 9TAaHCPLCIITa U O

BJIMAHUU 3TAHCPILICIITA HA (1)epTI/IJ'IBHOCTB )51 O6H.[y1-0 PCIIPOAYKTUBHYHO CIIOCOOHOCTH OTCYTCTBYIOT.

Cnocod npuMeHeHHus U 103bl
ITonkoxHO.
Jleuenue mpenapaTom DHOpen® JOMKHO HA3HAYATHCS U KOHTPOIMPOBATLCS BPAuoOM, UMEIOLIIM

OIIBIT B JUArHOCTHUKE U JICUCHUH FOBCHUJIBHOI'O UAMOMATUYCCKOro MOJIMapTpuTa, rmcopuasa.

FOsenunvnolii uouonamuyeckuil noJjuapmpum (demu 6 603pacme 2 1iem u cmamue)

Ho3za ompenensercs u3 pacuera 0,4 mr/kr maccel Tena (MakcuMalibHas pa3oBasi 103a 25 Mmr).
[TpemapaT BBOAUTCS BBl B HEJETIO ¢ MHTepBAIOM 3-4 nHs. JledeHue mpenaparoM ClieayeT
MPEKPaTUTh, €CIU Tocie 4 MecsIeB Tepaluu He HAOMI0AAeTCs MOJIOKUTEIHHOW JUHAMHUKA
CHUMIITOMOB.

Bo3moxHo BBenenue 10361 0,8 MI/KT Macchl Tena (MakcuMalibHas pa3oBast 103a 50 MT) ouH pa3
B HEJEJIO.

Pacnpocmpanennviii onueoapmpum (0oemu cmapwe 2 nem)
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Joza ompenensercs u3 pacuera 0,4 mr/xr maccel Tena (MakcHMalibHas pa3oBast q03a 25 Mmr).
[IpemapaTt BBOAUTCS ABAXKIBI B HENENIO ¢ MHTepBAIOM 3-4 nHs. JleueHue mpenaparom Clieayer
MPEKPATUTh, €CIIH TOocie 4 MecsleB Tepanuu HE HAONIOAACTCS IMOJOXHTEIbHOW JUHAMUKA
CHUMIITOMOB.

Bo3morkHO BBesieHne 10361 0,8 MI/KT Macchl Tena (MakcuMalbHast pa3oBas 103a 50 Mr) ouH pa3s
B HEJIEIIIO.

Tcopuamuuecxuii apmpum (noopocmku cmapuie 12 n1em)

Jlo3a ompenensiercs u3 pacyera 0,4 mr/kr maccel Tena (MakcuMmasbHas pa3oBas 1o3a 25 mr).
[IpenapaT BBOIUTCS JBAXKIBI B HENENIO ¢ MHTEpBaIoM 3-4 nHs. JleyeHue mpemaparom ciemyer
MPEKPATUTh, €CJIH TMOcie 4 MecCsIeB Tepalud HE HAOIIOAACTCS IOJIOKHUTEIHLHOW JUHAMUKA
CHMITTOMOB.

Bo3moskHO BBesieHue 10361 0,8 MI/KTr Macchl Tesa (MakcuMalibHas pa3oBas 103a 50 Mr) ouH pa3s
B HEJIEIIIO.

Apmpum, accoyuuposaruulil ¢ sHmezumamu (noopocmku cmapuie 12 1em)

Jlo3a onpenensiercs u3 pacyera 0,4 mr/kr maccel Tena (MakcumasbHas pa3oBas o3a 25 mr).
[Ipenapat BBOIUTCS TBaXKIbI B HENEIO ¢ HHTepBaIoM 3-4 nHs. JleyeHue mpemaparom ciemyer
NpeKpaTHTh, €CIU Tocie 4 MecsleB Tepanuu He HaOJIOMAeTCs TOJOKUTEIBHOW TUHAMUKA
CHMIITOMOB.

Bo3mosxxHo BBeaenue 10361 0,8 MI/Kr Macchl Tena (MakcuMalibHas pa3oBas j03a 50 Mr) onuH pas

B HCICIIIO.

Icopuas (Oemu 6 so3pacme 6 nem u cmapuie)

Ho3a onpenensiercss u3 pacyera 0,8 MI/Kr maccel Tena (MakcUMayibHas pa3oBas go3a 50 mr).
[IpemapaT BBOIUTCS OJIMH pa3 B HEJEIIO, JUIUTEIHHOCTh TEPANTUU COCTABIISIET HE OoJee 24
Helenb. BBeneHue mpemnaparta cienyeT NPEeKpaTUTh, €ciM mocie 12 Hemenb JIeYeHHs He

HaOJII01aeTCsl OTBETA Ha IPOBOAUMYIO TEPAIUIO.

[Ipy HEoOXOAMMOCTH MOBTOPHOTO Ha3HAueHWs mpemnaparta DHOpen®, clemyeT coOmOAaTh
JUINTENILHOCTh JIGUEHMsI, yKazaHHylo Beimie. Jlo3a mnpemapata — 0,8 Mr/kr Maccel Tena

(MakcuManbHas pazoBas 103a 50 MT) oIMH pa3 B HENETIO.

B cnyuae nponycka 003vl 6 nonodcenHoe epems, HeOOXOIMMO BBECTH Iperapar cpasy xke, Kak
TOJILKO 00 3TOM BCIIOMHIJIU, HO TIPY YCIIOBHH, YTO CIIEAYIOIIAs HHBEKIIH T0JKHA ObITh He paHee
yeM uepe3 JeHb. B NpOTHUBHOM ciy4ae HEOOXOAMMO MPOMYCTUTH 3a0BITYI0O HHBEKIUIO.

[TaniuenTam ciemyeT NMpoaoHKaTh BBOJUTH IIpemapar B OOBIUHBIN JeHb (MHM). Ecnu mamueHT He
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BCIIOMHUT JI€Hb, KOTJa JOJKHA OBITH CleNlaHa CIEAYIOIIas WHBEKIHS, MPOUHCTPYKTHPYHTE

MalUEHTa HE IPUHUMATh JBOWHYIO J03Y.

Hapywenue ¢pynkyuu nevenu u novex

Het He06X0AMMOCTH KOPPEKTHPOBATH 103y .

Hucmpykyus no npuzomogienuio u 66e0eHUI0 pacmeopa 0111 NOOKOHCHO20 66€0EHUS
npenapama dnuopen®

Beeoenue

He nbITaiiTech HCIONB30BaTh Ipenapar JH6pen”, moka Bel He yBepeHSI, UTO HOHSIIH, KaK €ro
MPaBUJILHO MPUTOTOBUTH U BBECTH.

He cMemmuBaiite Ju6pea® ¢ IpyruM npenapaTroM B 0JHOM IINpuie Win dakone!

[TpuroToBIEHHBIN PACTBOP CIENYET UCIIOJIB30BATh B TEYEHHUE 6 YACOB.

Tloocomoska k 66edenuro npenapama

. ToraTenbHO BBIMOWTE PYKH.
. Br16epuTe 4uCTyI0 XOPOIIIO OCBEIICHHYIO MIOCKYI0 pabouyro MOBEPXHOCTb.
. [ImactukoBass ymakoBKa JJis BBEICHMS OJHOM J03bl Mpenapara JOJDKHA COIEpkKaTb

npeMeThl, nepedyncicHHbie Huxke. (Eciu B MacTUKOBOW yIAaKOBKE HE XBaTaeT KaKOTro-JIHOO
npeaMera, He WCIOJIB3YHTe ero H CBXKHTECh ¢ (apmareBToM). Mcnomp3yiTe TOJNBKO
nepeunciennsie npeamersl. HE HCTIOJIb3YUTE npyrue mmpuiis!.

1 pnaxon, codepacawuii ruogpunuzam npenapama Inépen”

1 wnpuy, cooeporcawuii npo3paunsiii becygemusviii pacmeopumens (800a 0Jisk UHbEKYUL)

1 unvexyuonnas uena

1 aoanmep onsa ¢raxona

2 cnupmogvle canghemru

[TpoBepbTe CpOK FOJHOCTH (MeCAIl U IoJl) Ha MapKUpoBKe (puakoHa u mmpuna. Vx He ciexyer

HCIIOJIB30BATh IO UCTCUCHUHN YKA3aHHOT'O CpOKa.

IIpuzomosnenue 003wl npenapama Subpen® ona unvexyuu
o JlocTanbTe COAEPKUMOE MIACTUKOBON YIIaKOBKH.

. Vanute NIacTHKOBBIH Koimadok ¢ duakoHa (cm. pucyHok 1). HE CHUMAWMTE
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PE3UHOBYIO MPOOKY U aFOMUHHUEBOE KOJIBLIO BOKPYT TOPJIbIIIKA (pilakoHa.

Pucynok 1
k

. C moMOMNIbIO YHUCTOM CIIUPTOBOM calneTKH MPOTPUTE PE3MHOBYIO MIPOOKY Ha (pIaKOHE C
npenapatom Du6pen”. ITocne 06paboTKK He TpUKacaiTech K Heil pykaMu U He JOMycKailTe ee

KOHTaKTa C KaKOi-TM00 MOBEPXHOCTBIO.

. [TocraBbTe (pr1akOH B BEPTUKAIBHOE IMOJIOKEHHIE HA YACTYIO TUIOCKYIO TTIOBEPXHOCTD.
o VY nanute OyMakHOE MOKPBITHE C YIIAKOBKH C aJJallTEpPOM ISl (PJIaKOHa.
o He BpiHMMas agantep M3 IUIACTUKOBOM YHAKOBKHM, IOMECTUTE €ro Ha (hJIaKkoH ¢

npenapatoM DHOpen® Takum 06pa3oM, YTOOBI OCTPHE aJanTepa ObLIO B IIEHTPE HPUMOIHATOrO
Kpyra Ha KpbIIKe (haakoHa (CM. PHCYHOK 2).

. OnHoil pyko#l MPOYHO JepkUTe (PIIaKOH Ha TUIOCKOW MOBEpXHOCTH. Jpyroit pykoit
HaJaBUTE HA YIAKOBKY ¢ agantepoM no HanpasieHuto CTPOI'O BHM3, noka He mouyBCTBYyETE,
4yTO OCTpue amanTepa mnpouuio yepe3 kpwimky ¢rakona, 1 HE TIOUYBCTBYETE u HE
YCIJIBIIOUTE, KAK OBOAOK AIAIITEPA IIOITAJI HA MECTO (cm. pucynok 3). HE
HAJIABJINBAUTE Ha amanTep 1o yriaoM (cM. pucyHok 4). BaxHo, 4To6K ocTpue ajanTepa

MOJIHOCTBIO MPOILIO Yepe3 KPBILIKY (IaKoHa.

PucyHok 2 Pucynok 3 Pucynok 4
= = N

ITPABUJIBHO HEIIPABUJIBHO

o Jlepka (1akoH B OJJHOM pyKe, ylaluTe TNIACTUKOBYIO YIIAKOBKY C ajantepa Juist (pirakoHa
(cM. pHuCyHOK 5).

Pucynok 5
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o VYaanuTe 3alIMTHOE MOKPHITHE C KOHYMKA IIMPUIIA, OTIOMHB O€Jblii KOJIMAa4doK I10
nepopupoBaHHOi TUHUU. [[Jis TOro 4ToObI 3TO ClenaTh, yAepKUBAaTe OJUH KOHEI KOJIMavyKa
OJIHOW PYKOH, a IPyrod pyKoHl KpEenKo ACP)KUTE IPYroil KOHeI Oesoro KoJMayka U MOTSHUTE
BHHU3, TIOKa OH He crnomaercs (cM. pucyHok 6). HE YIAJISUTE wacth Georo Koimayka,

OCTaBIIYIOCH HA ININMPpUIIE.

. He ucnonp3yiite mmpuiy, eciy KOHYMK KOJIadka yKe OTJIOMaH 1o nepdopupoBaHHON
auHUM. Bo3bmuTe Ipyryro ynakoBkKy.

. Jlepa mmpuIl 3a CTEKJISIHHBIM IWIMHAP (HO He 3a Oerblii KOJMAa4yoK) B OJHOW pyKe H
aganTep miusa ¢uiakoHa (HO He caM (IaKOH) B JIPYroil, COCIUHUTE IIIMPHUIl C AJANTEPOM ISt
¢1akoHa, BCTaBUB KOHYHMK B OTBEPCTHE U IOBEPHYB 110 YACOBON CTPEJIKE J0 MOTHOTO COSAMHEHUS

(cM. puUCYHOK 7).

Pucynox 7

Hobasnenue pacmeopumens

. Hepxa ¢uakoH BepTUKaIbHO HA T10ckoi noBepxaocT, OUEHb MEJIJIEHHO nanaBute
Ha TOPIIEHb, MOKAa BECh PACTBOPUTENIb HE OKAKETCS BO (prakoHe. DTO MOMOXKET CHHU3UTHh

o0Opa3oBaHue MeHbI (MHOXKECTBA MTy3bIPHKOB) (CM. PUCYHOK ).
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o Iocne noGaBlaeHHs PAcTBOPUTENA B HpermapaT DHOpen”™ HOpIIEHb MOYXKET MOJHATHCS

CaMOCTOSITEILHO. DTO HOPMAJIbHO U CBA3AaHO C JaBJICHUEM BO3ayXa.

Pucynok 8

-

o He otcoenunss mmpuil, akkypaTHO Bpaiiaite (hiaaKkoH, YTOObl pacCTBOPUTH MOPOIIOK (CM.
pucynok 9). HE BCTPSAXUBAUTE ¢brnakoH. J{0KIUTECh MOJHOTO PACTBOPEHHS MOPOIIKA
(06b1yHO 3TO 3aHMMaeT MeHee 10 MuHyT). PacTBOp HOMmKEH OBITH MPO3pAayHbIM MM CJIErkKa
ONaJIECIUPYIOLUINM, OT OECLIBETHOIO JI0 CBETJIO-XKEJITOT0 MM CBETJIO KOPUYHEBOrO IBeTa, 0e3
KOMKOB, XJIONIbEB WM 4YacTull. Bo ¢uiakoHe MOXET OCTaTbcsi HEMHOTO Oelod MeHbI, 3TO
HOPMAJIBHO.

HE UCIOJIb3YHUTE npenapam Subpen®, ecau nopouwox 60 (raxoue He pacmeopuics 6 meueHue

10 munym. Bo3vmume HO8YIO NIACMUKOBYIO YRAKOBKY C NPENapamoM.

PucyHok 9

Kax nabpams pacmeop npenapama Iuépen”™ uz ¢raxona

o Bpau mimu ero accucTeHT JoJbKeH ObUI mpowH(pOpMHpoBaTh Bac, kakoe KOJIHYECTBO
pacTBopa cieayeT HaOpath u3 (urakona. Eciu Bpay He 1an TakKuX WHCTPYKITUHN, CBSYKUTECH C HAM.
o He otcoenunss mmpuir ot (rakoHa ¥ agantepa Uil (aKoHa, TOJHUMHUTE (IIAKOH JIO
YPOBHS TJIa3, Jiepka ero BBepx AHOM. HajgaBuTe Ha MOpPIICHb, YTOOBI OH MOJHOCTHIO BOIIET B

mmpuiy (CM. pucyHok 10).

Pucynok 10
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o 3areM MeJICHHO MOTSHUTE 3a MOPIIEHb, YTOOBI HAOPATH )KUJIKOCTH B IIITPHIL (CM. PUCYHOK

11). Habepute numibp HeoOX0IUMYIO 4YacTh pacTBOpa, Kak ykasasl Bpau Bamiero pedenka. [locie
TOro Kak BbI Habpanu TpedyeMyo 103y npenapata DHOpen®, B IMIIPHULE MOKET OCTAaThCs BO3IYX.

He 6ecniokoiiTech 00 3TOM, MOCKOJIBKY BHI YIQIUTE BO3AYX M3 IIIPHIIA ITO3XKE.

Pucynok 11

i

$ d

o Hepxa (rmakoH BBepX THOM, OTKPYTHTE IINPHUI] OT ajantepa, MOBEPHYB €ro MpOTUB

4acOBOM CTPEJIKH (CM. pUCYHOK 12).

. [Tonoxxute HAMONHEHHBIM HIMPUI[ Ha YHUCTYI0 POBHYIO MOBEPXHOCTh. YOEIUTECh, UTO

KOHYMK MIIMpHUIa HUIEro HE KacacTcCs. By,HBTe OCTOPOXXHBI U HC HAITABUTC Ha INOPIICHb.

Kax naoemo ueny na wnpuy

° Wrna noMerneHa B IIaCTUKOBBIA KOHTEUHED UL COXPAHEHHUSI €€ CTEPUIIBHOCTH.

° UToOBl OTKPHITH MIACTHKOBBIA KOHTEHHEp, NEPKUTE €r0 KOPOTKHM HIMPOKUN KOHEI B
0JIHOI pyke. [[pyroii pykoit Bo3pMuUTe OoJiee AMTUHHYIO YaCTh KOHTEHHEpa.

° Uto0sl criomMath om0y, MOTSHUTE OoJiee UIMHHYIO YacTh BHU3, a 3aTEM BBEPX, MIOKA OHA

HE OTJIOMUTCS (CM. pUCyHOK 13).

Pucynok 13
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° Ilocne Toro kak miaomOa CJIOMaHa, yAaJIUTEC KOPOTKYIO INIHPOKYIO 4YaCThb INNIACTHUKOBOI'O

KOHTEHHepa.
o Wrna ocranercs B ATUHHON YacTU YHaKOBKHU.
o Jlepxa Uriy u KOHTEHep B OJIHOM pyKe, BO3bMUTE LIMPHI] U BCTAaBbTE KOHYHK IINPUIIA B

OTBCPCTHUC UIJIBI.
o HpI/ICOGI[I/IHI/ITe mmpun K Urije, IMOBEPHYB €ro I10 4acoBOM CTPCJIKC OO0 IIOJIHOI'O

coeuHeHus (CM. PUCYHOK 14).

Pucynok 14

o VY nanute KOJIMa4vyoK ¢ UTIIBI, MOTSHYB 32 HETO; CTapaliTeCh HE 3a/I€Th UTJTy U HE JOMYCTUTE
KOHTAaKTa UTJIbI ¢ 4eM-TTn00 (cM. pucyHok 15). Ilocrapaiitech He crubaTh U HE KPYTHTh KOJITIAYOK

IIpU yAAJI€HUH, YTOOBI HE TIOBPEAUTD UTITY.

Pucynok 15

L4 I[epxca mmpul BEPTUKATIBHO, YAAJIWUTC NY3BIPbKH BO3AYyXd, MCIJICHHO HAXUMAasg Ha

MOPIIIeHb, ITOKA BECh BO3/AyX HE BBIIIET U3 MIMPHUIIA (CM. pUCYHOK 16).

Pucynok 16
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Bvibop mecma unvexyuu

o PexoMeHIylOTCS TpU MecTa s BBeleHus npemapata Dubpen®: (1) mepemuss
MIOBEPXHOCTh CpefHed TpeTH Oenpa; (2) )KUBOT, KpOME O0JIACTH pa3MepoM 5 CM BOKPYT MYIIKa;
(3) Hapy>xHast mOBepXHOCThH Iuieda (cM. pucyHok 17). Eciu Bbl Jenaete MHBEKIUIO ceOe, HE

CJICOAYCT UCII0JIb30BATh HAPYKHYIO ITIOBECPXHOCTD IJICHa.

Pucynok 17

oD S~

SJL

. Kax1yro MHBEKIUIO CIEAYET BBIIOJIHATL B HOBOE MECTO. MeCTO KaK10i HOBOW MHBEKIIUN
JIOJDKHO OBITh HA PAcCTOSIHUM He MeHee 3 cM oT MecTta npeasiaymux nabekunii. HE BBOJIUTE
npenapaTr B y4acTKH, B KOTOPBIX €CTh OO0JIE3HEHHOCTh, MOKPACHEHHE KOKH, KPOBOMOATEK HIIU
yioTHeHue. He BBoguTe B y4yacTKM CO LIpaMaMu WM pacTspkkamu. (MokeT okazarbes
MIOJIE3HBIM 3aIIUCHIBATH MECTA NMPEABIAYIINX HHBEKLINN).

o Ecnu pebeHok 6oneeT nicoprazom, ctapaiiTech He BBOJUTH MpenapaT HEMOCPEICTBEHHO B
YYaCTKH, MPUTIOJHATHIE HAJl IOBEPXHOCTBIO KOXKH, YTOJIIIEHHbIE, TOKPACHEBIINE WJIM B OYaru ¢

eJITyHICHUCM («HCOpI/IaTI/I‘-ICCKI/Ie 6J'I$IIJ_IKI/I))).

Iloozomosxa mecma unvexyuu u 66edenue pacmeopa Inbpen™

o KpyroBbIMHU JIBHKEHHAMH IPOTPUTE YYACTOK KOKHU, B KOTOPHIil OyieTe BBOIUTH DHOpen”™,
ypcroit crmptoBoii canderkoil. HE KACAMTECD 5T0ii 0671aCTH 10 BBIIOTHEHHS HHBEKIIH.

. Korna ouniieHHbIN y9acTOK KOKH IMOJTHOCTHIO BEICOXHET, OJTHON PYKOM COOEpUTE KOXKY B
CKJIQJIKy W yJepxuBaiTe ee. BTopoil pykoil nepxurte WIpul, kKak kapanaam. CrtapaidTech He

JIOTParuBaThCsl 10 OUUIIIEHHON MOBEPXHOCTH KOXKH.
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. BrIcTpBIM KOPOTKUM JBM)KEHHEM HAIPaBbTE UTIIY B KOXKY MO yriaom oT 45° mo 90° (cwm.
pucyHok 18). Co BpemeHeM BbI HaiieTe yroi, Hanbonee ynoOHbI a1 pedenka. CrapaiTech He

BBOJUTH UI'TTY B KOXY CIIMIIKOM MCIAJICHHO HUJIU C YPC3MCPHBIM YCUIIUCM.

Pucynok 18

—

S

o [Tocne ToOro, Kak uria MmoJaHOCTHIO BOMAET B KOXY, BBITYCTUTE CKIIAJIKY KOXKH, KOTOPYIO
BbI Aepxanu. CBOOOJAHON pyKOi MpuaepKUBaiiTe OCHOBAHUE IINPHULIA, YTOOBI CTA0OMIN3UPOBATH
€ro MoJjoXKeHue. 3aTeM HaJaBUTE Ha MOPIIeHb, YTOOBI BBECTH BECh PAcTBOP C MeIJIEHHOM

MTOCTOSITHHOM CKOPOCTHIO (CM. PUCYHOK 19).

Pucynok 19

' =

zg.l - = IE"

O -

i
° Korna mmpuir ctaHeT mycThIM, U3BIEKUTE UTITY U3 KOXKH; CTApANTECh AEPKaTh €€ MO TEM
K€ YIJIOM, 0] KOTOPBIM €€ BBOJIMIIU.
° HanaBuTe BaTHBIM TaMIOHOM Ha MECTO MHBEKIMU B TedeHue 10 cexkyna. Moxer

BO3HUKHYTh HeOombInas KpoBoTounBocTh. HE NMPOTUPAUTE wmecto HHBEKIIMH. MOXKHO

HAJIOXKUTH IMOBA3KY.
mezmauuﬂ paCXOC)Hbl)C mamepuaios

. HUKOTI'JA He ucnonb3ylTe IWITPHIL U UIJIBI TOBTOPHO. Y TUIM3UPYNTE UIJIBI U IIIPHLI,

cIeaysa pCKOMCHAAMAM BallleTO Bpaya, MCHHHHHCKOﬁ CCCTPBI NI (bapMaueBTa.
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Ecam y Bac ectb Bompochl, moxxkajayicra, o0paturech K Bpauyy WIH MeAcecTpe, KOTOpbIe

padoTaloT ¢ npenapatom Juopen®.

Xpanenue pacTBopa npenapara JHOpea® B 1epuox MeK1y HHbEKIHSIMA

PacTtBop npenapara Du6pen® pekoMeHIyeTcs HCIoNb30BaTh Cpasy Hocle pa3BeeHus. B ciyuae,
€CJIM PacTBOpP HE HCIOJB3YETCA Cpa3y, €ro MOXKHO XpaHuTh B xonoawibHuke (2 °C — 8 °C) B
TedeHue 6 yacoB. B ciyuae, eciiu pacTBOp HE UCIOJIB3YETCS 110 UCTEUEHUH 6 4acoB, €ro CIEAYET
YHUYTOXKHUTb.

[Tocne xpaHeHuss B XOJOIWIbHHKE, CJEIyeT JaTh pAcTBOPY Harperbcs A0 KOMHATHOMN

TeMIEepaTyphl.

ITo0ouHOE nelicTBHE

Kpatkue cBeicHHS O HDOd)I/IJIC 0e30IaCHOCTH

Tlobounsie peakyuu y demeii

HexenarenbHble ABJIEHMS y MALMEHTOB JETCKOIO BO3pacTa C KOBEHWIBHBIM HIMONATHYECKUM
apTpUTOM

B nenom wacrora u BBl MOOOYHBIX peakUMid y JeTeil ObUIM MOXO0XH Ha Te€, KOTOpbIe
HaOJFOIANTUCH Y B3POCIBIX MAalUeHTOB (cM HIke «I1000YHBIE peakuu y B3pOCIBIX»). OTauyns
OT B3POCIIBIX U APYTHUE XapaKTepHbIE OCOOCHHOCTH OMUCAHbI HUXKE.

WNudekunn, KoTopble HaOMIOAATUCh B KIMHUYECKUX HCCIEAOBAHUAX Yy J€TeH C IOBEHWJIbHBIM
UMONATHYECKUM MOJIMAPTPUTOM B Bo3pacTe oT 2 10 18 sieT, ObuIn JIerkoil 1 yMepeHHOM cTeneHn
BBIPQ)KEHHOCTH, @ UX BHUJbl HE MPOTUBOPEUMIIM TEM, KOTOPbIE OOBIYHO BCTPEYAIOTCS Cpeau
aMOyaTopHbIX ManrueHTOB. COOOLIEHUS O TSKENbIX HEXKENaTEeNbHbIX SBJICHUSAX BKIHOYAIU
BETPSIHYIO OCITy C CHMITOMaMH aceNTHYECKOr0 MEHMHIMTA, KOTOpBIE pa3peluinch 0e3
ocioxHeHHH  (cM.  pazzmen  «OcoOble  yKazaHus»),  aNNeHIUIMT, TacTPOIHTEPHT,
JIeTIPECCUI0/PAacCTPOMCTBA JIMYHOCTH, SI3BBI KOXH, 330(aruT/TacCTpuT, CENTUYECKHH IIOK,
BBI3BaHHBIN CTPENITOKOKKAMHU Ipynnbl A, caxapHblid 1uabet | Tuna u nHQeKy MATKUX TKaHeH 1
MIOCJIEONIEPAIUOHHBIX PAH.

B oxgHoM nccnenoBanuu y aerel B Bo3pacte oT 4 10 17 J€T ¢ IOBEHWIBHBIM MINONATHYECKUM
aptputoMm y 43 u3 69 (62 %) nereii Obula 3aperucTpUpoBaHa WHQEKIHUS BO BpeMs JICUEHUS
npenaparoM DHOpen® mocie 3 MecALEB UccIe0BaHus (4acTh 1, OTKPBITOE), IPU TOM YacTOTa U
CTeNeHb TSHKeCTH MH(EKIui Oblja aHAJIOrMYHOW y 58 maiueHToB, KOTOpble 3aBepiuuiau 12-
MECSYHYIO (pa3y OTKPBITON JOMOTHUTEIHHON Tepaniy. THUITBI U 4acTOTa HeXKeNaTeIbHBIX SIBJICHUN
y TAIMEeHTOB C IOBEHWJIBHBIM HMJIUOMATHUYECKUM apTPUTOM ObUIM aHAIOTUYHBIMH TAaKOBBIM B

HCCIeIOBAHUAX TIPUMEHEHHs mpenaparta JHOpen® y B3pOCHbIX MAlMEHTOB C PEBMATOMIHBIM
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apTPUTOM, IpUYeM OOJILIIMHCTBO OBUIM JIETKOW CTEMEeHM TsKecTH. Heckolbko HexenaTeNlbHbIX
SIBJICHUM PETUCTPUPOBAIIMCH yalie y 69 nalrueHToB ¢ FOBEHUJIbHBIM UIUONATHUYECKUM apTPUTOM,
KOTOpBIE MOIyJanu mpenapaT DHOpen® B TedeHHEe 3 MeCAIEB, B CPABHEHHHU C 349 B3pOCIBIMH
NalUeHTaMu C PEBMATOUJHBIM apTPUTOM. OTH SIBICHUS BKJIIOYAIU TONOBHYI 001b (19 %
MalKUeHTOB, 1,7 SABJIEHUS HA MAIUEHTO-T0a), TOMHOTY (9 %, 1,0 sBIIeHUs HA AIUEHTO-TO), 0O0JIb
B xkuBote (19 %, 0,74 sBnenus Ha nanueHTo-roa) u psory (13 %, 0,74 saBienus Ha maUeHTO-
rom).

B kiIMHHMYecKHMX  HCCIENOBaHUSAX  IOBEHWJIBHOTO  HAMONATHYECKOro  apTpuTa  OBLIO
3aperucTpUpoBaHO 4 ciiydas CHHJIpOMa aKTUBalMK MakpodaroB. B mocrperucrpanroHHbINH
nepuo OBLIN 3apErUCTPUPOBAHBI CITyYand BOCIIATUTEIIEHOTO 3200 ICBaHMsI KHIIIEYHUKA U YBEUTA Y
MAIMEHTOB C FOBEHWJILHBIM UJIMOMATUYECKUM MTOJIMAPTPUTOM, TIOJIYHYABIINX JICUCHUE TTPENapaToM
Dubpen®, BKMOYas OYEHb HE3HAUYUTENBHOE KOJIMYECTBO CJIyYaeB, CBUAETENLCTBYIOIIMX O
BO300OHOBJICHHM pEaKIMil MpU MOBTOPHOM Ha3HadeHWH mpemapata (cMm. pazgen «OcoOble

YKa3aHUsD?).

HesxxenaTenbHble sIBI€HUS Y MAIIMEHTOB AETCKOTO BO3pacTa ¢ OJSIICYHBIM [ICOPHUA30M

B 48-nenenbHom uccnenoBanuu y 211 neteit B Bozpacte ot 4 10 17 neT ¢ AeTCKUM OJIAIICYHBIM
MICOPHUA30M 3apETUCTPUPOBAHHBIC HEXEJaTeJIbHbIC SIBICHUS ObUIM aHAJIOTMYHBIMU TaKOBBIM B
MPEABITYIINUX UCCISIOBAHUIX Y B3POCIBIX C OJISAIMICYHBIM IICOPHA3OM.

Ilobounvie peaxyuu y 83pocivix

K Hambonee pacmpoCTpaHEHHBIM HEXKENaTeIbHBIM PEAKIUSAM OTHOCSTCS PEaKlMd B MeECTe
WHBEKINH (TaKhe Kak 00JIb, MPUITYXJIOCTh, 3y/1, TOKPACHEHUE U KPOBOTEUEHUE B MECTE MTPOKOJIA),
MH(peKINU (Takue Kak MH(QEKIINHU BEPXHUX JIbIXaTeNbHbIX MyTeH, OPOHXUT, UH(EKIIMH MOYEBOTO
My3bIpsl U THPEKIIUU KOXKH ), TOJIOBHAs 00JIb, aJUIEpruuecKue peakiiuu, 00pa3oBaHue aHTUTEN, 3Y/T
Y TIOBBIIICHHE TEMIIEPATYPBHI.

[Ipu mnpuMeHeHnH npenapata DJHOpen® ObIIM TaKKe 3apErHCTPUPOBAHBI  CEPhE3HBIE
HexenarenbHble peakinu. AHTaronuctel @HO, Takue kak 3TaHeplenT, OTPUIATEIbHO BIUAIOT Ha
MMMYHHYIO CUCTEMY, U UX IPUMEHEHHE MOKET OTPULIATENIbHO MOBIUATH Ha 3alllUTHbIE CBOMCTBA
opranm3Ma OT HH(EKIUH U 3II0KAYeCTBEHHBIX HOBOOOpazoBaHmii. Cepbe3Hble WHOEKIUN
nopaxaiT MeHee 1 u3 100 manueHToB, NOTyYalOMUX JedeHue npenaparoM DHOpen®. OTueTsl
BKJTFOYAJIA COOOIIEHNUS O JIETAILHBIX U YIPOXKAIONINX KU3HU MHDEKIUAX U cercuce. brimu Takke
3aperuCTPUPOBAHbl CIydad pa3HBIX 3J0KAUYECTBEHHBIX HOBOOOpA30BaHUU NpU MPHUMEHEHUU
npenapara DHOpen”, BKIIOUAs paK MOJOYHOM JKeJe3bl, IETKOT0, KOKH M TMM(pATHIECKHX Y3II0B

(mumdoma).
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BblIn Takke 3aperucTpUpOBaHbl CIydaud CEPbE3HBIX MEMAaTOJIOTMYECKHUX, HEBPOJIOTMYECKUX U
ayTOMMMYHHBIX peakiuii. K TakoBbIM OTHOCSTCS pefKHe COOOIICHUS O MAHIIUTOIICHUU U OYEHb
penkue cooOlleHns o0 amnacTMueckoi aHmeMuu. Ilpu mpuMeHeHMH mpemapara DHOpen®™
HEHTpajbHble U nepudeprueckue JeMHUEeIMHU3UPYIOIIe 3a00jieBaHusl HAOIIOJAINCh PENKO U
OYEHb PEJKO, COOTBETCTBEHHO. PerucrpupoBanuch pekue ciiydan BOJYAHKH, IMATOJIOTUYECKUX

COCTOSIHHM, CBA3aHHBIX C BOJTYAHKOW, U BACKYJIUTA.

CHOUCOK HEeXeNnareabHbIX PEaKIU B BUAE TAOJIULIbI

Crnenyromuil CIIMCOK HEXeJaTeNbHBIX PeakIuii OCHOBAaH Ha OIbITE NMPUMEHEHUS Iperapara B
KJIMHUYECKMX MCCIICIOBAHUSAX U Ha OIBITE MOCTPETUCTPAIIMOHHOTO IIPUMEHEHUS Tperapara.

B pamMkax cucTeMHO-OpraHHOTO Kjlacca HeXXelaTeIbHbIe PEaKINK PACTIPEICIICHBI IO CIEAYIOIINM
KAaTeropusiM YacTOThl (IIPOTHO3UPYEMOE KOJHMYECTBO TMAIUEHTOB, y KOTOPHIX BO3HUKHET
peakius): oueHb yacto (> 1/10); gacro (ot > 1/100 mo < 1/10); Hewacro (ot > 1/1000 mo < 1/100);
peako (ot >1/10 000 mo < 1/1000); ouensr peako (< 1/10 000) u HemsBecTHO (HEBO3MOKHO

ONpeaACIMTL HAa OCHOBAHUH UMCHOIINXCS I[aHHI)IX).
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CucremHo- | O4ensn Yacro Heuacto Penxo O4ennb Yacrora
OpraHHblii | YacTo >1/100 10 | >1/1000 m0 | >1/10000 | peako HEH3BECTHA
KJace >1/10 <1/10 < 1/100 10 <1/1000 | <1/10000 | (meBO3MOXK
HO ompese-
JIMTh HA
OCHOBaHMH
HMeIOIINX-
csl IAaHHBIX)
Nudexnnon | Madexumnn Cepnesnsie | TyOepky- PeakTuBa-
HEIE U (BKITFOUAS HHEKITH nes, us BUpyca
napasutap- | uH(EKUuH (BKIMIOUAs OTIIIOPTY- rematura B,
HBIE BEPXHHUX ITHEBMO- HUCTHYEC- JUCTEPUO3
3aboseBa- IbIXaTelNb- HHUIO, KHe
HUS HBIX MyTEH, MaHHUKY- HHpEKIIH
OpOHXHT, JIUT, (BxITIOYas
LUCTUT U OakTepuanb | UHBa3UBHBIC
uHpexuu HBI} IpHOKOBEIE,
KOXH)* apTpHuT, MPOTO30Hi-
Cercuc u HBIE,
nmapasurap- | 6axTepuaib
HBIC HBIE,
UH(OEKINK) | aTUIHYHBIC
* MUKOOaKTe-
pHUabHbIE,
BUDPYCHBIE
nH(bEKIn
UH(EKINY,
BBbI3BaHHBIC
OakTepusIMu
pona
Legionella)
*
Hobpoxka- Hemenanom | 3moxauvect- Kapruaoma
YeCTBEH- HBIC BEHHasI Mepkest
HBIE, 37I0Ka4ecT- | MelaHoMa (cm. paznmen
3JI0Ka4yecT- BEHHBIE (cMm. pazgen «Oco0bie
BEHHBIE U OITyXOJIH «Ocobnbie YKa3aHU» ),
HEYTOYHEH- KOXHU* (CM. | yKa3aHUs»), capkoma
HBIE paszzmen mumMpoma, Kanommu
OIlyXOJIN «Ocobbie TeKo3
(BKITFOUAS YKa3aHUMD»)
KHCTBI U
TTOJIUTIBI)
Hapymenns Tpom6omu- | [lannurone | Amnactuuec | ['ematodaro
CO CTOPOHBI TOIICHHUSI, HUsT* Kast UTAPHBIH
KpPOBH U aHeMus, aHeMus ¥ CHUHJPOM
muMmpaTiae JIEHKOIIE- (curImpom
CKOM HUA, AKTUBAlIUU
CUCTEMBI HeHTpote- Makpodaros
HUS )*
Hapymenns Annepru- Backynut Cepne3Hble Ycyryb6ie-
CO CTOPOHBI YecKue (BrITIOUAs anyepruaec HIE
WMMYHHOH peaxmuu BacKyIllUT ¢ | Kue/aHadu- CHMITTOMOB
CUCTEMBI (cM. pazgen | oOpa3oBaHM | JIaKTHYEC- JepPMaTOMHO
«Hapyme- eM Kue 3UTa
HHUS CO AHTUHEUTPO | peakuuu
CTOPOHBI (UIBHBIX (BKIIOUAS
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CucremHo-
OpraHHbII
KJIacc

OueHb
4acrTo
>1/10

Yacto
>1/100 xo
< 1/10

Heuacto
>1/1 000 xo
< 1/100

Peaxo
>1/10 000
o < 1/1000

Ouenb
peako
< 1/10 000

Yacrora
Heu3BeCTHA
(HEeBO3MOK
HO ompese-
JINTH HA
OCHOBaHUH
HMeIOIuX-
csl IAaHHBIX)

KOXH U
MOJTKOYKHBIX
TKaHEN»),
BBIpabOTKa
ayTOaHTH-
Ten*

IIUTOIIIa3Ma
THYECKUX
aHTUTEN)

AHTHOHEBPO
TUYECKUN
OTEK,
OpoHxo0-
CIasm),
CapKOMJI03.

Hapyenus
CO CTOPOHBI
HEPBHOI
CUCTEMBI

T'omoBHas
60115

SIBnenHus,
CBsI3aHHbBIE
c
JEMUETHH-
3anuei
THC,
CBUJIETEND-
CTBYIOIIIUC
0
paccesiHHOM
CKJIepO3e
HIIH
MECTHBIX
JIEMUETHH-
3UPYIOIINX
3a0071€BaHU
SIX, TAKHX
KaK HeBPUT
3pUTENBHO-
ro HEpBa U
norepey-
HBINA MUCITUT
(cm. pazmen
«Ocobnie
YKa3aHUMD»),
niepudepu-
YeCKHue
JIEMUETNHH-
3UPYOIINE
3a0oieBa-
HMS,
BKJIIOYAs
CUHJIPOM
I'mitena —
bappe,
XpOHHYEC-
KYI0
BOCIIAJINTE-
THHYIO
JEMUEINHHI-
3UPYIONTYIO
MOJUHENPO
MMaTuIio,
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CucremHo- | O4ensn Yacro Heuacto Penxo O4ennb Yacrora
OpraHHblii | YacTo >1/100 10 | >1/1000 m0 | >1/10000 | peako HEH3BECTHA
KJace >1/10 <1/10 < 1/100 10 <1/1000 | <1/10000 | (meBO3MOXK
HO ompese-
JINTH HA
OCHOBaHUH
HMeIOIINX-
csl IAaHHBIX)
JEMHUETTHHH-
3UPYIOIIYIO
MOJIMHEUPO
MaTHIO U
MyJIbTH(DO-
KaJbHYIO
MOTOPHYIO
Helipona-
THIO (CM.
pazznen
«Oco0nbie
YKa3aHUMD»),
CYJIOpOXK-
HBII
IPUCTYT
Hapyenus VBeur,
CO CTOPOHBI CKJIEpPUT
oprana
3peHus
Hapymenus Ycyryone- | Howlit
CO CTOPOHBI HUE PUCTYTI
cepaua CUMIITOMOB | 3aCTOHHOU
CEpIEUHON | cepAecUHOR
HEJO0CTaTo4 | HEJAOCTaTod
HOCTH (CM. | HOCTH (CM.
paznen paznen
«Ocobbie «Ocobbie
YKa3aHus») | yKa3aHUs»)
Hapyuienus HNurepctu-
CO CTOPOHBI uanbHas
JBIXaTellb- 00JIE3HD
HOI JIETKUX
CHCTEMBI, (BKIMIOUAs
OpraHoB ITHEBMOHUT
rpyAHOI 1 JIETOYHBIN
KJIETKU U ¢bubpos)*
cpemocre-
HUS
Hapymenns Bocnanu-
CO CTOPOHBI TEJIbHOE
YKETYIOIHO- 3aboneBa-
KHLIEYHOTO HUE
TpakTa KHULICYHHKA
Hapymenus IToBb1ie- AyTOUMMYH
CO CTOPOHBI HHE YPOBHS | HBII
Me4YeH! U Me4eHoY- rematut*
KEITIEeBBIBO HBIX
TUSITITIX hepmeHTOB
nyTen *
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Cucremuo- | Ouensp Yacro Heuacto Peaxo Ouensb Yacrora
OpraHHblii | YacTo >1/100 10 | >1/1000 m0 | >1/10000 | peako HEH3BECTHA
KJIacc >1/10 <1/10 < 1/100 10 <1/1000 | <1/10000 | (meBO3MOXK
HO ompese-
JINTH HA
OCHOBaHUH
HMEIINX-
csl IAaHHBIX)
Hapymenns 3ym, ChITb Anrnonesp | Cunapom Toxkcuyec-
CO CTOPOHBI ormueckuii | CTuBeHCa KU
KOXH H OTEK, — JIxoHCO | AmuaepMaltb
MOAKOXKHBIX rncopuas Ha, KOXKHBIA | HBII
TKaHeH (BrITIOUAS BaCKYJIHT HEKPOIN3
HOBBIU (BKIIIOUAs
ciyvai BaCKYJIUT
BO3HUKHOBE | IIpH
HUA UIIN TUICPYYBCT
obocTpe- BUTEJIBHOC-
HHE, a TH),
TaKKe MHOTO(GOpPM
MMyCTyJe3- Has
HBII 3puTeMa,
rcopuas ¢ JTUXEHOW/I-
MIPEUMYILEC | HBIE
TBCHHBIM pCaKkuuun
ropaxe-
HHUEM
KUCTEU U
CTOIT),
KparuBHUIIA
;
[ICOPHA30TI0
nooHas
CBIITb
Hapyenus Koxnas
CO CTOPOHBI KpacHas
CKEJIeTHO- BOJTYAHKA,
MBILLIEYHON TOJI0CTpast
CUCTEMBI H KOXHast
COeMHUTE- KpacHas
JIBHOM BOJIYQHKA,
TKaHU BOJIYaHOYHO
10T00HBII
CHUHJIPOM
O061re Peaxmuu B [Tupexcust
paccTpoicT | MecTte
Ba U WHBECKITUH
HapymeHns | (BKIOYas
B MECTE KpOBOTEYE-
BBEJICHUS HHUE,
oOpasoBa-
HHUE
CUHSKOB,
apuUTEMY,
3ya, 6071 U
MIPHUITYX-
JIOCTB)*.
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Cucremuo- | Ouensp Yacro Heuacto Peaxo Ouensb Yacrora
OpraHHblii | YacTo >1/100 10 | >1/1000 m0 | >1/10000 | peako HEH3BECTHA
KJIacc >1/10 <1/10 < 1/100 no <1/1000 | <1/10000 | (meBO3MOK
HO ompee-
JINTH HA
OCHOBaHUH
HMEIINX-
csl IAaHHBIX)

* CM. «Orncanre oTaeIbHBIX HeKeNTaTeIbHBIX peat

OmnmncaHne OTACIBHBIX HEXKEIATSIbHBIX PEaKITIM

3nokauecmsennvle H08000pazosanus u MUMponponugdepamususie 3a4601e6aHUs

Cro nBanuath AeBiITH (129) HOBBIX 370KaUE€CTBEHHBIX HOBOOOpPA30BaHUM pa3/IMYHBIX BHUJIOB
Habmoanuch y 4114 nanueHToB ¢ peBMaTOUIHBIM apTPUTOM, MTOJTyYaBIINX JICYCHHUE MPENapaToM
3H6pen® B X0JI€ KJIMHUYECKUX HCCIICIOBAaHUN MPOJOJKUTEIBHOCTBIO 0 6 JieT, BKkiatouas 231
TNAIMEeHTa, B TedeHHWe 2 JIeT MOJyYaBIIMX JISYeHHe INpenapaToM JHOpen® B KOMOMHAIMM C
METOTPEKACTOM B HCCJIEAOBAaHUHU C aKTMBHBIM KOHTpoJieM. [losydeHHBIE B 3THX KIMHUYECKHUX
UCCIICIOBAHMSIX 3HAYEHHWS YacTOThl U 3a00JIeBa€MOCTH COOTBETCTBOBAIM 3HAYCHUSIM,
OXXKHMJAaeMbIM  JUII  HUCCIEAyeMOM  monmyysiuvd. B KIMHMYECKUX  HMCCIEeIOBAaHMSIX
IPOJODKUTEIBHOCTBIO A0 2 JeT ¢ ydactueM 240 mamueHTOB ¢ INCOPHUATHUECKUM apTPUTOM,
noy4apmux DHOpen®, ObUIO 3aperHCTPUPOBAHO BCErO 2 Cilydas Pa3BUTHUs 370KAUECTBEHHBIX
HOBOOOpazoBaHui. B KJIMHMYECKHMX UCCIENOBaHHSAX C ywyacTheM 351 manueHTtoB ¢
AHKUJIO3UPYIOUIUM CIIOHAMINTOM, MPOJIOJDKUTEIFHOCTh KOTOPBIX MpEBBIIANA 2 TOAa, OBLIO
3aperucTpupoBaHo 6 CilydyaeB 3JI0KaYECTBEHHBIX HOBOOOpa30BaHMI y MAIlMEHTOB, MOJyYaBIINX
Du6pen®. B rpynne, Bkitoyapmiei 2711 marueHTos ¢ GIAIIKOBUIHEIM IICOPHA30M, OTyYaBIINX
Du6pen® B ABOMHBIX-CIENBIX U OTKPHITHIX MCCIENOBAHUAX MPOIOIKUTENLHOCTBIO 110 2,5 JIeT,
ObUI0 3apeructpupoBaHo 30 ciy4aeB 3J0KaueCTBEHHBIX HOBOOOpazoBaHuit u 43 ciyuas
HEMEJIAHOIIUTAPHOTO paKa KOXKH.

B rpynme, BKmroyapiieli 7416 man@eHTOB, MOMydyaBIIMX JieueHHe mpemapatoM DHOpen® B
KJIIMHUYECKUX  HUCCJENIOBAHMIX  PEBMATOMJHOTO  apTpUTa, TICOPUATUYECKOTO  apTpHUTa,
AHKUJIO3UPYIONIETO CHOHIWINTA U TIcOpHUas3a, ObUIO 3aperucTpupoBaHO 18 ciydyaeB pa3BUTHS
JTUMGOMBL.

B nepuox mocTperucTpallMOHHOTO  HAOMIOAEHUS Takke cooluialioch O  pa3BUTUHU
3JI0Ka4€CTBEHHBIX HOBOOOpPA30BaHU pa3NUYHBIX BHUJIOB, BKJIIOUAs PaK MOJOYHOW KeNe3bl U
JIETKUX, a Takke Tumbpomy (cM. pazaen «Ocodble yKa3aHus»).

Peaxyuu 6 mecme 66edenus npenapama

VY HalMeHTOB C pPeBMATHYECKMMHU 3a00leBaHUAMH, HOJydaBmuX DHOpen®, oTMeyanach

3HAYUTEIbHO OoJiee BBICOKAs YacTOTAa PA3BUTUS PEAaKUMi B MeCTe BBEICHHs Ipernapara Io
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cpaBHeHMIO c rpymmoil mane6o (36% Vvs. 9%). Peakuuu B MecTe BBeNEHUS Ipernapara, Kak
NPaBUJIO, PAa3BUBAIKCH B MEPBBIA MecsIl npuMeHeHus. CpeaHsisi MpoJODKUTEIEHOCTh PeaKInit
COCTaBIIsIa MPHUOIM3UTENBHO OT 3 A0 5 AHel. B OoybIIMHCTBE cilydyaeB JieY€HHUE, B CBS3U C
pasBUTHEM peakiMil B MecTe BBeIEHMs Hpenapara, B TpyINNax, IPUHAMABIIUX JHOpen®, He
MPOBOAMIIOCH. BOJNBIIMHCTBO MallMEHTOB, KOTOPHIM Ha3HAuYalM JIeYeHHE MO JAaHHOMY MOBOY,
NOJy4yanu CpeACTBa [UIS HApPYXKHOTO NPUMEHEHHs, TaKue Kak KOPTUKOCTEPOUIbI, MU
AHTUTHUCTaMUHHBIE TpenapaTsl BHYTpb. Kpome TOro, y HEKOTOPHIX MAlMEHTOB OTMEYaloCh
MOBTOPHOE pa3BUTHUE pEaKIMii B MecTe BBEIEHHUs IIpernapara, XapaKTepusyroleecs
OJIHOBPEMEHHBIM Pa3BUTUEM PEAKIUil KaKk B MECTE CaMbIX MOCIEAHUX, TaK U MPEAIISCTBYOIINX
uHbekunid. Kak mpaBwmiio, naHHBIE PEaKIMH HOCWIIM TPAH3UTOPHBIM XapakTep W NpPHU JICYCHUU
MIOBTOPHO HE Pa3BUBAJIHCh.

B KOHTpOJMpyeMBIX HCCIEAOBAHUAX C Y4acTHEM MAlMEHTOB C OJIAIIKOBUIHBIM IICOPHUA30M B
TE€UeHUe MNepBbIX 12 Henenb jedyeHus npumepHo y 13,6% nanueHToB, MOJydaBUIMX JIEUYEHUE
npenaparoM DHOpen”, pa3BUBATNCH PEAKIMHI B MECTE BBEICHHS IIPENapaTa 1o CpaBHEHHIO ¢ 3,4%
NAMEHTOB, IOJyYaBUINX IU1ane0o.

CepvesHvle ungpexyuonHuvle 3a601e6aHus

B mnanebo KOHTPOMUPYEMBIX HMCCIEAOBAHUAX TOBBIINICHUE YacTOTHl CEPbE3HBIX HMH(EKIUil
(paranbHBIX, yTpOXKAOIMUX IKU3HHU, TPEOYIOMNUX TOCHHUTAIM3ANNI0 WJIM BHYTPUBEHHOE
pPUMEHEHHE aHTUOMOTHKOB) He HaOmonanock. Cepbe3Hble MH(EKIMM, BKIIOYaBIIME adciecce
(pa3nu4HON JNOKanu3amuu), OaKTepUeMHI0, OpOHXUT, OypCUT, BOCHAllEHHE MOAKOKHOM
KJIETYaTKH,  XOJICLUUCTUT, JAMAPEI0,  TUBEPTUKYIUT, OJHAOKApAUT  (IIOJ03PEBAEMBIN),
racTpodHTeput, renatut B, herpes zoster, s3By HWKHEHl KOHEYHOCTH, WH(EKIUIO POTOBOI
MIOJIOCTH, OCTEOMHEIUT, OTHUT, NIEPUTOHUT, MHEBMOHUIO, MHEIOHE(PHT, CETICUC, CENTUYECKUN
apTPUT, CUHYCHUT, HHQEKIUI0 KOXHBIX IMOKPOBOB, SI3BY KOXKHBIX TOKPOBOB, HWH()EKIIHIO
MOUEBBIBOJIAIIUX MyTeH, BACKYJIUT U paHEBYI0 MH(DEKINIO, ObLTH 3aperucTpupoBansl y 6,3 %
NALMEHTOB C PEeBMATOMIHBIM APTPUTOM, MOIyYaBIIMX JeueHHe mpenapatoM DHOpen® mo 48
MecsieB. B 2-X neTHeM HcclieIoBaHUH C aKTHBHBIM KOHTPOJIEM, B TEYEHHE KOTOPOTO MAIMEHTHI
TOJTyd4aau MOHOTEpPAMHIO TIpenapaToM DHOpen®™, MOHOTEpaMI0 METOTpeKacToM Win DHOpen™ B
KOMOMHAIMM C METOTPEKCaToM, 4YacTOTa BO3HUKHOBEHHUS Cephe3HBIX MH(pekuuid Obuia
OJIMHAKOBOH B TpeX pasHBIX rpynmnax. TeM He MeHee, Helb3sl UCKITFOUUTh BEPOSITHOCTh TOTO, YTO
npuMeHeHHe npenapata JHOpen® B KOMOMHALMM C METOTPEKCATOM MOIIO ObITh CBSI3aHO C
MOBBIIIEHHBIM PUCKOM Pa3BUTHUS WH(DEKIIHA.

B mnane6o KOHTPOJIMPYEMBIX HCCIEIOBAHUSAX NMPOJODKUTENIBHOCTRIO A0 24 Henenb He ObLIo
BBISIBJICHO DPA3JIMYUNl B 4YacTOTE BO3HUKHOBEHUS MHGEKUUH Mexay TpynrnaMH IalueHTOB C

ONANIKOBUIHBIM TICOPHA30M, MoONydaBmmHX DHOpen® wu mmane6o. Cepbe3Hble HHOEKINH,
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pasBUBABIIMECS Y MAlMEHTOB, IIOJYYaBIIMX JiedeHHe IpermapatoM DHOpen®, BKIOYAIU
BOCTIAJICHUE MOJKOKHON KJIETYATKH, TaCTPOIHTECPUT, MHEBMOHUIO, XOJICIIUCTUT, OCTEOMHEIIUT,
racTPUT, allIEHIUIINT, CTPENTOKOKKOBBIN (HaCIUUT, MUO3UT, CETITUICCKHI IOK, TUBEPTUKYIIUT U
abcuecc. B nBOIHBIX-CIENBIX U OTKPBITHIX HCCIEIOBAHHIX MCOPHATHUYECKOTO apTpuTa Oblia
3aperucTpupoBaHa cepbe3Has nHdekuus (MHeBMOHM) y 1 maruenra.

Coo01manoch 0 pa3BUTUU CEPbE3HbIX M (aTalbHBIX MH(EKIMH NMpH NPUMEHEHUH Ipernapara
Du6pen™, KOTOpbIe OBLTH BHI3BAHEI OAKTEPUAMH, MHKOOAKTEpHSAMH (BKIIOYAs TyOepKyies),
BUpycaMu U rpubaMu. B HEKOTOPBIX ciiydasXx MH(QEKIUU Pa3BUBAIUCH B TEUCHHE HECKOJIbKHX
HeleNnb II0Cde Hauaja JledeHus mpernapaToM DHOpen® y HalUEHTOB, MMEIOIIMX MOMHMO
PEBMATOMIHOTO apTPUTa MPEapacHojiaraloiiie OCHOBHBIE 3a00seBaHus (HampuMep, caxapHbIi
muabeT, XPOHWUYECKYI0 CEpJCYHYI0 HEIOCTaTOYHOCTh, C AKTUBHBIMH WJIH XPOHHYECKUMU
uHdeKuuAMU B aHamHese) (cM. paszen «OcolOble ykaszanus»). Jledenue npemnaparom DHOpen®
MO>KET MOBBIIIATH CMEPTHOCTh Y MAIIUEHTOB C TIOJATBEPKICHHBIM CETICHCOM.

[Ipu neueHny mpenapatoM DHOpen® OTMEYAloCh PAa3BHTHE OMIOPTYHHCTHUECKMX HH(EKIMH,
BKJIIOYasi MHBA3WBHYIO IPHOKOBYIO, IMApa3UTapHYIO (B TOM YHCIIC BBI3BAHHYIO MPOCTCHIINMU),
BUpYCHYIO (B TOM vmciie herpes zoster), 6akTepuaibHyO (B TOM YKCIIE BHI3BAHHYIO JIUCTEPHSIMH
U JITHOHEIJIaMH), a TaKXkKe aTHIHYHYI0 MUKOOaKTepuaabHyr HHGpekuuo. B o0beanHEeHHBIX
JAHHBIX KJIMHWYECKUX HCCIICIOBAHUK O0O0Ias 9YacToTa OMIIOPTYHUCTHUECKUX HH(EKIUH vy
15 402 naruenTos, nonyuasmux JuOpen”, cocrasnsia 0,09%. YacToTa sIBIeHHIA ¢ MONPaBKOi Ha
Bo3zelcTBue nmpenaparta coctaBimsuia 0,06 saBinenuit Ha 100 mnaumenro-ner. B mepuon
MOCTPETUCTPALIMOHHOTO IPUMEHEHHS Tpenapara mpuOIN3UTENBHO MOJOBHHA BCEX KIMHHUYECKUX
CIIy9aeB OIIMOPTYHUCTUYCCKUX HH(MEKIM BO BceM MUpe Oblia O0YyCIOBJICHA WHBA3HBHBIMHU
rpuOKOBbIMHM MHPEKIUAMU. Yallle Bcero perucTpupoBaINCh HHBa3UBHBIE IPUOKOBbIE HH(EKINH,
BbI3BaHHbBIC TprbKamu poaa Candida, Pneumocystis, Aspergillus, u Histoplasma. Bosnee monoBuna
JIETaNbHBIX HCXOJOB MAllMEHTOB C OMMOPTYHUCTUYECKUMHU HHQEKIUsIMU OblIa 00ycloBleHa
WHBa3WBHBIMH TPUOKOBBIMA HMH(MEKIUAMH. BOJBIIMHCTBO JICTANBHBIX HWCXOJOB  OBUIH
3aperUCTPUPOBAHBI y TAIIMEHTOB C ITHEBMOHHWCH, BBI3BaHHON Pneumocystis, cucTeMHbIMU
rpuOKOBBIMH MH(EKIIUSIMU HEYCTAHOBICHHOW STHOJIOTUH U acriepruiuie3oM (cM. pazaen «Ocodbie
yKa3aHUs»).

Buipabomka aymoanmumen

VY B3pOCTBIX MAMEHTOB C IENBI0 OOHAPY)KEHUS! ayTOAHTUTEN MPOBOIWIICS aHAIU3 00pas3IoB
CBIBOPOTKH KPOBH, B3SITHIX B pa3Hble BpeMeHHBbIe TOYKU. Cpelr MalMeHTOB ¢ PEeBMATOUIHBIM
apTPUTOM, y KOTOPBIX IPOBOJMIIOCH ONpPENEICHHE aHTUHYyKieapHbIXx aHTuTen (AHA), mons
NAlMEHTOB, y KOTOPBIX BIEpPBbIE ObUI MOJIYYEH TOJOXKUTENbHBIN pe3yJbTaT TecTa Ha

aHTHHYKJIeapHble anTuTena (> 1 : 40), 6blIa BHIIE y MalMeHToB, moydapmux Ju6pen® (11 %),
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10 CPaBHCHHUIO C TAlMCHTaMHM, TMoiydaBmumu rwiaiedo (5 %). Jlons manueHToB, Y KOTOPBIX
BIIEPBbIC OTMeYaslach BhIpaboTKa aHTHTEN K AByxcnupaibHoil JIHK, Taike Obuia BbIme mpu
OIICHKE C TIOMONIbI0 paguOMMMyHOJOrHueckoro aHaimza (15% mnanueHToB, MOTy4YaBIIUX
Dubpen®, no cpaBHeHHIO ¢ 4% NALMEHTOB, MONYYAaBUIUMM IUIAE00) U C IOMOIIBIO
uMMyHOQITyopeciieHTHOro aHanu3a Ha kietkax Crithidia luciliae (3% nanueHToB, mosy4YaBuiux
Du6pen®, 10 CpaBHEHMIO C OTCYTCTBMEM AaHTHTeN K japyxcrupansHoii JHK y mamueHTos,
noNy4aBmux muane6o). Jons MalMeHTOB, MOTydaBmMX DHOpen®, y KOTOpBIX OTMEdYanach
BbIpa0OTKA AaHTUKAPAUOIUIIMHOBBIX aHTHUTEN, YBEJIUYMBAJIACh AaHAJIOTUYHBIM 00pa3oM 1o
CPaBHEHHUIO C AIlMEHTaMH, [TOJIy4aBIIUMHU IU1a11e00. BiusHue niurensHoro iedeHus npernapaTrom
Du6pen™ Ha pa3BUTHE AyTOMMMYHHBIX 3a00JIEBAHNH HEH3BECTHO.

Y DanMeHToB, BKIIOYAs TANKUEHTOB C IMOJIOKUTEIBHBIM PEBMAaTOUIHBIM (HaKTOPOM, OBUIH
3apETUCTPUPOBAHBl pEAKUE Ciaydau OOpa3oBaHMsl MAPYTUX AayTOAHTUTEI B COYETAHUU C
BOJIYAaHOYHOMOAOOHBIM CHHIPOMOM HIIM CHINbIO, KOTOPbIE MO JAHHBIM KJIMHUYECKOTO
o0ciie1oBaHUs U OMOTICHM COBMECTHUMBI C MOJOCTPON KOXKHOHM (HhOpMOii KpacHOW BOTYaHKH WU
JTVICKOUIHOHM (POPMOIT KpaCHOHM BOJTYAHKH.

Tlanyumonenus u anracmudeckas aHemust

B nepuon nocTperucTpaimoHHOro HadJII0IEHUS COOOIIANIOCH O CITyYasX Pa3BUTHS MAHIIUTOIICHUU
M aIUIaCTHYECKOW aHEMHH, HEKOTOPhIe M3 KOTOPBIX HMMENH JIETabHBIA HCXOA (CM. pasnern
«Oco0ble yKa3aHun).

Humepcmuyuanvhsie 3a001e6aHUsL 1€2KUX

B koHTponupyeMbIX KIMHUYECKHX MCCIEAOBAHUIX dTAaHEPIIEeNTa MpU €ro MPUMEHEHHH M0 BCEM
MOKa3aHMUsAM YacTOTa (JIOJIsl MAI[MEeHTOB) HEXKENIATeNbHBIX SBJICHUN B BHU/E WHTEPCTHIIMATBHBIX
3a00JIeBaHUN JIETKUX Yy TAIMEHTOB, MOJIYYAIOIMX STAHEPIENT O3 COMyTCTBYIOMICH Teparmuu
MeToTpekcaToM, cocTaBmsiia 0,06% (kareropusi 4acTOThl «peako»). B  KOHTpomupyembix
KJIMHUYECKHX HCCIIEJOBAaHUAX, B KOTOPBIX pa3pelianoch COMYTCTBYIOIEE MpPUMEHEHHE
ATaHEpIeNTa W METOTPEeKcara, 4acToTa (IIOJsl MAllMeHTOB) HEXKEIATENbHBIX SIBICHUH B BHUJE
WHTEPCTUITMATBHBIX 3a00sieBaHu ierkux cocTtanisiia 0,47% (kaTeropus 4acTOThl «HEYacToy»). B
MOCTMAPKETUHTOBBIX HCCIEIOBAaHUSAX COOOIIATUCh CIy4YaW MPOSBICHUS HHTEPCTHUIMATBHBIX
3a00JeBaHMM JIETKUX (BKJIFOYast THEBMOHUT U (UOPO3 JIETKOr0), HEKOTOPhIE U3 KOTOPBIX OBLIH CO
CMEPTEITBLHBIM HCXOIOM.

Conymcemsyrowas mepanusi ahakuHpou

B wuccnenoBaHMsX, B KOTOPBIX B3pOCIbIE MAIMEHTHl IOJyYald COIMYTCTBYIOLIEE JEYCHUE
npenaparoM DHOpen® M aHAaKMHPOH, HAOMIOMAnach GoNee BBICOKAS YAaCTOTA BO3HUKHOBEHMS
cepbe3HbIX HH(EKIMIA 0 CPABHEHMIO ¢ IPUMEHEHHEM npenapara JHOpen® B BUIe MOHOTEpAIUH,

uy 2 % nanuentoB (3/139) pa3BuBanach HeiiTponieHus (a0COMOTHOE KOJIUYECTBO HEUTPO(DUIIOB
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< 1000/mMm®). Bo BpeMsi HEWTPOIIEHHH y OJHOTO MAIMEHTA PA3BUICS TAHHHKYIHT, KOTOPHIH
pa3pemuics mocie rocnuranu3anun (cM. pasznensl «Ocobbie ykazaHus» u «BzauMopaeicTBue ¢
JPYTUMHU JIEKAPCTBEHHBIMH CPEICTBAMI).

Tlosviuenue akmusHocmu neyeHoYHbIX hepmMeHmos

B 1BOMHBIX ClENbIX KOHTPOJIUPYEMBIX KIMHHUYECKHUX HCCIIECJOBAHMUSX ASTaHeplLenTa Hpu €ero
MPUMEHEHHUHU 10 BCEM MOKa3aHUSIM 4acTOTa (1011 MALUEHTOB) HEXKENATEIbHBIX SIBJICHUN B BUJIE
MOBBIIICHHUS AKTUBHOCTH MEYCHOYHBIX (PEPMEHTOB Yy MAIMEHTOB, MOJTYYABIINX dTaHEPIENT 03
COITYTCTBYIOIIIEH Tepanuu MeToTpekcaToM, cocTanisiia 0,54% (kateropusi 4aCTOThI «HEYACTO).
B nBOMHBIX cIENbIX KOHTPOJIUPYEMBIX KIMHHUUECKUX HCCIEAOBAHUAX, B KOTOPHIX pa3pelanoch
COMYTCTBYIOIIEE MPUMEHEHHWE JTAHEpILeNTa W METOTpeKcara, 4YacTtoTa (IoJisi MalleHTOB)
HEXEJAaTeNIbHBIX SBJICHUN B BHJIC MOBBIIICHUS aKTUBHOCTHU IMEUYEHOYHBIX (PEPMEHTOB COCTABJIsIIIA
4,18% (kaTeropusi 4aCTOTHI «4acCTO).

AymoummyHnnoii cenamum

B xoHTpONHMpyeMbIX KIMHUYECKUX UCCIICIOBAHMUIX dTaHEPIIENTa MPU €ro MPUMEHEHUHU 110 BCEM
MOKa3aHUsIM YacToTa (0JiS TMAlMEeHTOB) HEXKENIATEIbHBIX SIBJICHUHW B BHJIE ayTOMMMYHHOTO
renaTuTa y nanueHTOB, MOMyJYaloluX dTaHeplenT 0e3 COMyTCTBYIOIICH Teparuu METOTPEKCATOM
cocraimsia  0,02% (kareropusi 4YacTOThl «peaKo»). B KOHTPOIUPYEMBIX KIMHHYECKHX
WCCJICIOBAHUSAX, B KOTOPBIX pa3peliajgoch COIMYTCTBYIOIIEE NPUMEHEHUE JTaHeplenTta u
METOTpEeKcaTa, 4acToTa (0Jisd MAIlMEHTOB) HEXKENaTeIbHbIX SIBJICHUN B BUAEC ayTOMMMYHHOTO
renaruta coctapisiia 0,24% (kaTeropus 4acTOThI «HEUACTON).

Tlobounvie peaxyuu y oemeti

CM. KpaTKue cBeIeHUsI 0 Mpoduiie O€30MaCHOCTH BbIIIIE.

Ilepeno3supoBka

IIpu nepedosuposxe npenapama Dnbper®, Hemeonenno coobwume 06 mom 6pavy uil
papmayesmy. CoxpaHuTe KAPTOHHYIO YIIAKOBKY IIpenapaTa JHOpen®, 1axe eciiy OHa Mycras.
[Ipu neyeHUU MalMEHTOB C PEBMATOWIHBIM apTPUTOM HE OBLIO 3apErMCTPUPOBAHO CIIydacB
MIPEBBINICHHS] TIPEICIBPHON TOKCHYHOW J03bl. HawmBbICmias 103a, BBeJIECHHAs BHYTPUBEHHO,
cocraBmia 32 Mr/mM? ¢ MOCTIEAYIOIINAM IMOJIKOKHBIM BBEJIEHUEM 16 MI/M? IBaXIbI B Hememo. OauH
MAIUEHT C PEBMATOUIHBIM APTPUTOM OIIMOOYHO CAMOCTOSITENILHO BBOJIWI 62 Mr mpemnapara
Du6pen™ MOAKOKHO JBAXKIE! B HEAETIO HA POTSHKEHNH 3 HeJleNb 0€3 MOSBIICHUS HeKeNaTeIbHbIX

abdexroB. Cienudpuieckuii aHTUAOT JUTsI TIperapaTa 3H6pen® HEU3BECTEH.
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B3aumoseiicTBHE ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

Anaxunpa

Ha ¢oHe KOMOMHMPOBAHHOM Tepanuu IpemapatoM DHOpen® U aHaKuHpa HAOIIOAIOCH
3HAYUTENIbHOE MOBBIIICHUE YacTOThl PA3BUTHUSI CEPbE3HBIX HHGEKIHA U HEHTPONEHUH IO
CPaBHEHHIO C TIAIMEHTaMH, KOTOPBIM BBOIMIN TOIBKO DHOpen® UM ToIbKo aHAKHHPY.
CoBMecTHOE NpHMEHeHHe Ipenapata JHOpen® M aHAKMHPH HE MOKA3al0 KIMHHYECKOTO
MPEUMYIIECTBA U TIOITOMY HE PEKOMEHIYEeTCSl.

Abamayenm

OHOBpEMEHHOE PUMEHEHNE a0aTarlenTa 1 npenapara DHopen” cOmpoBOK/IANI0Ck ITOBBIICHAEM
YaCTOTBI CEPhE3HBIX HeXKENATEIbHBIX SBICHUH. JlaHHAs KOMOMHAIIHS JISKAPCTBEHHBIX IIPEIIapaTOB
HE MPOJAEMOHCTPUPOBAJa KIMHUYECKUX MPEUMYIIECTB U MOATOMY HE PEKOMEH]IyETCS.
Cynvghacanazun

VY NanmeHToB, KOTOPHIM Ha (hOHE JeueHHs cyrmb(hacaqa3sHOM BBOAWIM DHOpen®™, OMMCAHO
3HAUUTEIPHOE CHIDKEHHE YHMCIa JICHKOIUTOB IO CPaBHEHUIO C TEMH MAIlUCHTAMH, KOTOPBIC

IMPpUHHUMAJIU TOJILKO 9H6pen® HUJIK TOJIBKO Cy.]'IL(l)aCEUIaSI/IH.

Omcymcmeue 83aumooeticmeus

He wHaGmromanoch HeXenaTeNbHBIX B3aMMOJICUCTBHI TPU  OJHOBPEMEHHOM MPUMEHEHUU
npemapata JHOpen® ¢  IIIOKOKOPTUKOCTEPOMIAMH, CalMIuIaTaMM (32 HCKIIOUEHHEM
cynb(dacanazuHa), HECTEPOMAHBIMU TMPOTHBOBOCHANUTENbHBIMU Tpenaparamu  (HIIBID),
aHaJbT€TUKAMHU WU METOTPEKCATOM.

Memompexcam

MeTtoTpekcaT He OKa3bIBaeT BIMSHHS Ha (hapMaKOKWHETHKY dTaHeplenTta. BiusHue npenapara
Du6pen® Ha GapMaKOKHHETUKY METOTPEKCATA Y U4eIOBEKa HE U3ydasoch.

Jlueoxcun

He oOHapyXeHO KIMHMYECKHM 3HAYUMOTO B3aMMHOTO BIUSHUS Ha (HapMaKOKUHETHUKY
ATaHepIenTa.

Bapgapun

He oOHapyXeHO KIMHMYECKHM 3HAYUMOTO B3aMMHOTO BIUSHUS Ha (HapMaKOKUHETHUKY
STaHEepIlenTa.

Baxyunayusa

JKuBble BaKIMHBI HE CIeAyeT BBOAUTH Ha (oHe jedeHus npenaparoM DH6pen®. Her naHHBIX 0
BTOPMYHOH Nepenade MH(EKIMM Yepes KUBYIO BaKIMHY TALMEHTaM, MojydaromumM DHOpen™.

PexoMenyercs, 4ToObl 10 Hayana jedeHus IpernapatoM DHOpen® MalueHThl ¢ IOBEHUILHBIM
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HIUOMATHYCCKUM IMOJIMAPTPUTOM IO BO3MOXKHOCTH ITOJTYUYHIIM BCE HCO6XOI[I/IMI)IC IIPUBHYBKU B

COOTBCTCTBHH C I[CFICTBYIOIHHM HAallMOHAJIbHBIM KAJICHAAPEM IIPUBHUBOK.

Oco0ble ykazaHus

Jis BO3MOXHOCTH KOHTpOJIA 3((PEeKTOB MpH BBEACHUM  OHOJOTMYECKOTO JIEKApCTBEHHOTO
IpernapaTta peKOMEHAyEeTCs 3allUChIBaTh €r0 TOProBOE HA3BaHUE U HOMEP CEPUU B MEJULIMHCKYIO
KapTy NalUeHTa.

[locne mpekpamieHusi IIpueMa mpenapata DHOpen®, CHUMOTOMBI 3a060J€BaHHS  MOTYT
PEeLUIUBUPOBATH.

Hnghexyuu

BonbHbIe TOMKHBI 00CIEI0BaTHCS HAa HaMMUMe WHGEKIWil 10 Hayala MPUMEHEHHs Iperapara
Dubpen™, B X07ie TeUeHHs U MOC/e OKOHYAHUS Kypca Tepaliu, IPUHUMAs BO BHUMAHHE CPEIHIO0
MPOJOHKUTEILHOCTD MEPHO0/1a OMYBBIBEICHUS dTaHEPIIETITa, paBHyo npumepHo 70 gacam (7-
300 gacoB).

[Ipu mpuMeHeHnH mpenapata DHOpen™ coobmanock o cencuce, TyOepKysese, Mapa3suTapHbIX
uH(peKIMsIX (BKJII0Yas BbI3BaHHBIC MPOCTEUITUMU OpraHU3MaMu) U THKENIbIX UHPEKIUIX, B TOM
YrClie OMMOPTYHUCTHYECKHX, BKIIIOUasi NHBa3UBHbIE IPUOKOBbIE HH(PEKIIUU, BUPYCHbIE HHPEKIINN
(Bxirovast BbI3BaHHBbIE Herpes Zoster), OakrepuanbHble HWHGMEKIMM (BKIIOYas JHCTEPHO3 U
JIETUOHEIJIe3) W aTUIHM4YHble MHKOOakTepuanbHble WH(pekuuu. HenpaBuibHas AMarHoOCTUKA
NEePEYNCICHHBIX HH(EKINUH, 0COOEHHO TPUOKOBBIX U JAPYTUX OMIIOPTYHUCTHUYECKUX UH(EKIHH,
NOPUBO/MJIA K 3aM03/aIOMy HAa3HAYEHHMIO HEOOXOJIUMOIO JIEYeHUS M, B HEKOTOPBIX CIydyasXx,
netanbHOMY wucxony. Ilpu oOcnenoBaHun OOJIBHBIX HYKHO NPUHHUMAaTh BO BHUMaHHUE
BO3MOXXHOCTh Pa3BUTHSl Y HHUX ONIOPTYHHCTHYECKMX HH(OEKIWH, HANpUMep, SHAEMUYHBIX
MHUKO030B. [TalieHThl, y KOTOPBIX HOBbIE MH(EKIINU Pa3BUBAIOTCA Ha (POHE JICUEHHs penapaTomM
DHOpen®, N0KHBI HAXOAUTHCA M0J] THIATENLHBIM HaOmoneHueM. Ilpuem npenapara Duépen®
cjlefyeT NpepBaTh, ecid y NAaLHMEHTA pa3BuBaeTcs Tskeaas mHpexuus. HyxHo BecbMa
OCTOPOKHO TIPUMEHATh DHOpen® y MalMeHTOB C YaCTHIMM MM XPOHMYECKUMM MH(PEKIUAMH B
aHaMHe3€ WIM MMEIOIIMMHU OCHOBHOE 3a00JIeBaHuE, HAIPUMED, MPOrPECCUPYIOLINHA UM TJI0XO
KOHTPOJIMPYEMBIH caXxapHbIil 1uadeT, KOTOPBIH MOXKET CIIOCOOCTBOBATh Pa3BUTHIO UH(EKIUH.
BesonmacHocTh M 3p(eKTUBHOCTL Tpenapata JHOpen® y NalMEHTOB C XPOHMYECKUMH
MH(QEKIHUSIMHA HE OLICHUBAJIACh.

Tybepxynes

Ha ¢done Tepanum mnpemapatom DHOpen® coobmanoch o cilydasx akTHBHOTO TyOepKylesa,

BKJIIOYasi MIJIMAPHBIN TyOepKyJie3 U TyOepKyJie3 BHEIETOUHOM TOKaIU3aIiH.
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Jlo Hayana Tepanuy BCE MALMEHTHI JOJDKHBI OBITH 0OCIEZOBaHBI Ha HAJIMYUE aKTHBHOTO HIIH
JaTeHTHOro TyOepkyies3a. OOcienoBaHHE JODKHO BKIIIOYAThH AETAIbHOC M3yUCHHE aHAMHE3a
OTHOCHUTEJIHO 3a00yieBaHMsI TYOEpKyJIe30M WM HaJU4YUsl KOHTAKTOB C TyOEpKyJe3HBIMHU
OOJIbHBIMHM B IPOLUIOM M JAHHBIX O MPEIIICCTBYIOIIEH MM TEKyIIeH MMMYHOCYIIPECCHBHOW
Tepanuu. Y BCEX MAIMEHTOB JOJDKHBI OBITh BBINOJIHEHBI COOTBETCTBYIOIINE CKPUHHUHTOBBIC
IpoIEeyphl (COOTBETCTBEHHO JIOKAJILHBIM TPEOOBAHUSAM), @ UMEHHO, TYOSPKYJITUHOBBIA KOKHBIN
TeCT U peHtrenorpadus nerkux. Cremyer yduThIBaTh BO3MOXKHOCTH JIOKHOOTPHLIATEIEHOTO
TyOepKYJIMHOBOTO TECTa, OCOOCHHO y OOJIBHBIX B TSDKEIOM COCTOSIHUM WM TIAIMEHTOB C
HapyUIEHHBIM HMMYHHTETOM.

He cnemyer npumensTh npenapat JHOpen® Npu HAIMUMK y TAIMEHTa aKTHBHOTO TyGepKyJIesa.
JluarHo3 ~ HEaKTHBHOrO  TyOepKyne3a  TpeanoiaraeT  Ha3HauYeHME  CTaHJapTHOH
IPOTHBOTYOEPKYJIE3HOI Tepanuu Tepe/l HavauioM Tepanuu npenaparom Ju6pen®. B sTom ciyyae

® JOJIDKHO OBITE TIIATCIBHO

COOTHOILIEHUE II0JIb3bl U PHUCKA JIEYEHUsS IpernaparoM OHOpen
[IPOAHAIU3UPOBAHO.

Bce GonbHbIE 10JIKHBI OBITH TPOMH(OPMHUPOBAHBI O HEOOXOIMMOCTH OOpaIleHUs K Bpaudy NpU
NOSBJICHUM Ha (OHE JieueHus mpenapatoM DHOpen® WM 1ocie HEro anob WM CHMITOMOB,
XapaKTepHBIX AJs TyOepKyJe3a (HampuMmep, yIOPHOTo Kalluis, OTepu Beca, cyodedpuinrera).
Peaxmusayusa eupyca cenamuma B

CooOmranocs o ciyyasx peakTUBallMM BUpyca renatura B y nanneHToB, MHQUIMPOBAHHBIX paHee
Bupycom rematuta B (BI'B) u nosyuasmmx uaru6utopsl ®HO, Bkmouas DuOpen®. Dtu
COOOIIeHNsl KacaluCh peaKTHBALMU BUpyca remarurta B y HanMeHTOB € MOJIOKUTENbHBIMU
pe3ysbTaTaMU aHalii3a Ha aHTHUTeNa K sJACPHOMY aHTHI'eHy Bupyca rematuta B (anti-HBc) u
OTPHIIATENIEHBIMUA Ppe3yJIbTaTaMU aHAJIM3a Ha TOBEPXHOCTHBIN aHTHIeH BHpyca remaruta B
(HBsAg). Tlepen npumeHenumem mpenapata DHOpen® y NalMeHTOB, BXOAAIMX B TPYIITY
BBICOKOTO pHUCKa 3a0o0JieBaHMs TremaTuToM B, HEo0X0IMMO TNPOBECTH COOTBETCTBYIOIIUMH
JUArHOCTHYECKUM MoucK. [larueHTaMm ¢ MONOXHUTENbHBIM pEe3yJlbTaTOM AaHAJU30B Ha BUPYC
renaruta B pexkoMmeHyeTcs MONydduTh KOHCYJIBTAIlMIO Y Bpaya, MMEIOLIEro OIbIT JICUYEHUs
renatuta B. Oco6yr0 0CTOPOKHOCT cliefyeT coOI0aTh TPy MpUMEeHeHKH Tpenapara DHopen®™
y OoibHBIX-HOCUTENEH Bupyca rematutra B. HeoOxoaumo HabmrogaTe 3THUX MAalMEHTOB Ha
npeIMeT TPU3HAKOB M CHMIITOMOB aKTHBHOW WHQEKIMH TernaThuTa B Ha MpOTSHKEHWUH BCEro
JICYEHUs U 3aTe€M B TE€UEHHUE HECKOJIbKUX Helelb Mocie ero 3aBepuieHus. JlocroBepHble JaHHbIE
T0 JICYEHUIO MAIIMEHTOB, HH(UIIMPOBAHHBIX BUPYCOM remnatuTa B, aHTUBHPYCHBIMM NpenapaTaMu
B coueTtanuu ¢ antaronucraMu ®HO orcyterByoT. B cityuae pa3Butus renatura B neuenue atux
NaMeHToB TpenapaToM DHOpen® cieayeT IpeKkpaTuTh U HauaTh SQPEKTUBHYIO aHTHBUPYCHYIO

TEpaIUIO B COUCTAHUU C HAJJICKAIIEH MOIAEP>KUBAIOIIEH TepaIneil.
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Obocmpenue cenamuma C
3aperucTpupoBanbl ciiydan oOoctpeHus remaruta C y MAlUMEHTOB, MOJIYYAIONIMX TEParuio

®. Crnemyer coOMOAaTh OCTOPOKHOCTh TNPU NPUMEHEHHH Mpenapara

npenapatoM DHOpen
Du6pen® y namuenTos ¢ renatutom C B aHaMHE3e.

Annepeuyeckue peaxyuu

AJneprudeckie peakiMi 4acTo COITCTBYIOT NpHeMy Iipemapata DHOpen®. Amleprudeckue
pPCakiun BKIIOYalIn aHI‘HOHeBpOTI/I‘-IeCKI/Iﬁ OTCK W KpallMBHHUILY, HMCIN MCCTO CCPbC3HBIC

PEaKnuu. Ilpu JIFOOBIX TSKEJIBIX AJJICPrU4CeCKuXx HWJIN aHad)I/IJIaKTI/I‘IGCKI/IX peaknuiax CJICAYET

HEMCAJICHHO IIPEKPATUTh IIPUEM IIpCriapaTa 9H6De.]'[® M Ha4aTb COOTBETCTBYIOLICEC JICUCHUC.

Pe3uHoBBIN KONMauok (KphIIIKA) WINpULA C PACTBOPUTEIEM COJEPKUT JaTrekc (cyxoi
HATYypaJbHBI KaydyK), KOTOPBIH MOJKET BBI3bIBATH PEAKIHUU THIIEPUYBCTBUTEILHOCTH TIPU
oOpallleHMH ¢ HUM MM TIpM BBEICHUM mpenapara DHOpen®™ IMIaM ¢ U3BECTHON UM BO3MOYKHOI
qyBCTBUTEIBHOCTBIO K JIATEKCY.

Hmmynocynpeccus

[Ipu Ttepamum wunrHOuTopamMu ®HO, B TOM umcine mnpemapaToM DHOpen®, CymecTByeT
BO3MOXKHOCTh YTHETEHUs 3aIlUTHBIX MEXaHM3MOB OpraHHM3Ma 4elloBeKa MPOTUB MH(MEKUUH U
3JI0KaYeCTBEHHBIX HOBOOOpa3zoBaHMii, mockoibky @HO ydacTByeT B mpoueccax BOCHANECHUS U
MOJIYJIUPYET KJIETOYHbII MMMYHHBIH OTBeT. OJHAaKO y B3pOCIBIX OOJBHBIX PEBMATOUIAHBIM
apTpuToM Ha (poHe JledeHHs mperapaToM DHOpen® He OBLIO BHIABIEHO CITyYaeB yrHETEHHUS
peakuuii OTCPOYEHHOM THMNEepYyBCTBUTENBHOCTH, MAJ€HHUS YPOBHS HMMYHOIJIOOYJIHMHA WIH
U3MEHEHMS YUCICHHOCTHU MOMYJISIMH KIETOK-3((EKTOPOB.

VY nereil ¢ IOBEHWIBHBIM HAMONATHYECKUM IOJIMAPTPUTOM B PEIKHMX CiIydasX pa3BUBaJach
BETpsIHAsl OCIIa ¥ CHMITTOMBI aCENTHYECKOI0 MEHUHTUTA, KOTOPbIE pa3periainuch 0€3 0CI0KHEHNUH.
[TanenTam, OBIBIIMM B KOHTAKTE C OOJILHBIMU BETPSHOM OCIIOH, cielyeT BpeMEHHO PEKPaTUTh
npueM Tpenapata DHOpen® W Ha3HAYMTH NPOQUIAKTUYECKOE JIeYeHHEe HUMMYHOITIOOYIMHOM
npotuB Bupyca Varicella Zoster.

DpdeKTUBHOCT, M 0€30MacCHOCTh JledeHHs mpemapaToM DHOpen® y  GOJNBHBIX ¢
MMMYHOCYTIPECCUEN HE N3YYAIUCH.

3nokauecmsennvle u tumponpoaugepamusHvle 3a001e8aHUA

B noctmapketunroBoM niepuoe (cM. pasnen «IlobouHoe neiicTBre)) OBLTH MOTYUYEHBI OTYETHI O
Pa3IMYHBIX 3JI0KaU€CTBEHHBIX HOBOOOPA30BaHUIX (BKJIIOYAs paK MOJIOYHOM *eJie3bl U JIETKOro, a
Takke TuMpomy).

Yamme numdomMa JUarHOCTHPOBANach y MalMEHTOB, MpuHUMaonmx uHruoutopsl ®HO, uem y
NalMEHTOB, KOTOpPbIEe UX He noiy4anu. C qpyroi CTOpPOHBI, 3TH CIy4an ObUTU PEIKUMH, a IEPUOJT

HaOIr0ZICHUS 32 OOJTBHBIMU U3 TUTAIIe00-TPYIIIBI OB KOpOUe, YeM 3a MaIllieHTaMH, TTOTYYaloIuMU
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neyenne wuHruoutopamu DPHO. K ToMy ke, CyIIECTBYeT BBICOKMM PHCK BO3HMKHOBEHHS
TUM(OMBI U JIEHKEMHUH Yy MAalUEHTOB C PEBMATOUIHBIM apTPUTOM, SBISIOMIMMCS JUIUTEIbHBIM
3a00JIeBaHNEM, XapaKTEPU3YIOMIMMCSI aKTUBHBIM BOCIIAJIEHUEM, YTO CaMmo IO cede OCIOKHSIET
OLICHKY pHCKa. BMecTe ¢ TeM, B COOTBETCTBUM C COBPEMEHHBIMH JaHHBIMH HEJIb3s UCKIIOUYUTH
BO3MOXHBIH ~ PUCK  pa3BUTHS  JUMGPOM, JIEHKEeMUM WIM JPYI'MX  3JI0KaueCTBEHHBIX
HOBOOOPA30BaHM U Y NAIMEHTOB, MoTy4atoumx nHruoutopst @HO.

EcTtb cooOrienus 0 pa3BUTHH 37I0KaY€CTBEHHBIX HOBOOOPa30BaHUH, YaCTh KOTOPBIX MIPUBOIMIIO K
JeTalbHOMY UCXOJY, Y AETEeH U MOAPOCTKOB, MOMyyaBIluX jJeueHue nuruoutopamu ®HO, B Tom
ynciae npenapatoM JHOpen®. IIpuOIM3MTENBHO B TMONOBMHE TaKUX CIIydaeB pa3BUBAIach
mimpoma. B apyrux ciydasx UMend MECTO Pa3JIMYHbIC 3JI0KaYeCTBEHHBIE HOBOOOPA30BAHMA,
BKJIIOYAsl PEJIKME BapUaHThl, CBA3aHHbIE ¢ UMMYHocynpeccueil. [Ipu npumeHeHunn npenapara
HEOOXOMMO YYMTHIBaTb DPHUCK DPAa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOpa3oBaHMH y jereil u
IIOJIPOCTKOB.

Paxk koorcu

Menanoma U pak KoXH, He oTHocsmuiica k menaHome (PKHM), Obun 3apeructpupoBaH y
OONBLHBIX, NOMyYaBLINX Jedenue uaruéuTopamu ®HO, Brmovas Du6pen®. Yame scero PKHM
JMAarHOCTUPYIOT y OOJIBHBIX IICOpHa3oM. EcTh cooOIeHus 0 pa3BUTUU KapLUHOMBI Mepkers.
Jlns  Bcex mMalMeHTOB, BXOMAUIMX B TIPYyNIy pHUCKA, PEKOMEHAYIOTCS MEePHUOIUYECKOe
o0crenoBaHUE KOKHBIX TOKPOBOB.

Bakyunayus

[To BO3MOXXHOCTH PEKOMEHAYETCs IMOJyueHHE JIEeThbMH BCEX HEOOXOIMMBIX BaKIUH COTJIACHO
TeKylleMy KaJleHapio IIPUBHBOK JI0 Hauajla Tepanuu npenaparom JHOpen®.

JKuBble BaKIMHBI He CiefyeT NPMMEHSTh OJHOBPEMEHHO ¢ IperapatoM DHOpen®. JlaHHbIE O
BTOPUYHON Tlepefade MH(EKIMU M3 SKMBBIX BaKIMH MallMeHTaM, TojydarommM DHopen®,
OTCYTCTBYIOT. B pamkax ABOHHOIO ClIE€Noro Iianedo-KOHTPOIUPYEMOro PaHJOMU3HPOBAHHOTO
KJIMHUYECKOro HcciefoBanus 184 mamueHTa ¢ MCOPUATUYECKUM apTPUTOM TaKKe IMOTydald
MOJIMBAJICHTHYIO TTHEBMOKOKKOBYIO TIOJHMCAaXapuIHyI0 BakUMHY Ha 4 Henene. B ganHOM
UCCIIEJOBAaHUM HMMYHHBIH OTBET, OIIOCPENOBAaHHBIM B-KkieTkamu, Ha ITHEBMOKOKKOBYIO
MOJIMCAXapUAHYI0 BaKIIMHY BO3HMK Yy OOJBIIMHCTBA MALIMEHTOB C ICOPUATHYECKHUM apTPUTOM,
nojyyaromux JHOpen®, 0HAKO THTPHI, B OOMLIEH CIOKXHOCTH, OBUIM YMEPEHHO CHUKEHBI, a Yy
HECKOJIbKUX MAaIlMeHTOB TUTPBI OTIUYAIUCH B 2 pa3a 110 CPaBHEHUIO C TAKOBBIMU Y MALIUEHTOB, HE
nonyyapiux Du6pen”. KimHudeckas 3HAUMMOCTb TAHHOTO (paKTa HEM3BECTHA.

Obpaszosanue aymoumMmyHHbIX aHMumer

Jleuenue npenapaToM DHOpeN™ MOMKET COMPOBOKAATHCS 0OPa30BAHNEM ayTOUMMYHHBIX AHTHTE

(cm. paznen «ITo6ouHoe nericTBrE). DTH aHTUTENA HE OTHOCATCS K HEUTPATH3YIOIUM U OOBIYHO

Crp. 32 u3 36



OBICTpO HcUe3aroT. He 0TMEeUeHO KOppersiiuu MEeXIy oOpa3oBaHWEM aHTHTEN M KIMHUYECKON
3 PEKTUBHOCTHIO MpETapara, a TAaKKe YaCTOTON pa3BUTHsI MOOOUHBIX PEAKITHA.

Enuauuneie  cioydan QGOpPMHPOBAHHUS — JONMOJHHUTEIBHBIX AyTOAHTHTEN B COYETaHUU C
BOJIYAHOYHOIIOIOOHBIM CHHJIPOMOM WJIM CBHINIBIO, CXOIHOH C TOMOCTpoil (opmoil kpacHOM
BOJIYaHKH WJIU JUCKOUJIHOM (OPMOM KpaCHOH BOJYaHKH (JJAHHBIC KIIMHUYECKOTO 00CIIeI0BaHUS
u Ouorcuu) OTMEYANNCh Yy TMAIMEHTOB, BKIIOYas OONBHBIX PEBMATOMIHBIM apTPUTOM C
MOJIOKHUTEIBHBIM PEBMATONIHBIM (DaKTOPOM.

T'emamonozuueckue peaxyuu

Coo0manoch 0 peAKuX ciaydasx MaHIMTOICHUM W OYCHb PEIKHX CIIydasX ariacCTUYecKOn
aHEMHH, B TOM YHCJIE C JIETAIBHBIM HCXOJ0M, y TAIHeHTOoB, Tonydasmmx JuOpen®. Cuexyer
TIPOSBHTH OCTOPOKHOCTH IIPH MPMMEHEHHH Tpenapara JHOpen® y GONbHBIX, C YKa3aHHAMH Ha
3a00JIcBaHUsI KPOBU B aHaMHe3e. Bce ManueHThl, WX POJCTBEHHHKH/CHICIKH JIOJDKHBI OBITh
OCBEJIOMJIEHBI O TOM, YTO, ECITM Y TIALlMEHTa BO BpeMs pueMa npenapara DHOpen®™ pa3BuBaroTCs
NPU3HAKH M CHMIITOMBI, XapaKTEpHbIC IJIsi WH(PEKINH WM T'eMaTOJOTHYECKUX HapyIICHUH
(HampuMep, IPOJIOIDKUTENbHAS JTUXO0PaiKa, O0Ib B TOPIIE, CHHSIKU, KPOBOTEUCHHUE, OJICTHOCTD),
UM CJeIyeT HEMEJICHHO OOpaTHThCS 3a MEIUIIMHCKOM IOMOINBI. Y TaKUX IallMeHTOB
PEKOMEHJIyeTCSI CPOYHO TIPOBECTH O0OCIEIOBaHME, BKIOYAas TOJIHBIN aHamu3 KpoBu. [lpu
TIOATBEPKIEHUH JIMarHO3a TeMAaTOJOTMUECKOro 3a00ieBaHus, JeueHue npenapatoM DHOpen®
CIIEyeT MPEKPATHTh.

Ilopascenue [JTHC

XoTs IpuMeHeHue npenapara DHOpen® y GONbHBIX pacCesHHBIM CKJIEPO30M HE ObLIO H3YUYeHO,
uccnenoBanus npyrux uHruoutopoB ®HO mpu 3TOM comyTcTBYIOMEM 3a00JIEBaHUH TTOKA3aI0
BO3MOXKHOCTb €70 000CTPEHHUS.

[lepen HawanoM Tepanuu npenapatoM JHOpen® pekoMeHIyeTcss TIIATENbHO OIEHUTh
COOTHOILIEHUE «PHUCK/TI0NIb3a», HEBPOJOTMUECKUM CTaTyC y MalMeHTOB C MPEALIeCTBOBABIINM
000CTpEeHHEM JIEMUEITMHU3UPYIOMIETO 3a00JIeBaHUs W y TMAlMEHTOB, MMEIOIINX MOBBIIICHHBIN
PHICK pa3BUTHSI IEMHEITHHU3HPYIOMIETO 3a00JICBaHHUS.

Xponuueckas cepoeunas HedoCmamouyHoCmb

Criefyer cobI01aTh OCTOPOKHOCT B OTHOIIEHUU HPUMEHEHH IperapaTa DHOpen™ y HalueHToB
¢ XCH. Coobmanocs o peakux (< 0,1 %) cnydasx passutuss XCH, B TOM uncie y manuueHToB 0e3
MIOJITBEPKICHHOTO MMEIOIIErocsl 3a00JI€BaHUsI CEPICIHO-COCYANCTON cUCTeMbl. HekoToprie u3
nanueHToB Obutn Mojoxe 50 ner. JlaHHBIE psaa UCCIENOBaHMN MO3BOJISIOT MPENOI0XKHUTh

BO3MOKHOCTb yXy umenus Teuenns XCH y manuentos, nosyuaromux Ju6pen®.
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Kombunuposannas mepanus

Kom6unanus npenapata DHOpen® M MeTOTpeKcaTa He Jaja HEOXMAAHHBIX Pe3ylbTaToB IIpH
uccieoBaHuK  Oe3omacHOCTU. JloArocpoyHoe H3ydeHHE ATOro IMOoKas3aTessl MPOJ0JDKAETCS.
Jlaunble 0 Ge30mMacHOCTH Npenapara DHOpen™, KOTOpBIA Ha3HAYAIM BMECTE C METOTPEKCATOM,
OBUIM CXOXKH C JAaHHBIMH M3 OTYETOB O IPHMMEHEHHH Iipenaparta DHOpen® M MeToTpekcaTa B
oTmenbHOCTH. Jlorocpounas 6e30macHOCTh NP HpueMe mHpemapata DHOpen® ¢ ApyruMu
0a3uCHBIMU ITPOTUBOBOCIIAJIUTENBHBIMY IIpENapaTaMy HE UCCIIEI0BAHA.

3ydenue mpuMeHeHHs npenapata DHOpen® B KOMOMHALIMY C PYToi CHCTEMHOM Tepanuei uim
doroTepanuu ncopuaza He MPOBOJUIOCH.

AnxoeonvHulti cenamum

B pamkax paHIOMU3MPOBAHHOTO ILIANE00-KOHTpoHpyeMoro uccienoBanus Il ¢aser y 48
rOCHMTANM3UPOBAHHEIX MAlMEHTOB, MOJyyaBIMX DHOpen® wim maane6o 10  MOBOIY
QJIKOTONILHOTO TeNaTHTa YMEPeHHOH WM TsKelnol cremenu, DHOpen® XapakTepu3oBalcs
oTcyTcBHeM 3 (hEKTHBHOCTH; CMEPTHOCTb Y MAIIMEHTOB, ONyYaBIINX JHOpen”, uepes 6 MecsIeB
OblIa CTATUCTHYECKH JJOCTOBEPHO BhIIIe. B cBs3u ¢ oTuM, DHOpen® He cliefyeT NpUMEHATH s
JICYEHUs aJIKOTOJILHOTO TernaTtuTa. Bpaun momkHbI cO0II01aTh OCTOPOKHOCTD MPH MPUMEHEHUN
npenapara DHOpen®™ y NalMeHTOB ¢ aIKOrOJILHBIM TeHAaTUTOM YMEPEHHOM HITH TSKEIOH CTEIeHH.
I'panynemamos Bezenepa

YacrtoTa pa3BUTHS Pa3IMYHOTO TUIIA 3JI0KAYECTBEHHBIX OITyXO0JIe BHEKOKHOM JIOKaTN3auy Oblia
3HAYMTEHLHO BBILIE Y MAlMEHTOB ¢ TPaHylieMaro3oM Berenepa, mosydasmux DHOpen®, yem B
KOHTPOJILHOM IpymIIe.

[TosTomy, DHOpen® He peKOMEH TYETCs JUIs JIeUeH s OONBHBIX rpaHyieMato3oM Berenepa.
lunoanuxemus y nayuenmos ¢ caxapHolm ouabemom

Coo01anock o caydasx I'MIOITIMKEMHM Ha (pOHE Tepanuu mpernapatoM DHOpen® y marueHTos,
NPUHUMAIOIIUX MPOTUBOAMAOETUYECKHE MTPENapaThl, 4YTO TPEOOBATIO KOPPEKIIMU UX JA03bI.
Toorcunvie nayuenmaol

B pamkax uccnenoBanuil 3 ¢asbl y HallieHTOB ¢ PEBMATOMIHBIM apTPUTOM, MCOPUATUUECKUM
apTPUTOM M aHKUJIO3UPYIOUIUM CHOHIWIMUTOM HE OBUIO OOHApYKEHO pa3inuuii B YacTOTe
HEKeNaTeNIbHBIX SIBICHUN, CEePhE3HBIX HEXKENATENbHBIX SBICHUA M CEPbe3HBIX HHQPEKIUN Yy
MAIEHTOB B BO3pacTe 65 JIeT U cTaplie, MoNydaBmux JHOpen®, Mo CpaBHEHHUIO ¢ TaHeHTaMH
6osee Mononoro Bozpacta. OHaKO cliefyeT coOi01aTh OCTOPOKHOCTD MPHU JICUEHUHN TTOXKHIIBIX
HalMeHTOB, 0c000e BHUMaHME yJIeJIsAs BOSHUKHOBEHUIO MH(DEKIIUH.

Bruanue na cnocobHocmy ynpasisims asmompaHcnopmom U NOIb308amMbCsA CIOHCHOU MEXHUKOU
[penapat DHOpen® He OKa3pIBAaeT MM OKA3bIBAET HE3HAYUTEIBHOE BIMSHME HA CIOCOOHOCTDH

YIOPaBISATh aBTOTPAHCIIOPTOM U MOJIb30BATHCS CIOKHOM TEXHUKOM.

Crp. 34 u3 36



®opma BBIILYCKA

JInodunuzar 111 NpUTrOTOBJICHHS pacTBOpa AJIsl MOJKOKHOTO BBeneHus 10 mr.

JInodpunuzar, conepxkamuii 10 Mr stanepiienta Bo (uakoHbl U3 OeciBeTHoro crekna (tum ),
KOTOpBIE YKYIOPUBAIOT PE3MHOBOM MPOOKOH M 3aKaThIBAIOT AJTIOMHHHUEBBIM KOJIIAYKOM,
CHa0XEHHBIM T1acCTUKOBBIM OTphIBHBIM (FLIP OFF) konmaukom.

ITo 1,0 M pacTBOpHTEIIS B OJHOPA30BbIi MIIPHUI] U3 OeciBeTHOro cTekia (tui |).

[To 1 ¢nakony ¢ nuopUIM3aTOM B KOMIUIEKTE ¢ | MIIpUIIEM, COAEpXKAIIUM pPacTBOPUTEINb, 1
UHBEKIMOHHAsA wWria, | amantep s (IakoHa W 2 CHOUPTOBBIE Cal(eTKH TOMENIAlT B
IUTACTUKOBYIO ymakoBKy u3 [IBX u 3ameuaTsiBatoT Oymaroii.

[To 4 nIacTUKOBBIX YIIAKOBKU BMECTE C MHCTPYKIUEH MO0 MPUMEHEHHIO TTOMEMIAI0T B KAPTOHHYIO

[a4yKy ¢ KOHTPOJIEM [IEPBOTO BCKPHITHS WK O€3 HETO.

YciaoBus xpaHenust

IIpu Temneparype ot 2 1o 8 °C. He 3amopaxuBars.

BoccraHoBieHHBINM pacTBOp MCIOJB30BaTh B TeueHUEe 6 wacoB. Heucnonb3oBaHHBIN mpenapar
HOJUIEKUT YHUUTOKEHUIO.

XpaHI/ITB B HCAOCTYITHOM JJIsA JIETeH MecTe.

Cpoxk rognocTu
3 rona.

He IMPUMCHATH ITOCJIC UCTCUCHUA CPOKA 'OJHOCTH, YKA3aHHOT'O Ha YITaKOBKE.

YcaoBus ornycka

OTnyckaroT Mo penenty

®Dupma-npou3BOAUTEb
IIpousBoauTenn
[aitzep MOPI'. bensrus H.B., benbrust (muogunuzat + pacTBOpUTEINb)

Anpec: Puiikeser 12, 2870 ITropc, benbrus

Baanenen permcTpanMoHHOrO YAOCTOBEPEHHS/OPraHU3aIusi, NMPUHUMAKIIAs TPeTeH3UH
norpeduress

00O «IIgaiizep UHHOBAINI:

123112 Mockasa, [Ipecaenckas Hao., a1. 10

b1l «bamus na Habepexnoit» (biok C)

Crp. 35 u3 36



Tenedon: + 7 (495) 287-5000
dakc: +7 (495) 287-5300/287-5067
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