MUHHUCTEPCTBO 3IPABOOXPAHEHUS POCCUMCKOW ®EJIEPALIMU

MHCTPYKLIWA
110 MEJIULIUHCKOMY TTPUMEHEHMIO JIEKAPCTBEHHOI'O ITPEITAPATA

IHBPEJ"®
Perucrpauuonusiii Homep: JICP-006652/09
Toprosoe naspanue: Duopen”
Mex/1yHAPO/AHOE HeNATeHTOBAHHOE HA3BAHME: YTaHeplenT
JlekapcrBennasi popma: pacTBOp JUls 110/IKOKHOTO BBEJICHHS
Cocras
CocraB Ha 1 mu pacTBopa
JlelicTBylonee Bemfcmo: sranepuent 50,0 mr;
BCIIOMOTraTeIbHbIC BEIeCTBa: - apruHuHa ruipoXIIopu 5,3 MI, HaTpus Xj10puj 5,8 mr, caxaposa
“710,0 mr, Harpus rugpodocdara yuruapar 1,2 Mr, HaTpHs nuru’nﬁo@oecbam juruapar 2,9 mr, Bojia
Juts uabeknmit o 1,0 Mt
Onucanne
I1po3paunasi Wi ONAJIECIUPYIONIas 0T GECHBETHOrO JI0 XKEJITOIO WIIH CBETJIO-KOPHYHEBOTO 1IBETA
JKUIKOCTb.
JlonycKaeTcsi HaM4Me MEJIKHX OT MPO3PadHOro Jo 6eoro nsera aMopHbIX BKIFOYCHHIH.

®apmakorepanepTHyecKas rpynna: Gakrop Hekposa onyxosu-o (PHO-o) unrudurop.

Koa ATX: LO4ABO1

dapMakoJIOrH4YecKHe CBOHCTBA

DapmakoouHamuka

®akrop Hekposa onyxouu (TNF-a, ®HO) ﬂBHﬂCI{Cﬂ OCHOBHBIM LIUTOKMHOM, TOJUIEPKHBAOLIAM
BOCHJIMTEIBHBI TIpoliecc npu peBmarou/Hom | aprpute. Ilopeimenne konnentpauun ®HO
Taoke OOHAPYKEHO B CHMHOBHAIBHBIX OOOJOYKAX M ICOpHATHYECKMX Oisiikax y O0JbHBIX

IICOPUATHYCCKUM apTPUTOM, a TaK XK€ B IJIa3MC KpOBH H CHHOBHAJILHBIX TKaHAX OO0JIBHBIX

AHKWJIO3UPYIOIIUM \cnoummmom. DraHepuent SABJIAETCS KOHKypeHTlelM MHIHOUTOPOM
ceszpiBanus @HO ¢ ero penenTopaMu Ha MOBEPXHOCTH KJIETKH, H, TAKUM 00pa3oM, HHTHOUpYeT
ouonornyeckyio aktuBHocth PHO. ®HO 1 1MMPOTOKCHH OTHOCATCS K MPOBOCTIAIHTEIbHBIM
LUTOKUHAM, K0T0p+e CBA3BIBAIOTCA € JBYMsi YETKO pa3IMuMMbIMH pelentopamu Qakropa

HEeKpo3a OIyXOJIH (d?HOP) Ha MOBEPXHOCTH KJIETKH: 55-KUIOAAIBTOH (PS5) U 75-KHIIOAAIBTOH
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(p75). O6a ®HOP npucyTCTBYIOT B Opranu3me B MeMOPaHOCBS3aHHOH U cBOOOIHOM (opmax.

Pactopumbie ®HOP peryupyror Guosornyeckyio aktustocts ®HO.
®HO 1 1uMPOTOKCHH CYIIECTBYIOT IPEHMYIIIECTBEHHO KaK TOMOTPUMEpbI, HX OHOJIOrHyecKast
AKTHBHOCTB 3aBUCHT OT nepekpectroii cimBkn @HOP, Haxosimxcest Ha NOBEPXHOCTH KICTKH.
JInmepHbie pacTBOPUMBIE PEIENTOPbI, TAKHE KaK YTAHEPIENT, UMCIOT Goubiiee cpojicTBo kK PHO,
yeM MOHOMEpHBIC PELeNTOpbl, W, MOTOMY, SBIAIOTCS 3HAYMTENBHO Oojiee  CHIILHBIMU
KOHKYPEHTHbIMH MHIHOUTOpaMu cBssbiBanus GHO ¢ UX KICTOUHBIMH PEUCTITOPAMH. Kpome
TOro, ucnojib3opanue Fe-pparmenta UMMYHOTI00Y/IHHA KaK 3JIEMECHTA CBA3bIBAHMSA B CTPYKTYPEe
JIUMEPHOT'O PelienTopa y UIMHAET NEPUO/L 110J1y BBIBEICHUS U3 CHIBOPOTKH KPOBH.

3HaYMTE IbHAS YaCTh MATOJOIMUYECKUX M3MEHEHMH B CycTaBax IPH PEBMATOM/IHOM apTpHTE W
AHKIJIO3UPYIONIEM CIIOH/IMINTE, @ TAKKe M3MEHEHHs KOXH B BHJE NCOPHATHYCCKHX OJsIlIeK
BO3HUKAIOT 3a CYET BO3JCHCTBUSI IPOBOCIAIMTEILHBIX MOJIEKYJI, BOBJICYCHHBIX B CHCTEMY,
kouTpospyemyio ®HO. Mexanu3m JISHCTBHS STaHEPLENTa, IO-BHAUMOMY, 3aKJIIOYACTCs B
KOHKprHTIlOM unrubuposanun ceaspiBanus PHO ¢ penenrtopavu ®HO Ha 1OBEpXHOCTH
kietkn. Takum 006pa3soM, JTaHepLENnT NPeAyNpPexkIaeT KICTOUHbIH OTBET, ONOCPeIOBAHHBIH
®HO, cnocobcTBYst OHOJIOTMYECKOH PIHaKI‘HBalﬁﬂ;I GOHO. DraHepuent TaKKe MOXKET
MOJIyJIMpOBaTh OMOJIOTHYECKHE OTBETBI, KOHTPOJHMPYEMbIC JIONOJIHUTEILHBIMH MOJICKYJIaMH,
epe/laloUMi  CUTHAI 110 HUCXOJsIIEH (HanpuMmep, [UTOKWHBI, MOJICKYJIbl aire3ud Wi
nportennasbi). M 9TH 0TBETHI MOTYT 160 CTUMYJTHPOBaTh, 60 KonTposuposars PHO.

V GOJBbHBIX aKTHBHBIM [COPHATHYECKMM apTpUTOM DHOpen” MHIHOMpYeT MporpeccHpoBaHHe
CTPYKTYPHBIX TIOBPEXKJICHHUH, yiydinaeT (pU3HYECKYIO aKTHBHOCTh M CHHIXKACT BEPOSTHOCTH
pa3BHUTHS IOPAKEHUs NEpHPEPUIECKUX CYCTaBOB.

ITocne npekpariieHust Tepanuu rnpenapaToMm Du6pen” B TeueHne Mecsa BO3MOKHO 060cTpeHHe
3a6oeBanus. DPPeKTHBHOCTH MOBTOPHOTO Ha3HAYCHHS TIperniapaTa B TeUeHHe 24 MecsleB noce
IpeKpallieHus TeParni CPaBHUMA € TAKOBOM JUIsl O0JIbHBIX, HE MPEPhIBABIIUX JICUECHHUE.
Dapmakokunemuka

Dranepuent MeUleHHO abcopOupyercs W3 MecTa  MOAKOKHOW — MHBEKIMH, JIOCTHIaS
MaKCHMAIIbHOH KOHIIEHTpallMu NpUOIMBUTENbHO yepe3 48 4YacoB 1ocie OJHOKPAaTHOH J103b
npenapata Jubpen”. AGcomorHas GuoptocTynHocTh coctapiser 76 %. Ilpu BBeneHun 103b

'3}{6]:)@1210C JIBAXKJIbI B HEJCIIO JIOCTHrarOTCs B JiBa pasa 0osiee BBLICOKHE PaBHOBECHbIE

KOHueHTpaxfmu, yeMm Te, 4TO HabJIoJaloTCs 1ocie onuoxpamoﬁ‘ﬂom. ITociie 0IHOKpaTHOTO
NOAKOXKHOTrO BBEJACHUS 25 Mr npenapara JHOpen” cpeaHss MaKCHMajibHas KOHIEHTpAIus
yTaHeplenta B masMe Kposu Obuia 1,65 + 0,66 MKr/mi1, MIIOMa/Ib 10/ KPHBOH «KOHLCHTpALMs-
BpEMsi» (AI@JC) — 235 + 96,6 mxr-yac/mi1. BuauMoro HachIeHUs thmpeﬂca B I'PaHULIAX J103bl HE

HaOJIIO1AJIOCh. .
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3aBHCHMOCTb KOHIEHTPAIMK HTAHEPLENTa OT BPEMEHH ONMCHIBACTCH OHIKCIOHEHIHATLHOH
kpuBoil. CpejiHee 3HaueHHe 00beMa paciipe/ieieHus COCTaBIseT 7.6 1, B TO BpeMs Kak 00beM
pacrnipe/iesieHust IPH PaBHOBECHOM cocTosHuM coctasisier 10,4 1.
W3 opranm3ma STaHepuent BbiBouTCs Meuienno. Ilepuon nomyseisesenus (Tiz) cocrapiser
0Kk0710 70 yacoB. V MAlMEHTOB ¢ PEBMATOMIHBIM apTPHUTOM KJIMPEHC paBeH NMPUOIN3HTEIBHO
0.066 s1/4ac. 4TO HECKOJbKO HMKe ero 3nadenus 0,11 j/gac y 370poBBIX J0OPOBOJIBIEB.
dapMaKOKMHETHYECKHE XapaKTePUCTHKH HTaHepuenta y OONbHBIX PEBMATOM/IHBIM apTPHTOM,
AHKWJIO3UPYIOIIAM CIIOHIHIOAPTPUTOM U [ICOPHA30M CXOJIHBI.
Jlo3a nipenapata Du6pen”™ 50 Mr, BBeJeHHAs OJHOKPATHO, OMOIKBUBAICHTHA J103€, MOJTyYCHHOH
MyTeM JIBYX HHBEKIHI 110 25 MI penapara, ¢/ie/laHHbIX IPAKTHYECKH 0iHOBpeMeHHO. HeemoTps
Ha TO, YTO y MALMEHTOB M 3/0POBBIX JOOPOBOJILIEB T0C/IE BBEJACHHS MEUEHOro JTaHEplenTa
PaJIMOAKTHBHAS METKA SIMMHHUPYETCS 4epe3 MOYKHM, Y TAlMEeHTOB ¢ OCTPOH MOYCUHOH WM

‘ [IEYECHOYHON HEJ0CTAaTOYHOCTHIO He HAOJI0aI0Ch YBEJIMYCHHs KOHIIEHTPAMK dTaHepuenTa B
nnfxwe KpoBH. Y MAlMEHTOB C OCTPOH MOYCYHON WM TEYCHOYHOH HEJ0CTaTOUHOCTBIO

= : BO3pacTaHysi KOHIEHTPAINH dTaHEPIENTa HE HAOII01aeTCsl.

- SIBHBIX paziuunii B papMaKOKHHETHKE HTAHEPLENITA Y MYXKYHH W JKCHIIMH HET. == £

Toxcunvie nayuenmel |
KimpeHc 1 Kaxkymuecs 00beMbl pacipe/ie/IieHHs STaHepIIeNTa B IPYIIIE NALKEHTOB QT 65 10 87
JIET CXOJIHBI ¢ TAKOBBIMHU Y MAIAEHTOB MOJIOKE 65 JIeT.
Jlemu

HOBeHWJIBHBIN WIMONIATHYECKUN ITOTHAPTPUT

[Ipoduis KOHIEHTpALHil B CBIBOPOTKE KPOBU aHAJIOTHYEH TAKOBOMY Y B3POCIIBIX NAlMEHTOB C
PEBMATOM/IHBIM apTPUTOM. MoieIHpoBaHHiE T103BOISET NMPEUIONIOKUTh, YTO Y JACTCH CTapiIero
Bospacta (10—17 Jjiet) u B3pOCIBIX NALMEHTOB KOHIECHTPAIMS STaHEPLENTa B ChIBOPOTKE KPOBH
TNIPUMEPHO OJIMHAKOBA, A Y JIeTell MIIA/IIIEro BO3pacTa OH Oy/IET CYIECTBEHHO HHXKE.
llcopunas
PaBHOBECHBIE KOHIIGHTPAIIMH YTRHEPLENTA B CHIBOPOTKE KPOBH JieTeil B Bo3pacte ot 4 Jjo 17 sier
C TICOPMA30M M JIETeH C IOBEHHIBHBIM H/IMONATHYECKUM [OJHAPTPUTOM, KOTOPBIC I0Iy4asn
Iubpen”, coorBercTBenHO, B ¢3¢ 0,8 MI/KI 01MH pa3 B Heemo (MakcumaibHas /103 50 mMr B
nejemo) u 0,4 Mr/kr 2 pasa B HejieNno (MakCHMaltbHas J103a 50 MI' B HEZIEJ110) Ha POTSHKEHHH 48
}2 Heenb, Obutd cxomubiMu (1,6-2,1 MKr/mi). 3Haqc1}me 9TOr0 TOKa3arels COBNAAAI0 €
TAKOBBIM Y B3POCIIbIX MAIIHEHTOB C ICOPHA30M, KOTOPLIM Du6pen® BBOWMICA B J103€ 25 MI 2

pa3a B HCJICJIIO.
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IMoka3anus K NPUMEHEHHIO

Peemamouonwiit apmpum

B koMOMHAIMK ¢ MeToTpekcatoM JHOpen” Ha3HAyaeTcs B3POCIBIM MPH JIEYCHHH AaKTHBHOTO
PEBMATOM/IHOTO ApPTPHTA CPEHEH M BBICOKOW CTEIEHM TSIKECTH, KOIJIa OTBET Ha OazucHbIC
npoTHBoBocHatuTebHbIe npenapathl (BIIBII), Biiouas MetoTpekcar, Obll Hea/leKBaTHBIM.
Jubpen® MOKET Ha3HAuaThCA B BHJAC MOHOTEpanuu B ciaydae HedQEeKTHBHOCTH MM
HEIEPEHOCUMOCTH METOTpEKCaTa.

Dubpen” nmokazan Juis JCUYCHHs TSHKEJIOTO, AKTUBHOTO M MPOIPECCHPYIONIETO PEBMATOMIHOTO

apTpuTa y B3pOCIbIX, HE MOJIy4aBIIUX PaHCC Tepanuu METOTPEKCATOM.

IOsenunbbIll UOUONAMUYECKUL ROAUAPMPUM

JleyeHre AKTHBHOTO IOBEHMWJIBHOTO WIMONATHYECKOrO I0JHApTPUTAa (CEPONO3UTHBHOIO H
CEpOHEraTHBHOTO) y JIeTeil U MOAPOCTKOB B Bo3pacTe crapie 12 jiet u ¢ Maccoii Tea bosee 62,5
kr (;uist npenapara JuOpen” B JieKapcTBEHHOH (pOopME «PacTBOP /ISl TIO/IKOIKHOTO BBEJICHUA?), ¥
KOTOpBIX HabJI01a1ach HeA0CcTaT0uHas SQPEKTUBHOCTD MK HETIEPEHOCHMOCTh METOTpEKcaTa.
Jleuenue pacnpocrpaHeHHom‘onnrdé;;TpuTa y JieTeii ¥ I0JIpOCTKOB B BO3pacTe crapuie 12 fer u
¢ Maccoii Tea Goee 62,5 kr (juis mpenapara JHOpen” B jieKkapcTBEHHON (Gopme «pacTBOp Ui
[OJKOKHOTO BBEICHMS»), Y KOTOPHIX HabII0Jaack: HeJ0cTaToyHas d(QPeKTHBHOCTD WK
HEIIEPEHOCHMOCTh METOTPEKCaTa.

JleueHue MCOPHATHYECKOTO apTPUTA y MOJAPOCTKOB B BO3pacTe ctapiue 12 jeT u ¢ Maccoii Tena
Gostee 62,5 kr (juist npenapara Ju6pen” B JeKapcTBEHHON (opMe «pacTBOP /ISl MOAKOXKHOTO
BBEJICHHSAY), Y KOTOPBIX Hab!oanack HejoctatoyHas dQ@PEeKTHBHOCTh WK HENEPeHOCUMOCTh
METOTpeKcaTa.

Jleyenue apTpuTa, ACCOLMMUPOBAHHOTO C YHTE3UTAMH, Y TIOJIPOCTKOB B BO3pacte crapuie 12 jieT u
¢ Maccoii Tena Gosee 62,5 kr (juis npenapara DHOpen” B JieKapcTBEHHON Gopme «pacTBOp Juis
[IOJIKO)KHOTO BBEJICHHS»), Y KOTOpHIX Habiojanach HeaoctarouHas dS()QGEKTHBHOCTH HIH

HEIMECPEHOCUMOCTDH CTaH}[apTHOﬁ TEpalru.

Icopuamuyeckuu apmpum

Jleyenue aKTUBHOIO U MPOrpecCUpyroLIero nNCOpUaTuIEeCKoOro apTpura y B3pOCJIbIX, KOT'/Ia OTBET

na tepanuio bIIBII Obu1 HeaiekBaTHBIM. '
Axcuanonas ghopma cnonounoapmpuma
AnKunosupylowuii CROHOUIUM

JleueHnue B3POCIBIX € TSOKEIBIM AKTHBHBIM AHKHJIO3MPYIOIIMM CIHOHIHIMTOM, Yy KOTOPBIX

TpaJMIIMOHHAs Teparus HE NIpUBEIIA K CYHIECTBCHHOMY YIYUIICHHIO.
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Jlopenmeenono2uueckas cmaous. akCuaibHo hopMvl CHOHOULOApMPUMA

DraHepuenT [OKa3aH JUlA  JICYEHHs  B3pOC/ILIX MAlMEHTOB € THKEJIBIM  TECUCHHEM
JIOPEHTI€HOJIOTHYECKON CTa/IMK aKCHAIBHOH (POPMBI CIIOH/IMIIOAPTPHUTA, Y KOTOPBIX OTMEHAJICS
Hea/IeKBaTHBIH OTBET WM PE3MCTEHTHOCTh K CTAaHJAPTHOM TEpanuH, a TaKkkKe HMEIOTCs
OOBEKTHUBHBIC ~ NPU3HAKH  AKTHBHOCTH  3a00JIeBaHus,  MOJTBEPXK/ICHHBIC — MOBLILICHHEM

konuentpauun C-peaxrustoro 6enka (CPB) u/unn nannbivu MPT-ckanupoBanus.

llcopuas

Jleuenue B3pOCIIBIX C MICOPUA30M YMEPEHHOH M TAKEJIOH CTENEeHbIO BHIPAXKEHHOCTH, Y KOTOPBIX
HMEIOTCS IIPOTHBONIOKA3aHHUs M HEMIEPEHOCHMOCTh JIPYTOii CHCTEMHOMN Tepariy, BKIOYaloIIeH
nuKsIocnoput, merorpekcar uwin PUVA-tepanuio.

Jleyenue sieteit B Bospacte crapiie 12 jer m ¢ maccoil Tena Gosee 62,5 kr (Juisi mpenapara
Dubpen® B nekapcTBEHHON (opMe «pacTBOpP JUlsl MOJKOXHOTO BBEJCHHS») C XPOHHYECKHM
IICOPUA30M TSKEIION CTEIECHH Bblpa)KGHHr)CTM, y KOTOPBIX HabI0/1a1ach HEMEPEHOCUMOCTD HIIH

HEI0CTATOUHBIN OTBET Ha JPYTYIO CHCTEMHYIO WM (POTOTEpAIHIO.

IIporuBonokaszanus

IToBbieHHas 4yBCTBUTEILHOCTD K TAHEPLENTY WM JIIOO0OMY JIpyroMy KOMIIOHEHTY Ipenapara.
Cercuc Wil pUCK BO3HUKHOBEHHS CETICHUCA.

AKTHBHAs HHEKIMS, BKIIOYAs XPOHUUYECKHE HIIH JIOKAIM30BAHHbIE HHEKIHH.

Ilepuoj rpy/iHOro BCKapMIJIMBAHUSL.

[TarmenTsl B Bo3pacte muamme 12 siet u ¢ Maccoit Tena menee 62,5 Kr (Juis npenapara Dubpen®

B JIEKAPCTBEHHON opMe «pacTBOP JUIs TTOIKOKHOTO BBEIACHUS).

C 0CcTOpPOKHOCTHIO

Jlemuenuuu3Mpylomue 3ab0JeBaHus, XpoHHuYeckas cepieynas Hejaocrarounocts (XCH),
COCTOSIHMA MMMYHOIeHIINTa, 3a00/IeBaHysl, IPEIPACIoaraloue K PasBUTHIO HIIH aKTHBALMK
uHpeKImi (caxppHblil AuabeT, renaTuThl), ATKOTOJIbHbIH IeNaTHT CPEJHETSIKEIION0 U TAKEIOro

teyenus, renatur C, JUCKpa3Ws KpPOBH, HEpBHbIE O0JIe3HM (PACCEHHHBIN CKIJIEPO3, HEBPHT

3PUTEIBHOTO HEPBA, MONEPEUHBIA MHEJINT).

Ipumenenue npu 6epeMEeHHOCTH H B NIEPHO/L I'PY/AHOI0 BCKAPMJIHBAHUS

JKeHIMHBI, CIIOCOOHBIE K JICTODOMCHH!O

)KCHIIIHH&M, CIIOCOOHBIM K IleTOpO)*(ZICHHlO, CIEYEeT PEKOMCHJIOBATH HCIIOJIL30BaTh }

COOTBC’I‘CTBleUlHﬁ crocod KOHTpaleniuu Bo n3bexaHue HaCTYIUICHUA 6CpCMCHHOCTH B TCHYCHHC |
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Tepanuu npenapatom DuOpen™ U B TeUeHHE TPEX HEJeb M0CIIE €€ IIPEKpaIleHHsL.
bepeMeHHOCTh

Biusinue sTaHeprenta Ha MCXO/bl OepeMEHHOCTH ObUIO M3y4EHO B JIByX HaOJIO/aTe/IbHbIX
KOrOpPTHBIX ~HCCJIe/IOBaHHAX. B Xoje HabmonaTeIbHOrO HCCICJ0BaHHs, MOCBAIECHHOTO
CPaBHEHHIO UCXO/I0B OEPEMEHHOCTH Y KEHIIMH, IPUHAMABIIHMX YTAHEPLEIT B IIEPBOM TPHMECTPE,
ObIIO 3apPErUCTPUPOBAHO MOBBIIICHHE YAaCTOThI PA3BUTHS 3HAYMTEIILHBIX BPOXKICHHBIX OPOKOB
pa3BUTHS, YEM B IpyIIe, HE MOJyYaBIMX dTaHeplenT uin uuble antaronucTsl ®HO. Tursr
3HAUMTENILHBIX BPOXKIEHHBIX MOPOKOB COOTBETCTBOBAIM BbISABICHHBIM B OOIICH MOMYIISAIAN;
KaKnX-1u00 0coOBIX BAPHAHTOB TAKUX OCIIOWKHEHHH BBISBICHO He ObuI0. M3MeHeHHs 4acTOThI
CHOHTaHHBIX a0OPTOB, MEPTBOPOIK/ICHHI MIIM HE3HAYMTEILHBIX BPOJKIACHHBIX MOPOKOB Pa3BHTHS
OTMEUeHO He Ob110. B ipyrom HaO01aTeIbHOM MEK/y HAPOIHOM PEECTPOBOM HCCIIC/IOBAHHH, B
KOTOPOM CPaBHHMBAJIM PUCK BO3HUKHOBEHHS HEKEIATEILHBIX HCXO0/I0B OEPEMEHHOCTH Yy JKEHIIHUH,
MOJIyUYaBIIMX TAHEPLENT B TeueHue neppbiX 90 el 6epeMEeHHOCTH, U Y )KCHILMH, M0JIyYaBIIHX
Tepanuio HeOHOIOTHYECKUMHU {lpenapaTaMM, He ObUI0 OOHApPYKEHO MOBBILICHHS PHCKa
BO3HUKHOBEHHS 3HAYMTEILHBIX BPOXK/ICHHBIX MOPOKOB pa3BUTHA. JlaHHOE HCCIIEIOBAHHE TaKKe
HE BBISBMJIO TMOBBHUIEHUS PHCKA BO3HHKHOBEHHS HE3HAUMTETBHBIX Bp'o;xneﬂﬂmx MOPOKOB
pa3BUTHS, NPEK/AEBPEMEHHBIX POJOB, POXKICHHS MEPTBOTO MUIOJA MM MHOEKIHMA B TCYCHHE
[€PBOTO To/a JKU3HU JUIS MIIAJICHIIEB, POXKICHHBIX KEHIIMHAMH, MOJIyYaBIIMMHU STaHEPLENT BO
Bpemsi Gepemennoctn. [Tpumensts npemapar JuOpen” Bo BpeMs GEpPeMEHHOCTH BO3MOXKHO
TOJBKO MPH OYEBHIHON HEOOXOMMOCTH.

DTaHepUENnT MPOHUKAET B IUIALEHTY ¥ 0OHApY)KUBAET B CHIBOPOTKE KPOBH MIIAJICHIICB, MaTEepH
KOTOPBIX TOJIyuald Tepanuio npenapatom DuGpen” Bo Bpems Gepemennoctu. Kimnuueckoe
3HAYEHUE HTOTO ABJICHUS HEW3BECTHO, O/IHAKO, Y TAKHX MJIA/ICHIIEB MOXKET YBEIIHUYMBATHCS PUCK
undeknuu. He pekomen/ryeTcst BBeICHHE KHBBIX BaKIIMH MJIaJICHIIaM B TeueHue 16 Hejenb noce
IOJIyYEHHUSI MAaTEPBIO NOCIIE/IHEH J103b] STaHepLENTa.

['py/iHOE BCKapMJIMBAHUE

3TaHep CIIT MPOHHUKACT B JKECHCKOE I'PY/IHOC MOJIOKO ITOCJIC HO!HKO)KHOFO BBCJICHUS. nOCKOHbe
HMMYH FJIOGyIIP[Hbl, KaKk ¥ MHOI'ME JIpyrue JICKapCTBCHHBIC IIperaparbl, MOTYyT ITPOHHUKATh B
JKCHCKO I'pyaIHOC MOJIOKO, CIICAYyET mbo IIPEKPaTUTL IPYAHOC BCKAPMIIMBAHMCE, mbo

npekpatuTh TNpueM mpenapara DHOpen” BO Bpems IPyJAHOrd BCKapMIMBaHHMs, NPHHHMAsS BO

BHUMAHHUCEC M10JIL3Y I'PYAHOIO BCKaqMHHBaHHﬂ JUISA pe6em<a M 110JIL3Y OT TEparuu Ui MaTCPH.

PenpoaykruBHas dhyHxkuus

JIOK/IMHAYECKHE JIaHHBIE 110 NMEPUHATAIBHON ¥ MOCTHATAIBHON TOKCHYHOCTH STaHeplenTa u o
BJIMSTHUHM STaHepIienTa Ha Q)epmnh'nocn, 1 0OIIYIO PENPOYyKTHBHYIO CIIOCOOHOCTD 0Tcch‘rByx0'r.

| |
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Cniocod npuMeHeHHs H 103bl

[ToxoxHo.

Jleyenne npenaparom Du6pen” JI0IKHO HA3HAYATHCS H KOHTPOJIMPOBATHCS BPAYOM, HMEIOLIHM
ONBIT B JMArHOCTHKE M JICUCHHH PEBMATOMHOIO apTpUTa, FOBEHUJILHOTO HIHONATHYECKOro
[10JMAPTPHUTA, ICOPHATUYECKOTO aPTPUTA, AHKUIJIO3UPYIOIIETO CIIOHMIINTA UIH IICOpHas3a.
Iu6pen® B BHje roToBOro pactsopa 25 Mr (0JHOpa3oBbli mnpuu, cojepikaumii 0,5 M
npenapara) 1 50 Mr (01HOPa30BbIH IpHIL, cojepxkamuii 1,0 M npenapara) wim 50 Mr (mpui-
pyuKa, cojieprkaniasi 1 M1 iperapara) HCroJjib3yeTes /Uis HalMeHTOB, MMEIOLIMX Maccy Tela do.Jiee
62,5 kr. Y nanMeHToB ¢ Maccoil Teia MeHee 62,5 Kr ciejlyeT HCIO0JIb30BaTh miopuIn3ar Juis
IPUTOTOBJICHUS PACTBOPA.

Ilepen BBeaeHHEM Ipenapata HeoOX0HMO BHHMATEJILHO H3YYHTh HHCTPYKUHIO 1O €ro

NPHMEHEHHUI0, KOTOpasi HAXOAHTCsl B KOHLIC JIAHHOT 0 pa3je.ia.

Bspocavie | |

Pesyvamouduwiit apmpum 1
PexoMen/yemas J103a COCTaBIIseT 25 Mr rpenapara Dubpen™ IlBa)l(,flbi B HEJICITIO C HHTEPBAJIOM 3-
4 nms. AnbTepHaTHBHAA 1032 - SO MI OJIMH pa3 B HEJIENIO, KOTOpas MOXKET ObITh BBE/ICHA ITyTeM
OJIHOKPATHOM TNOAKOKHON MHBeKmH 50 Mr WM JBYX HHBEKUHMeH nmo 25 Mr mnpenapara,
CJIeJIaHHBIX PAKTHYECKH OJIHOBPEMEHHO.

Ilcopuamuyeckuit apmpum

Pexomenjiyemas j1o3a - 25 Mr rpenapara Dubpen® ABaX/Ibl B HEJCIIO C HHTEPBAIOM 3-4 JIHs.
AnbTepHaTHBHAs J103a - 50 Mr OJMH pa3 B HEJENO, KOTOpas MOXeT ObITh BBEJCHA IyTeM
OJIHOKPATHOH TOKOXKHOM HHbeKud S50 Mr MM JByX HHBEKUMEH 1o 25 Mr mpenapara,
C/IEJTAaHHBIX PAKTHYECKU OTHOBPEMEHHO.

AnKunosupyrowjutt CnHonou1Ium

Pekomenjiyemast 103a - 25 Mr npenapara JHOpen” ABaKIbl B HEJEIIO ¢ MHTEpBAIOM 3-4 JHsl.
AnbTepHaTHBHAs J103a - 50 Mr OJMH pa3 B HEJENIK), KOTOpas MOXKET ObITh BBEJCHA MyTeM
O/THOKPATHOH TOJKOKHOW HMHBEKIMH S50 Mr WiH J{ByX HMHBEKIMEH 10 25 Mr rnpenapara,
CJIEJIAHHBIX PAKTHYECKN OTHOBPEMEHHO.

Jlopenmeenonozuieckas cmaous akcuaioHou opmet qnonouioapmpuma

Pexomenyemas jo3a - 2'5 Mr npenapara JuOpen” JBaX/Ibl B HEIEIO ¢ nmepfanom 3-4 nus.
AstbTepHaTHBHAs 1032 - 50 MI OJMH pa3 B HEJEIO, KOTOpas MOXeT ObITh BBEJICHA IyTEM
0/IHOKPATHO# M0IKOKHO#M MHBeKIMK 50 MI Wi JBYX HHBEKIMIT 110 25 MI' nipenapara, ¢/1e/IaHHbIX

NPaKTHYCCKH OIlHOBpeMelélHO.
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llcopuaz

Pexomenjyemas 1103a - 25 Mr npenapara Juopen” ABax/ibl B HEJEMIO C HHTEPBAIOM 3-4 JIHSL.
Bo3moxno BBesenune SO Mr npenapara OJMH pa3z B HEAEIIO MyTEM OJIHOKPATHOH IOJKOKHON
MHBEKIIMU WK JIBYX HHBEKIHEH 110 25 Mr npenapara, ce/JaHHbIX MPAKTHYECKH OJIHOBPEMEHHO.
B KauecTBe aibTepHATHBBI MOXKHO NpUMEHATH JHOpen” no 50 Mr ABaxabl B HEAETIO Ha
npoTsukeHny He Gonee 12 neiens. ITpu Heo6X0uMOCTH NpoI0IKeHUs euenns Jubpen” cieayer
BBOJIUTH B Jio3e 25 MI JBax/bl B Hegemo wik S0 Mr ojuH pa3 B Hejxemo. Tepanuio cieayer
IIPOBOJINTH JIO JIOCTHXKEHUS PEMUCCHH U, Kak NpaBHJIo, He Oostee 24 nejtenb. BBenenune npenapara
clieJlyeT MpeKpaTuTh, eciu nociie 12 Hejaenb JieueHHs HE HAOMOAAETCS [MOJIOKHUTEIbHOM
JIMHAMUKHA CUMIITOMOB. B HeKOTopl;xx ciydasix MmpoJI0JDKUTEIbHOCTD JICYEHUS] MOXKET COCTaBHTh

oouiee 24 uenelnb.

V B3pOC/IBIX MAIMEHTOB B 3aBUCHMOCTH OT OLIEHKHM Bpaya M MHIAMBHJIYaJIbHBIX OCOOEHHOCTEH
naiueHTa Tepanrlo MOKHO MPOBOJIMTH HENPEPBIBHO UIIH € TIEPEPbIBAMH,

Hpu HEoOXOIMMOCTH TOBTOPHOTO Ha3HauyeHHs Hpenapara DuOpen', cieayer codmojarh
nnmenbuocrb JICUCHHS, YKA3aHHYIO BBILIE. Pexomeﬂnye'rcx HaszHayarh JI03y 25 MI JBaX/ibl B
Heiemmo Wi 50 Mr oJiuH pa3 B HEJIEIIO.

JUMTEIbHOCTE TepaNuK Y HEKOTOPBIX OOJILHBIX MOJKET IIPEBBIIATL 24 HEJIeIN. \

Hoocunvie nayuenmsi (65 nem u cmapuie)

Her HEOOXOIMMOCTH KOPPEKTHPOBATH JI03Y HIIK CIIOCOO NMPHMEHEHHSI.

Jemu (6 6o3pacme cmapuie 12 nem u umerowue maccy meaa 62,5 ke u donee)

VY nereit B Bo3pacte Miaame 12 et M ¢ Mmaccoi Tena MmeHee 62,5 Kkr (cM. pasjen
«ITpoTHBONOKa3aHus») cieayer npuMensTs Jubpen” B ekapcTBeHHOM (popme aHodummMsar s
IIPUTOTOBJICHUS PACTBOPA JUIS MOJIKOKHOTO BBEJICHUS, KOTOPBIH MO3BOJISIET BBECTH 03y MEHEe
25 mr.
Jletn B Bo3pacte crapme 12 ner u ¢ Maccoii fena Gonee 62,5 Kr MOryT npuMensiTh JHOpen”, B
JIeKapcTBEHHOM (hopMe pacTBOp JUIsl OIKOKHPIO BBECHUS B BHJIE LINTPULIEB HIIH LINPHI-PYYEK
JUIsl OJTHOPA30BOTO HCIOJIb30BaHHS.

FOgenunonbiil uouonamuyeckuu noruapmpum (0emu 6 gospacme cmapuie 12 rem u ¢ maccou

mena 6onee 62,5 ke (Ons npenapama nbpen™ 6 nexapcmeennoil gopme «pacmeop Ons

HOOKOCHO20 eeei()euwz»)) I
| |
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V JanHO# Trpynmnbl NAMEHTOB mpernapar JHOpen" B JeKapcTBEHHOW (opme «pacTBOp s
110JIKOJKHOTO BBEJICHUS) MPUMEHSIOT KaK y B3pOCIIbIX: pa3osas jo03a 25 mr. IIpenapar BBoaurcs
JIBAK/IbI B HEJICITIO C MHTEpBAJIOM 3-4 jins. Jleuenue npenapaTom ciielyeT NpeKpaTuTh, €CIH 10cIIe
4 mecsiueB Tepanuu He HaO10/1aeTCs MOJOKUTENIbHOM JMHAMUKH CUMITTOMOB.
Bo3moskHo BBeeHue /103b1 S0 MI 0JIMH pa3 B HEJIEIIO.
Pacnpocmpanennuiit onueoapmpum (Oemu 6 6o3pacme cmapute 12 1em u ¢ maccou mena bonee
62,5 ke (0ns npenapama Inbpen™ 6 nexapcmeennoit hopme «pacmeop Ous NOOKOICHO2O
66e0eHUsY))
YV janHOl rpynnbl nanueHToB npenapar Dubpen” B JekapcTBeHHON (opMe «pacTBOp Juls
MOJIKOYKHOTO BBEJICHHS» MPUMEHSIOT KaK y B3pOCIbIX: pa3oBas jo03a 25 mr. IIpenapar BBojuTCs
JIBQKJIbI B HEJIEIIO ¢ HHTEpBAIOM 3-4 jiHs. Jleuenue npenaparom cliiejlyer NpeKpaThTh, €CIIU Mociie
4 MecsilieB Tepanuu He HaOJII0aeTCs MOJT0KUTEIILHON JIMHAMUKH CUMIITOMOB.
Bo3mosxHo BBesienue S0 M 0/IMH pa3 B HEJIEIIO.
Hcopua{muwecwu apmpum (noopocmru cmapuie 12 nrem u ¢ mgccoit meaa bonee 62,5 ke (0ns
- npenapama Iubper”™ ¢ rexapemeennoii popme «pgcmeop 0151 NOOKOJICHO20 66€0CHUSY))
= : YV JaHHO# TpyNIbl NMalMeHToB npenapat DuOpen” B jekapcTBeHHOH (opme «pacTBOp s
[10/IKOYKHOTO BBEJICHUS» MPHUMEHSIIOT KaK Y B3pOCIbIX: pa3oBas a03a 25 mr. Ilpenapar BBoAUTCS
JIBOK/IbI B HEJIEIO C MHTEepBaJIoM 3-4 1Hs. Jleuenune npenapaTom elie/yeT peKpaTuTh, €CIIM 10CTIe
4 Mecs1eB Tepanuy He HA0JI10/1aeTCsl TIOJIOKUTETBHON JIMHAMUKH CHMIITOMOB.
Bo3moskHo BBeaenue 50 Mr oiMH pa3 B HEJIEIO.
Apmpum, accoyuupoeanmuiit ¢ sumezumamu (noopocmxu cmapute 12 nem u ¢ maccou meia
6onee 62,5 ke (Ons npenapama Inbpen™ 6 nexapcmeennoi popme «pacmeop Ois NOOKOICHO20
66eoenuUs»))
YV jlaHHO#M Trpynnbl NamMeHToB npenapar JuOpen” B JiekapcTBEHHOH (opme «pacTBOp Juist
MOJKOXHOTO BBEJACHHUS» MPUMEHSIIOT KaK y B3pOCIbIX: pa3oas j03a 25 Mr. [Ipenapar BBojuTCs
JIBAJK/IbI B HEJIEIIO C MHTEepBaioM 3-4 jus. Jledyenue npemnaparom cliiejlyer NpeKpaTHTh, €CIIH 1ocIie
4 mecs1eB Tepanuy He HaOJIo1aeTes [I0J0KUTEILHON MHAMUKH CUMIITOMOB.

Bo3moxno BBejienne 50 Mr oiun pa3 B HEJICIIO.

llcopuas (0emu 6 6o3pacme cmapuie| 12 1em u ¢ maccou meaa 6onee 62,5 ke (011 npenapqma
31{6])6.’1‘7 8 IeKapcmeeHnou hopme «pacmeop OJist NOOKOICHO20 ?68()811115[»))

PazoBas no3a npemapara cocrapiasier S0 wmr. [lpenmapar BBoaMTCS OJMH pa3 B HEJENO,
JUIMTEILHOCTh TEpaliiM COCTaBiIseT He Oojee 24 Hejenb. BBejenue mnpenapara cieayer

HpCKp&T}in, ecim noesie 12 Heiep Jeuenus He HabmoaaeTcs oh;_era Ha IPOBOIMMYIO TEPAIHIO.
! 1
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[Ipy HeOOXOAMMOCTH MOBTOPHOIO Ha3HAYCHMsS Ipernapara Dubpen®, caeayer cobmoaarh

JUIMTEJIBHOCTD JICYCHH A, YKA3aHHYIO BBIIIC. Pa3oBas j103a Ipemnapara CoCTaBJisACT 50 Mr oxuH pa3

B HCJICIIIO.

B cayyae nponycka 0036l 6 nonodcennoe 6pems, He0OX0MMO BBECTH IIpenapar cpasy xe, Kak
TOJILKO 00 9TOM BCIIOMHMJIM, HO IIPH YCIOBHMH, YTO CIIEJYIOIIas MHBEKIUS JO/KHA ObITH He
paHee, 4eM 4epe3 JieHb. B IPOTHBHOM cliyyae HEOOXO0JMMO MPOMYCTHTD 3a0bITYIO HHBEKIHIO.
[lanenTaMm cieayeT npooJKaTh BBOMTS Mpenapar B 0ObIMHbIH AeHb (JHK). Ecin nainuenT He
BCIIOMHHT JICHb, KOIJIa JIOJDKHA OBITh CJ/le/laHa CIeAYIOIas WHBEKIMS, NPOUHCTPYKTHPYHTE

nainMeHTa He IIPUHUMATH JIBOHHYIO J103Y.

Hapyuwienue pynkyuu nevenu u houex: HET HEOOXOMMOCTH KOPPEKTUPOBATH /103Y.

-

Huxe NpeACTaBJICHbI HHCTPYKIIMH 10 MOATOTOBKE lr BBE/ICHHIO pacTBOpa /LIl NOIKOKHOT0

I

BBe/IeHMs npenapata Juopea” B mnpuuax u B MpHI-pyYKax.
Bwvibop mecma unvekyuu

. PexoMEHIYIOTCS TpU MecTa Juls BBEJICHMs IIpenapara Dubpen®™: (1) nepenusis
NOBEPXHOCTH cpejiHeil TpeTn Oejipa; (2) KUBOT, KpoMe 00J1acTH pasMepoM S CM BOKPYT MyIKa;
(3) HapyHas 1OBepXHOCTH Iuieda (cMm. puc. 1). Ecim BBl ienaete uubekuuio cede, He cieayer

HUCII0JIL30BATh HAPYXKHYIO ITOBEPXHOCTD I1JICYa.

Puc.1
4 D g
- J U
J\
AS
s Kask/1y10 HHBEKIHIO ClIe/lyeT BBINOIHATL B HOBOE MecTO. MecTo KaK /10 HOBOh UHBEKIHH

}uomimo ObITh HA PACCTOSIHMM HE MEHEe 3 CM OT MecTa ﬁpenbmymux unbekumii. HE BBOJIUTE
npenapar B y4acTKH, B KOTOPbIX €CTh 00JIC3HEHHOCTD, INOKPACHEHHE KOKH, KPOBOIMOATEK HJIH
ymiotHenne. He BBojuMTe B yuwacTknm co mipamamu WM pactsokkami. (Moxer okasaTbes

L'IOIICBHHM 3aIlUuChiBaTh MECTa NPEIbIIyIIHX HH’beKuHﬁ)

- 2 |
L4 Ecim pe6eHOK Oosieet IICOpHA30M, CTAPAUTECh HE BBOJAUTE IIpErapaT HENMoCpeJACTBCHHO B
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YYacCTKH, MPUTIOAHATBIC HAl [TOBEPXHOCTBIO KOXKH, YTOJIIICHHBIC, NOKPACHEBIUC HIIH B oyarm ¢

LIeTy HIeHUEM («IICOpHaTHUEeCKue OIISIIKKY).

1). HHCTPYKI[HA 110 IIOAI'OTOBKE H BBEJIEHHIO PACTBOPA JUIA
ITOJIKOKHOI O BBEJJEHHA ITPEITAPATA SHEPET" B LLIITPHIIE

[NalMenThl WK X POJIMTENH / ONEKYHbI, KOTOPbIE Oy/lyT MPOBOJMTH HHBEKIHMH, J0JDKHBI OBITh
npoMH(OPMUPOBAHbl O TOM, KaK INpPaBHILHO MPOBOAMTH MHbEKUMIO. B ciyuae, ecim B
JaTbHEHIIeM HMHBEKIMH OYJyT NMPOBOJMTLCS CAMHM [AUMEHTOM WIH €ro pojutessmu /
ONEKYHOM, TO  [EpBOE  BBEJICHHE  HEOOXOAMMO  OCYWIECTBUTH MO/l KOHTPOJIEM

KBAJIM(UIMPOBAHHOTO MEIMIIMHCKOrO MEpCoHaIa.
Hoozomoska K unveKkyuu

IToT npenapar He/ib3s CMEIIHBATH B 0/IHOM HINpHIEC WIH dmalcone ¢ JII00OBIMH APYIrHMH

npenaparamu!

e Vi3BieKuTe KApTOHHYIO KOPOOKY ¢ IIpe/IBAPUTEIIBHO 3aI0MHEHHBIMH HINPHIaMK €
npenapatom JHOpen” M3 XOJOAMILHHKA M TIOMECTHTE €€ Ha YHMCTYIO XOPOMIO OCBEIICHHYIO
POBHYIO Pabouyio MOBEPXHOCTh. BO3bMHTE OMH NPE/IBAPUTEIHHO 3aOMHCHHbIH mmpui. He
BCTpAXMBaiTe wpuil. IlomMecTHTe KapTOHHYIO KOpPOOKY C OCTaBIIMMHUCH IIPEABAPHTENHHO
3a110JIHEHHBIMHA IIITPULIAMU 00PAaTHO B XOJIOIMJIbHHK.

e OcraBbTe MNpHN ¢ pactBopom Jdudpea”™ ua 15 — 30 MmunyT, 4T00b1 OH HArpeJICs 10
KOMHaTHOM Temnepatypbl. HE CHUMAMTE Kkojmadok ¢ Uribl MITIPHILA, I0KA OH He JIOCTHTHET
KOMHATHOH Temmepatypbl. He mojorpesaiite DuGpen” kakuM-nmiGo ApyruM  cnocoGom
(HanpuMep, B MHKPOBOJIHOBOH T€UH WM B ropsiueii BoJe).

e BriMoiiTe pyKH ¢ MBUIOM B TEILION BOJIC.

o VY6eauTech, 4To PacTBOP B ITIPHILE IIPO3PAYHBIH HIIM ONMANECIHPYIONHA, OT OECLBETHOrO

IO KEJNTON) WM CBETIO-KOPHYHEBOrO IBETA, MOXKET COACPHKATH HE3HATHTEILHOC
KOJIMYECTBO MOJIYIPO3paYHbIX MK GesbiX aMopdHbIX yacTHil. B npoTHBHOM ciy4yae He

BBOJMTE pa¢TBOp. Mcmonb3yiite Jpyroif INNpHIl, MpPEeIBAPUTEIHHO  3aIOTHEHHbIH

npenaparom PDuopen”.
e Bawm Takke NMoHaA00ATCS: CIHUPTOBAs c%mq)en(a. OHa BXOJIMT B HaOOp, U BaTHBIH IIAPUK

WK MapJieBas cainderka.

IToozomogka yuacmka Koxcu u 66edeHue pac+wopa Inépena®

|
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e KpyroBbIMHU JBHKSHUSAMH IPOTPUTE Y4AaCTOK KOJKH, B KOTOPBIH Oy/1eTe BBOJUTH Aubpen”,

ancroii ciiuprosoii canderkoii. HE KACAUTECH 51oii 06:1acTH 10 BHIIOIHEHNS HHBEKIHH.

e CHMMHTE KOJINAYOK C UIJIbI, C CHJION MOTSHYB ero co mmpuia (cm. puc. 2). Codonaiire
0CTOPOKHOCTH, HE CrHOasi H He NMePeKPYYHBasi KOJINAY0K BO BpeMsl ylajieHusi, 4To0bl He
NOBPEAUTH UI.TY.

e [lpu yjaneHnn KoJmavyka Ha KOHIE UTJIbl MOXKET MOSABHTLCS Karlisl JKH/IKOCTH; 9TO
JIOTTYCTUMO.

e He kacaiitech urjbl 1 n3deraiTe ee CONPUKOCHOBEHUS € JIFOOOH JIpyroi MOBEPXHOCTBIO.
He xacaiiTech MOpIIHS M HE HAJABIMBaiiTe Ha HEro. DTO MOXKET MPUBECTH K BBITCKAHHIO
JKHUIKOCTH U3 IIIPHUILA.

Puc.2

7

Y

. Kor/1a ounIIeHHBIi y4acTOK KOJKH MOJHOCTHIO BHICOXHET, O/IHOH pyKOii cobepuTe KOKY B
CKJIQJIKY W yJiepxuBaiite ee. Bropoii pykoii iep)kuTe INpHIL, KaK KapaH/ail.

. BhICTPBIM KOPOTKHMM JIBHYKCHHEM HANpaBbTe MITTy B KOXKY MOJ yrjioM ot 45° 10 90° (cm.
puc. 3). Co BpeMeHeM BbI HaiizieTe yrou, HauOosiee yoOubii 1nipu BeseHnH. Crapaiitech He
BBOJIUTH MIJIy B KOXKY CIIMIIKOM MEJUICHHO MJIM C YPE3MEPHBIM YCHIIHEM.

Puc. 3

. [Tocne Toro, Kak urja MmoJIHOCTHIO BOHIET B KOXKY, BBITYCTUTE CKJIAIAKY KOXH, KOTOPYIO
BbI Jiepkaiu. CBOOOHON PyKO# NpUIACpKUBaiiTe OCHOBAHHME HINPULA, YTOOB! CTAOMIN3HPOBAThH
ero MoJjioXKeHue. 3areM HaJlaBUTE HA MOPIIEHb, YTOOBI BBECTH BECh PACTBOP C MeAJIECHHOM

MOCTOSIHHOM CKOPOCTHIO (CM. puC. 4). ’ ‘
| |
|

139,248

T dEem L T | Do gb e St cp 2wl



@ Koria mmpuir craneT mycTbIM, M3BJICKUTE UIUTY M3 KOXKH; CTAPAMTECh JICPXKATH €€ 1101 TEM
JKe YIIIOM, 110/1 KOTOPBIM €€ BBOJIMIIH.

° HajtaBuTe BaTHBIM IIAPUKOM HIIM MapJieBOii candeTkoi Ha MecTo MHbeKIMK B TeueHue 10
ceKyHJI. MoeT BO3HHKHYTH HeOouibinas kpoBorounBoct. HE IMPOTUPAUTE wmecto

UHBEKIUUA. MOKHO HAJIOKUTH ITOBA3KY.

Ymunuzauua omxoooe

e [lpessaputensuo sanolHeHHbiii LITIPUIL IIPE/IHA3HAYEH TOJIBKO JUist OJIHOPA3OROTO
NPAMEHECHHS. HUKOI'JIA ne ucnonb3yiite mmpui u uriy nosropao. HUKOTJIA e oaesaiite
KOJMA4YOK Ha MIJIy MOBTOPHO. YTHJIM3HPYHTE MIJIy M LIIPHIL B COOTBETCTBHH C yKa3aHHSMH

Bamero Bpa4a Ui MEJICECTPHI.

Ecam y Bac ects Bompockl, noxaiyiicra, o0paTurech K Bpauy WM MeJcecTpe, KOTOpbIe

padoTaloT ¢ npenapatom Jubpen”.

2). HHCTPYKIIHA 1O IOJATOTOBKE H BBEJEHHIO PACTBOPA JUIA
ITOJIKOKHOI'O BBEJIEHUA ITPEITAPATA HBPE/T® B LUTIPUI]-PYYKE

He lenai»'necs BBITIOJIHUTH MHBEKIHIO CaAMOCTOSITEJILHO, [€CITH Bbl HE IOHSJIM, KaK CIeayeTr
Ha/UIe)KaIiM 00pa3oM HCIOJIb30BaTh MIPUIL-pYUKy. [Ipy H@IM4YHMK y Bac BOIIPOCOB, KacatoIUXCst

UHBEKIMH, TOXKAITYHCTA, 3a/1aiiTe UX Bpady WU Me,uuuuﬂcxpﬁ cecrpe.

Puc. 5
HpeuiBapuTeano HAIlOJIHEHHAs LIIPUIL-PYYKa ‘

3elieHas KHOMKA
aKTUBalMU ‘
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Jlata OKOHYAHHS [Tpo3paunoe cMOTPOBOE
CPOKa I'OJIHOCTH OKOIIIKO

®

Iran 1. [MoaroroBka k BBeIeHHIO npenapaTa JHOpe

e BpibepuTe YHCTYIO, XOPOIIO OCBEIICHHYIO, IUIOCKYIO pabovyo MOBEPXHOCT.
Cobepute clie/lyIOIHE IPEAMEThbl, KOTOpble HEOOXOJUMbI JUls BBINOJHEHHS WHBEKIMH, H
MOMECTUTE UX Ha pabOYyIO TOBEPXHOCTH!
a. OaHy NpeABAPUTEILHO HANOJHEHHYIO INPHI-PYYKY H OJHY CHHPTOBYIO cajiderky
(M3BJIEKUTE X W3 KAPTOHHOM MAYKH CO IIPHIL-PYIKAMH, KOTOPYIO Bbl XPAaHUTE B XOJIO/IMIILHUKE).

He BcTpsixuaiite npp‘ 9TOM IINPUI-PYUKY. ' |

0. Onug‘l‘;amblﬁ MAPHK HJIH MAPJIEBYIO caierky.

e [IpoBepbTe j1aTy OKOHYAHUS CPOKA IOJIHOCTH Ha IIMpHI-pyuke. B ciyyae eciau sra jara

yIKe MpOIIUIa, He UCIIOJIB3YHTE MINpHI-pyuKy. OOpaTUTECh K JIeyallieMy Bpayy.

e OueHuTe COCTOSIHUE PACTBOPA B IIIPUI-PYUKE Yepe3 MPO3payHOe CMOTPOBOE OKOIIKO.
JlonycTHMO BBOJIUTH TOJILKO MPO3PAYHbIi HIIM ONAIECUUPYIONIHi, 0T OECIBETHOrO JIO KEATOrO
MM CBETJIO KOPWUYHEBOTO I[BETa pAacTBOpP, KOTOPbI MOXKET COAepKaTh HE3HAYMTEIHLHOE
KOJIMYECTBO TOJIYIPO3pauHbiX WM Oenbix amopdubix yacTuil. B nmporusHOM cilydae cieayer
MCIIOJIL30BATh JIPYTYIO IINPHUI-PYUKY, a 3aTeM 00paTUTHCS 3a IOMOIILIO K (hapMaleBTy.

e He cuumas 6€10ro Kojmayka uribl, HoJ0Xk/IuTe NpruOIn3uTeabHo 15 — 30 MUHYT, 4TOOBI
pacTBOp mpenapara JHOpen” B MINPHI-PyYKe COrpelicsi 10 KOMHATHOH TeMmmeparypbl. JTo
1103BOJIAT MOBBICHTH KOM(POPTHOCTH HHBEKIMH. He corpesaiite mnmpuil-pyyKy IpyruM crnocooom.
Bceeraa kiaaure mnpHi-py4yKky B MecTa, HeJIOCTYITHbIE /LISl 1eTei.

e [loka pacTBOp B LINPHII-PYHUKE COrPEBACTCS| 10 KOMHATHOH TEMIIEPATy pbl, IPOYTHTE

CBEJICHHUS O MEPOIIPUATHAX DTarna 2 (IpUBE/ICHHBIE HUXKE), U BLIOEPUTE MECTO BBEJICHHMSL.

Iran 2. Beenenne nrrenapaTa Iubpea”

e [locne COrpeBanus pacTBopa 10 KOMHATHOM TeMIICpaTypbl B TCYCHUE LpHGJIM3HTeJIbHO

15 — 30 MUHYT, BEIMOIMTE PYKH MBIJIOM W BOJIOM. =——

L4 prFOBbIMH JABHIKCHUSIMH ITPOTPUTE YHACTOK KOXKH, B KOTOprﬁ 6leCTF BBOJIUTH

< = | > = iy - | e
Dubpen”, uncToit CIHPTOBOT canderkoit u jaiire BoicoxuyTh. HE KACAHUTECD 5100t 06nacTu
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J10 BBIIIOJIHCHUS UHBCKIIUH.

e JlocTanbTe WINPHI-PYUKY, CHUMHTE C Hee Oeliblif KOJIMauoK, MOTSHYB €ro npsaMo Ha ceOs
(cM. puc. 7). Bo wuszbexaHue MOBPEKICHUS MIJIbI, 3aKPLITOH KOJIMAYKOM, HE HaKJIOHsHTE
KOJINA4Y0K, CHUMasi €ro, ¥ He IbITalTeCh HAJETh €ro cHoma rnocie cuatus. Ilocne ynanenns
KOJIIa4yKa WMIJibl Bbl YBHJMTE (PUONETOBBIH 3alMTHBIN SKpaH, cjerka BBICTYNAIOIMH 3a Kpai
wmpui-pyuk. Cama urina OyzeT ocTaBaThCsi BHYTPH IINPHI-PYYKH JIO MOMEHTA €€ aKTHBALIMH.
He ucnonp3yiiTe mWnpHi-pydKy, €clid OHa yIiaja, ocjie Toro Kak Bbl CHsUIM 3alMTHBINH KOJINAa40K

HTJIBI.

Puc. 7

benbiii konmavyok
UIJIBL

DuoneToBbIN 3aIUTHBIN
9KpaH
e OcTOpoXKHO coDepHTe KOXKY B CKIAKy MEX/1y OOJIBIINM U YKa3aTeIbHbIM NajiblilaMi CBOOOIHOM
PYKH — 3TO TO3BOJIMT YIPOCTUTH BBEJEHHE Ipernapara W cjenarb ero Oosee KOM(GOPTHBIM.

CTapaﬁTer HE J10TparuBaThbCs /10 OYHUIICH oH [TOBEPXHOCTHU KOXKH.

e  VYceranoBuTe MNPHI-PYYKY 101 NpsiMbIM yriiom (90°) k MecTy BBeJIeHHs H ILIOTHO
NPHKMHTE €€ OTKPHITBbIH KOHEIl K KOXKEe TakuM o0Opa3oMm, uYToObI 3aIUMTHBIA KpaH
MOJIHOCTBIO yIIEN BHYTpb MmpHi-pyukd. [Ipu srom Oyner omnpenensitbest Jerkoe
BnaBnL:Hue KOXH (puc. 8). AKTHBAUMS IIITPUIL-PYYKH 6y11e+ BO3MOJKHA TOJILKO TOI/IA,
KOI'/la 3allATHBIH 9KPaH UIJIbI TIOJHOCTHIO BOHAET B LITIPHLL-PYUKY.

Puc. 8
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— -
DuosieToBBIN 3aUTHBINA
9KpaH IOJIHOCTBIO CKPOETCs
BHYTPH LITTPUI-PYYKH

e [l10THO NpHXMHTE LINPUI-PYUKY K KOXKE U yOeuTech, 4To (PHOJICTOBbIH 3allUTHBIH YKpaH
MOJIHOCTBIO BOLIEN BHYTPb Hee. JI1st BBINOTHEHUs MHBEKIIMHM HAKMUTE 110 LEHTPY 3€JICHYI0
KHOIIKY, PacrioJIOXKeHHYIO B BEpXHe# yacTh mnpui-pydxu (puc. 9). Ilocie HakaTus KHONKH
BbI yesbimuTe merdok. [pogosrkaiite yaepKuBaTh MINPHI-PYYKY IVIOTHO NPHKATOH K
Ko7Ke JIH60 10 BTOPOTo Ie/IKa, JH60 B Tevenne 10 CeKyH/IL IIOCIIE NIEPBOTO METIKA
(yuuTbiBaeTCs HanboJiee paHHee U3 COOBITHIA).

ngweuanue: €CJIH Y BaC HC nonyqaerc’a Ha4YaTh UHHCKIUIO, KaK OIMUCAHO BBIIIE, 0oJree MI0THO

HPUKMHUTE IITPHI-PYUKY K KOXKE U TTOBTOPHO HAXKMHUTE 3€JICHYIO KHOIIKY.

Puc. 9

e [locne Broporo menuka (wiu| yepe3 10 cexyna) mubekuus 3asepiiaercs (puc. 10)) 1 Bbl
cMoXkere ocnabuTh JaBieHue| Ha Koxy (puc. 11), mo mepe yero ¢uoseToBblii AU THBIH

9KpaH aBTOMAaTH4YCCKHU BBIJIBUHCTCH H 3aKPOECT UIITY.

Puc. 10
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3aIJIHTHblﬁ 3KpaH BBIJIBUHETCS I_lBeT CMOTpOBOFO OKOIIIKa
Y 3aKpOET UIIy M3MEHUTCS Ha (PHOJIETOBbIH

[Ipu 5TOM 1BET CMOTPOBOTO OKOIIKA IINPHIL-PYYKH U3MEHHTCS HA (GHONICTOBBIH (CM. pHC.

12), 4ro siBisieTcss MOATBEPKICHUEM NPAaBUILHOCTH BBEJCHMS J103bl npenapara. Ecim

9TOro HE IlpOHSOﬁ €T, CICIHYET 06paTHTbCﬂ 3a NNOMOIIBIO K Bpa4dy, MEIH MHCKOM cecTpe

win (hapmaneBTy, MOCKOJIBKY B TAKOW CHTYAIIMH HE MOJKET ObITh rapaHTUPOBAHO BBEJICHUE

noJHo# 10361 ipeniapata Ju6pen”. He neitaiitech UCMosb30BaTh AaHHY K| IIIPHIL-PYUKY

MOBTOPHO,  Tak

HE HAyMHAWTE MCIOJIb30BAaTh HOBYIO  IONPHI-PYYKY, HE

IOCOBETOBABIIKCH|C MEJIUITMHCKOI cecTpoii Wik (hapmaiieBToM.

Puc/ 12
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L{BeT cMOTPOBOIO OKOLIKA
U3MEHUTCS HAa (PUOJICTOBBIH

e [lpu mnosiBjieHHW Kareidb KPOBH B MECTE€ BBEJACHMS NPUKMUTE BaTHBIA INApUK WK
MaplieByio caneTky K MecTy MHBEKIIMH U yjepkuBaiite ux B teuenue 10 cexyna. He

TPUTC MECTO HHBEKIUH.

Iran 3. YTuiau3anus HenoJib30BaHHOH INPHI-PYYKH

e [lInpuir-pyuka npejHazHayeHa ToJIbKO Ul OJHOKPATHOIO MCIIOJIb30BAHHUS, I03TOMY €€
MOBTOPHOE TPUMEHEHHE HE JIOIYCKACTCs. S(Tnnmauml UCIIOJIb30BAHHBIX LITPHUI-PYUEK JI0JIKHA
IPOU3BOJIUTHCS B COOTBETCTBHM C MHCTPYKIUSIMH Bpaya, MEIMIIMHCKON CECTPhI WK (hapmalieBTa.
He nbiTaiitech HajieTh 00paTHO 3aLIMTHBIN KOJNAYOK HIJIbL. = =
IIpn Ha/Im9u| y Bac BONPOCOB, NMOKAJIYHCTA, 32/1aliTe HX Bpavy, MEIHIHHCKOMH cecTpe WM

dapmaneBTy, HMEIOIHAM ONBIT padoThI ¢ npenapaTom Juopen”.

IToOouHoe aelicTBHE

Kpartkue cejenus o npoduiie 6€30macHocTi

K naubonee pacnpocTpaHEHHBIM HEXKENATEIbHBIM PEaKIMiM OTHOCSTCS PEaklUH B MeECTe
MHBEKIHH (TaKHe KaK 00JIb, IPHUITYXJIOCTb, 3y/1, NOKPACHEHHE H KPOBOTECUYEHHE B MECTE IIPOKOJIA),
uHpEeKIUK (Takue KaK HH(EKIMH BEPXHHX JIbIXaTeIbHBIX MyTeH, OPOHXHUT, HH(EKIIMH MOYEBOTO
My3bIpst U HHGEKIUH KOXKHM), ajlJIepruueckie peakiium, oopa3oBaHie aHTUTEN, 3y/1 M ITOBBIIEHHE
TeMIepaTyphl.

Ilpu npumenenyu mpenapata DHOpen” ObUIM  TaKKe 3aperHCTPUPOBAHBI  CEPbE3HbIE
HexenaresbHble feakiu. Autaronuctsl ®HO, Takue kak staHepLent, OTpUIaTeIbHO BIHIIOT Ha
MMMYHHYIO CHCTEMY, M MX IPUMEHEHHE MOKET OTPHULIATEIILHO MOBIHMATH Ha 3allMTHBIC CBOMCTBA

opraiM3Ma OT WHQEKIMHA U 3JI0KaYeCTBEHHBIX HOBOOOpazoBaHuii. [Cepbe3Hble HHPEKIMH

nopaxaior meree 1 u3 100 nanueHToB, nol‘lyqaloumx nedenne npenaparom Du6pen”. OTyeTsi '
BKJTFOYAJIH COOOIIEHMS O JICTAIbHBIX M YIPOXKAIOIINX KU3HU HH(PEKIUsAX U cencuce. bbum Takxke
3aperHCTPUPOBAHBI CIIyuaH PasHBIX 3J10KAYECTBEHHBIX HOBOOOPA3OBaHHil NMpH MPHMEHCHHH
npenapara Ju6pen”, BKmoyas pak MOHO‘[H‘%[‘/’I JKeJie3bl, JIrKOro, KOJKH B TMM(PaTHYECKUX y3JI0B

(iumdoma).
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bbb Takxke 3aperuCTpupoOBaHbl Cliy4an CCPLE3HBLIX I'EMATOJIOrHYCCKHUX, HEBPOJIOTUYECKHUX H

ayTOMMMYHHBIX peakiuii. K TakoBbIM OTHOCSTCS pejikue coOOUIeHUs O MAHIUTONECHHH U OYCHb
peskue coobuienus o6 amiactuueckoi admemuu. Ilpu npumenenun npenapara JuOpen®
HEeHTpabHble U nepudepHyecKre JeMUeTHHU3UpYIolIne 3a0oneBanus HaOMIOJAMMCh PEIKO U
OYeHb PEJIKO, COOTBETCTBEHHO. PerucTpupoBainch peaKue ciyyad BOJYAHKH, [1ATOJOIHYECKHX
COCTOSIHHI, CBSI3aHHBIX C BOJIYAHKOM, ¥ BaCKyJIMTA.

CrucoK HeXeIaTeIbHbIX Peaklui B BUJIe TaOJIUIIbI

Crietytoluii CIMCOK HeXelaTeIbHbIX PeakiMii OCHOBAH Ha OIBbITE NPUMEHEHMs Ipenapara y
B3POCJIbIX MAIlMEHTOB B KJIMHUYECKMX HCCIIEAOBAHMAX M HA OIBITE MOCTPErHCTPAIlHOHHOIO
IPUMEHEHHUs Tpernapara.

B pamMkax CHCTeMHO-OPraHHOIO KJIacca HeKeJlaTe IbHBIC PEaKIuK paciipe/IesieHbl 10 CIIe/Ly FOIIM
KATEroOpusiM YacToThl (IIPOTHO3UPYEMOE KOJIMYECTBO MAIMEHTOB, Y KOTOPBIX BO3HHKHET
peakius): o4eHb yacto (> 1/10); wacro (ot > 1/100 o < 1/10); Hewacro (ot > 1/1000 o < 1/100);
penko (or > 1/10 000 xo < 1/1000); ouenn peaxo (< 1/10 000) u Heu3BeCTHO (HEBO3ZMOKHO

OIPEICIIUTE HA OCHOBAHUHU UMEIOLIUXCS ZlaHHI)IX).
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Cucremuo- | Ouenn Yacro Heuacro Penxo Ouensb Yacrora
OpraHHblIii 4acTo >1/100 no > 1/1 000 no >1/10 000 peako HEH3BECTHA
KJjace >1/10 <1/10 <1/100 10 <1/1000 | <1/10 000 | (HeBO3MOKH
0 onpeje-
JINTH Ha
OCHOBAHHH
HMEIOLIHX-
csl JAHHbIX)
Uudexumon- | Uudekunu CepbesHble TyGepkynes, Peaktupauus
HbIE (BKJIOUAs HH(pEKLNH ONMOPTYHUC BHpYca
napasurap- HUHpEKLNH (BKIIFOUAs THYECKHE renatuta B,
HblE BEPXHHX MHEBMOHHUIO, HHpeKnHn JIUCTEPHO3
3a0oneBaHus | AbIXaresb- MAaHHUKYJIHT, (BKIIOYAs
HBIX OakTepuasib- MHBa3MBHbIE
My TeH, HbIH apTPHT, rpudKoBbIe,
OpOHXHT, Cerncue U NpoTO30ii-
LUMCTHT U napasuTapHble HblE,
UHpEKIHN uHpexmun)* Oakrepuanb-
KOXKH)* HbIE,
aTUNHYHbIE
MHKOoDaKTep
HaJlbHbIE,
BHPYCHbIE
MH(EKLHN U
HpEeKLHH,
- . BbI3BaHHbIE = -
o GakrepuamMu |
= < ponxa -
Legionella)*
JloGpokauec Hemenanom- 3no0kauecr- Kapunnoma
TBEHHbIE, HbI€ 3JI0KAYeCT- | BEHHas Mepkens
3J10Ka4yecT- BEHHbIE MeJlaHOMa (cM. pasnen
BEHHBIC U onyxonu koxku* | (cMm. paszaen «Ocobble
HEYTOYHEH- (cMm. paszen «Ocobbie yKazaHus»)
Hble «Ocobbie yKa3aHus»),
OMyXO0JIH yKazaHus») Jumpoma,
(BKJIIOYAs nerko3
KHCTbI U
HOJIUTIBI)
Hapyuienus Tpombouu- [Tanuurone- | Annactuue | I'ematodaro
CO CTOPOHBI TOMNEHUS, Hus* cKas LM TAPHbII
KPOBH H aHeMMmsl, aHemus* CHHAPOM
numarunuec neikonenus, (cunpoM
-KOi HENTPOTIEHHS AKTHBALIMH
CHCTEMBI Makpogaros)
*
Hapyenus Annepruuec | Backynut Cepbe3sHble Yeyrybnenue
CO CTOPOHBI KHe peakuuu | (Brinovas aJIepruyecK CHMIITOMOB
MMMYHHOI (cM. pazjien | BacCKyJIMT C ne/anadunak JIEPMaTOMHUO3
CUCTEMBI «Hapywmenn | obpasoBanuem THYECKHE ura
A Co aHTuHelTpodun || peakuun
CTOPOHbI bHBIX (BkItO4ast
KOJKH U LMTONIa3Ma- AQHIMOHEeBPO-
MOJAKOXKHBIX | THYECKHX THYECKH I
TKaHeil»), aAHTHTEN) OTeK,
BbIpaboTKa OpoHXx0-
ayToOaHTUTEN cnasm),
= * 1 capkou103. =
Hapywenus | I'onoBHas SBnenus,
co cToponbl | Gosb* CBSI3aHHBIE C
HEPBHOIA : JIEMUCITHHU3
CHUCTEMbI anueii LIHC,

CBHAETEILCT
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BYIOILIME O
paccesHHOM
ckiiepose
WIIH
MECTHbBIX
JIeMHEJIHHU-
3UPYIOLLMX
3aboneBa-
HHUSAX, TAKHX
KaK HEBPHUT
3PUTENBLHOTO
HepBa u
nonepeyHblii
MUEJIHT (CM.
pazzen
«Ocobble:
yKa3aHusy),
nepudepu-
yeckue
JICMHETUHHU-
3UpyIOLLHE
c’ 3abonesa-
HuUsl,
BKJIIOYas
CHHIPOM

2 - | I'uitena —

: o = Bappe,

= - == | xpoHuyec-
Ky10
BOCHAIN-
TENbHYIO
JIEMHEJIHHH-
3UPYIOLLY IO
NoJHHENpo-
naTuio,
JEMHEJIHHH-
3UPYIOLLY IO
NoJIMHENpO-
NaTHIO U
MyJibTH(O-

_ KaJIbHYI0
‘ MOTOPHYIO
HelponaTHio
(cM. pazaen
«Ocobbie
yKa3aHus),
CY/IOPOXKHBI
i npuctyn

Hapyuenus VBeur, ¢kieput
€O CTOPOHBI
oprasa
3peHus
Hapyuienus VYeyry6ije-nue Hosbiii
€O CTOPOHbI CUMITOMOB MpUCTY T
cepaua ' cepAcyHOM 3aCTOHHOM ‘
HeJ0cTaTou- CepeyHOM
= - -~ | HocTH (eM. HEL0CTaTOu- - :
- — —— |-pasnen HOCTH (CM.
«Ocobbie paszen
‘ yKazaHus») «Ocobbie l
YKa3zaHus»)
Hapywienus . WUntepeTi- i
CO CTOPOHBI LHasIbHas

i = | SRSl i 3T

"
1
™
|
|
|
|
|
|
\
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JibIXaTellb- Oonestb
HOM JIErKux
CUCTEMBI, (BKJIHOUAs
Oprasos NMHEBMOHHT
rpyaHOM 1 JIETOYHbIH
KJIETKH H ($pudpo3)*
CpelOCTEeHMUS
Hapywenus BocnanurenbHo
CO CTOPOHBDI e 3a0oneBanue
eIy 104HO- KuleyHuka*
KHILEYHOro
TpakTa
Hapymenus [ToBbienue AyTOMMMYH
CO CTOPOHBI YPOBHs HbIH
NeveHu u MeYEeHOUHbIX renatut*
JKeJTYEBbIBO- ¢pepmenToB*
JIALLAX
nyTei
Hapyenus 3y, cbinb AnruoneBpotuy | Cunapom Tokcuyec-
€O CTOPOHBI €CKHii OTeK, CruBeHca — | Kuif
KOKH M rncopmas JlxoHCcOHa, | snuaepmal
MOJAKOKHbIX (BKJIIOYAn KOMHBbI bHbIN
TKaHeH HOBBII Cityyai BACKYJIUT HEKpOJIn3
BO3HUKHOBE- (BKOUas
HUS WK BaCKyIIPIT‘
ofocrpeHue, a npH
TaKKe | runepuys-
nycrynes-Hpiii | crBuTenb-
ricopuas ¢ HOCTH),
npeuMyLIecTBeH | MHOro(popM-
HbIM Has .
NopakeHueM puTema,
KMCTEH ¥ cTon), | JIMXEHOW/-
KpanuBHUIIA, Hbl€
ricopuasorno- peakLuu
J100Has Chllb
Hapyenus Koxnas
CO CTOPOHBI KpacHas
CKEJIeTHO- BOJIYAHKa,
MbIILIEYHON nojaocTpas
CHCTEMbI KOXKHas
COCIMHUTEIb KpacHas
HOW TKaHH BOJIYAHKa,
BOJIYAHOUHO
no100HbIi
CUHJIPOM
Obuue Peakuuu B | [Tupekcus
paccTpoicT- | MecTe
Ba U MHBEKLIHH
HapylieHus | (BKiouas
B MecTe KpoBOTEYE
BBEACHHSA -HHe,
obpasoBaH
ue
' CHHSKOB, ‘
IpUTEMY,
3yn, 6ob -
"
TMPUITYXJIOC
| [~ t

*CMm. «leca}me OT/ICJILHBIX HEXKEIaTeIbHBIX PeaKIuii» HH)Kﬁ.

139448

Crp2m37 - =



Onucanue OT/IeIbHBIX HEXKEIaTEIbHBIX peakiuii

3nokavecmeennvie HOBOOOPA306aNUS U TUMPOnpoIUpepamusnble 3a001e6aHUs

Cro aBajuarh AeBaTh (129) HOBBIX 3JI0KAYECTBEHHBIX HOBOOOPA30BaHWil pa3/IMYHBIX BHJIOB
Habmoaamcs y 4114 naiueHToB ¢ peBMaTOUIHBIM aPTPHTOM, IOy YaBIIMX JICYCHHE [TPerapaToM
Dubpen” B Xo0/1¢ KJIMHUYECKUX MCCIIE0BAHUN MPOIODKHTEIBHOCTBIO JI0 6 JieT, BKimoyas 231
[alMeHTa, B TeYeHHE 2 JET [OJyuYaBlIMX JIeYeHHe npenapatoM DJHOpen B KOMOMHALMH C
METOTPEKACTOM B MCCJIEOBAaHUHM € aKTHBHBIM KOHTposieM. [losyuentbie B 9THX KIMHMYECKHX
MCC/IC/IOBAHUSAX 3HAYEHMs 4YacToThl W 3a00JIEBAGMOCTH  COOTBETCTBOBAIM  3HAYCHUSIM,
OKHMJAEMBbIM  JUI  HCCIEQYyeMOH  momyjsiuu. B KIMHHYECKMX — MCCIICMOBaHMSX
IPOJIOJDKUTENIBHOCTBIO JI0 2 JieT ¢ ydyactHeM 240 namueHToB ¢ NCOPHATHYCCKHM apTPHTOM,
nosyuaBmMX npenapat Jubpen”, ObUIO 3aperHCTPHPOBAHO BCEro 2 clyyas pa3sBUTHS
3JI0KAYECTBEHHBIX HOBOOOpa3oBaHuii. B KIMHMYECKHX HCCIIEOBaHMSX C yuyactHeM 351
[AIAEHTOB ¢ AHKHJIO3MPYIOIIMM CIIOH/IHJIMTOM, MPOJODKUATEILHOCTh KOTOPBIX MpeBbiliaia 2
rjma, OBLIO 3aperuCTPUPOBAHO 6 CilydaeB 3JI0KaYECTBEHHBIX HOBOOOpPA30BaHWH y NALMEHTOB,
nosyuaBmmx npenapat Du6pen”. B rpymie, Bkmoyasuiei 2711 mauueHToB ¢ OIsIKOBHHBIM
IICOPHUA30M, TOJTyUaBIIHX npenapa'rv'*’3116p<=;317°'»D B JIBOMHBIX-CJICTIBIX M OTKPBITBIX MCCIIEIOBAHUAX
IIPOJIOJDKUTENBLHOCTRIO 10 2,5 set, Obulo 3aperucTpupoBaHo 30 ciryyaeB 3J10KaueCTBEHHbIX
HOBOOOpa3zoBaHuii 1 43 cirydas HEMEJTAHOLUTAPHOIO paka KOXKH. |

B rpynmne, BimouvaBieid 7416 nanueHTOB, NOJIYYaBIIMX JICUYCHHE IpernapaTroMm Dubpen” B
KJIMHUYECKHX  MCCJIEIOBAHUAX  PEBMATOMJIHOIO  apTpPHUTa, IICOPUATHYECKOr0  apTpHTa,
AHKHMJIO3UPYIOLIEro CIOH/MINTA U TICOpHa3a, ObUIO 3aperucTpupoBaHo 18 ciyyaeB pasBHTHS
JTIUM(OMBI.

B nepuoji MOCTPErHCTPALMOHHOrO  HAOMIOZEHHMs Talkke Coo0manoch O  pasBUTHH
3JI0Ka4eCTBEHHBIX HOBOOOpPA30BaHUM pPa3IMYHBIX BH/IOB, BKJIHOYas PaK MOJIOYHOM JKElIe3bl H
JIETKHX, a TaKkxke JuMpomy (cM. paszzen «Ocobble yKazaHus»).

Peaxyuu 6 mecme s6edenus npenapama

V nanueHToB ¢ peBMaTHYECKUMM 3a00J1€BaHHSIMH, 110JTyYaBIIKMX Ipernapar Dubpen”, o1meuanach
3HAYMUTEJILHO 00JIee BHICOKAs [4aCTOTa pPa3BUTHsI peaklUii B MECTe BBEJCHMs Iperjapara 1o
cpaBHenuio ¢ rpynnoi mianeho (36% vs. 9%). Peakuun B MecTe BBEJICHHS Ipenapara, Kak
MPaBuJIo, PA3BUBAIKCH B NEepBbiii Mecsll npumMeHenus. Cpeanss npoIo/DKHTENbHOCTH PeaKiui
co,CTaBn;ma npuOIN3UTENILHO OT 3 10 5 jaHel. B 60HbL’.II/IHCTBe CJIy4YaeB JICYCHHUE, B CBS3U C
pa3BUTHEM peaKiliii B MECTE BBEJICHH IIperiapara, B rpylnax, NpuHUMaBIIKX mpernapar Dubpen®,
HE TPOBOAMIIOCH. BOJIBIIMHCTBO TTAIMEHTOB, KOTOPBHIM Ha3HAYaIM JICYCHHUE 110 JIAaHHOMY TIOBOJY,

ndnyqann cpeJicTBa JUISL HApYXHOro TPUMEHCHHS, TaKUE€ KaK KOPTHKOCTCPOH/BI, HIIH

AHTUTUCTAMUHHBIC TIpernaparbl BHYTPb. KpOMC TOro, M HEKOTOPBIX IMALIMEHTOB OTMEYaIOCh
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ITIOBTOPHOE  Pa3sBHTHC peaKum"l B MeECT€ BBEJICHHUS IIpenapara, XapakKTepH3YIOHICCCs

O/IHOBPEMEHHBIM Pa3BUTHEM PEAaKIMi KaK B MECTE CaMbIX MOCICHUX, TAK H MPE/IIECTBYIOMHUX
unbeknmii. Kak npaBuiio, JaHHbIC PEaKIMH HOCHJIM TPAH3WTOPHBIH XapakTep W IPH JICYCHHH
MOBTOPHO HE Pa3BUBAJIKCE.

B KOHTPOJIMPYEMBIX MCCIECAOBAHUIX € YYaCTHEM NAIMEHTOB C OJISIIKOBH/IHBIM IICOPHA3OM B
TeyeHue NepBbIX 12 Hesenb JedeHus nmpuMepHo y 13.6% nauueHToB, MOJTyYaBIIMX JICYCHHE
npenaparoM DHOpen"”, pa3BHBAIMCH PEaKIMK B MECTE BBEICHU NPeNapara 1o cpaBHeHuio ¢ 3.4%
IalMEHTOB, MMOJIyYaBIIUX 11anedo.

Cepoesnvle unghekyuonnvie 3a001e6anus

B miane6o KOHTPOJIMPYEMBIX HCCIE/I0BAHUAX IOBBIMICHHE YaCTOTHI CEPbe3HbIX HMHpeKuuii
(hataibHBIX, YrpOXKAIOUMX KU3HW, TPEOYIOIMX TOCHUTAIN3AIMIO WIH  BHYTPUBEHHOEC
npUMeHeHHe aHTHOMOTHKOB) He Habmosanock. Cepbesnble HHOEKIMHU, BKIIOYaBIIHE adcuece
(pa3nuuHOi  JlOKaIM3alMK), OaKTepUeMHio, OpOHXHT, OypCHT, BOCHAICHHE MO/KOXKHOM
KJIeTUaTKH,  XOJEIMCTHT,  JIMapelo,  JIMBEPTUKYIIMT,  SHAOKapAMT  (1003peBaeMbiii),
racTposHTeput, renatut B herpes zoster, s3By HWKHEH KOHEYHOCTH, WHQEKIMIO POTOBO¥H
MOJIOCTH, OCTEOMHEIIUT, OTHT, rre‘pﬁ*ronm, [HEBMOHMIO, THEIOHEDPHT, CETICHC, CeTHYCCKHIl
apTPUT, CHHYCHT, MHQEKIHMIO KOXKHBIX IOKPOBOB, $3BYy KOXKHBIX TOKPOBOB, HHQEKIHIO
MOYEBBIBOISIIIAX TyTeH, BACKYJIMT U paHeBYI0 MH}eKIHio, ObUIM 3aperucTpupoBansl y 6,3 %
NAlMEHTOB ¢ PEBMATOMIHBIM APTPUTOM, IOJIyHYaBLIMX JICYCHHE MperapaToM Dubpen® g0 48
MecsieB. B 2-X JIleTHEM MCCIIE/I0BaHHH ¢ aKTUBHBIM KOHTPOJIEM, B TEYEHUE KOTOPOI'0 MAlUEHTHI
MoJIy4yaii MOHOTEpAIHio npenapatoM JHOpes, MOHOTEpANuI0 METOTPEKACTOM I Iperapar
Du6pen” B kKOMOMHAIMY ¢ METOTPEKCATOM, YaCTOTA BOBHHKHOBEHHS CEPhE3HBIX HH(EKIHit Oblia
OJIMHAKOBOM B TpeX pasHbIX rpymnmnax. Tem He MeHee, Hellb3s HCKIIOUUTh BEPOSTHOCTH TOTO, YTO
npuMeHenne npenapara JHOpen” B KOMOMHAIMH C METOTPEKCATOM MOIJIO OBITh CBS3aHO C
IIOBBIICHHBIM PHCKOM pa3BUTUS HHPEKIMA.

B miane60 KOHTPONMPYEMBIX MCCIEAOBAHUAX MPOIODKHTENBHOCTHIO 10 24 HeJlelb He ObLIo
BBISBJICHO DPa3jiMuiii B 4YacTOTE BO3HMKHOBEHMS HMHQEKIMH MEKIY TpyNIAMH TALHEHTOB C
GIIALIKOBH/IHBIM TICOPHA30M, TIOJTyuaBIIHX npenapat Iuopen” u mianebo. Cephesnbie HHPEKINH,
pa3BMBaBIIMECS Yy MANMEHTOB, MOJYyYaBUIMX JIEYEHHE Mpernaparom Aufpen”, BKmMOUATH

BOCIAJICHUE TOJIKOKHOU KJIETYATKH, raCTpPOOHTEPHUT, IMHEBMOHHIO, XOJICHHUCTHUT, OCTCOMHUCIIUT,

racTPUT, alTeHIUIUT, CTPEITOKOKKOBbIH q)acum‘n, MHO3HUT, CENITHYECKUH 110K, IMBEPTHKYJIAT H
abcrecc. B IBOMHBIX-CHENBIX M OTKPBITHIX HMCCIEHOBAHUSAX NCOPHATHYECKOTO apTpuTa Oblia
3apernCTpUpOBaHa cepbe3Has uHdekuus (MHeBMOHUs) y 1 manuenTa.

Coobmanioch 0 pa3BUTHU CEPHE3HBIX H (paTam'PHblx uH(EKIMi 1py NPUMEHEHUH Tperapara

Dubpen”, kotophie ObUIM Bbi3BaHbl OaKTEPUAMH, MHKOOAaKTepHsMH (BKmouas TyOepkyJes),
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BUpycaMH M rpubamMu. B Hekotopbix ciydasx MH(EKIMH Pa3BHBAJIUCh B TEUYCHHE HECKOJIBKHX

Hejesb MOcle Hayaga JiedeHus npenapatrom DHOpen” y MalMeHTOB, HMEIOMMX OMHMO
PEBMATOM/IHOTO apTPHUTA Mpepacroaraiolne oOCHOBHbIC 3a00jeBanus (HarpuMep, caxapHblid
auaber, XpPOHHYECKYIO CepJACYHYI0 HEJ0CTaTOYHOCTh, € AKTUBHBIMH HWJIH XPOHHYCCKUMH
uadexuusvMu B anamuese) (cMm. paszen «OcoObie ykasanus»). Jleuenue npenaparom Dubpen”™
MOJKET MOBBIIIATh CMEPTHOCTH Y MAIMEHTOB C MOATBEPKACHHBIM CETIICUCOM.

[Ipu neuennn npenapatom DHOpea” OTMEYAIOCh Pa3BHTHE ONIMOPTYHHCTHYECKHX MHEKIMIA,
BKJIOUAS MHBA3MBHYIO TPUOKOBYIO, MapazuTapHylo (B TOM YMCJE BBI3BAHHYIO NPOCTEHIIMMH),
BUPYCHYIO (B TOM unciie herpes zoster), OakTepHaibHylO (B TOM YHCIIE BHI3BAHHYIO JINCTEPHIMH
M JIETMOHEJUIAMHM), a TaKKe aTHIMYHYI0 MHKOOaKTepHalibHyl0 MHpeKIHo. B o0be/MHeHHbIX
JIAHHBIX KJIMHMYECKMX HMCCIIE/I0BaHMiT 00las dYacToTa ONMOPTYHUCTHYECKUX HH(EKIUH y
15 402 nanmenTos, nojiyuasmmx npenapar Jubpen”, cocrasisiaa 0,09%. Yacrora sBICHHH ¢
nonpaskoii Ha Bo3jeiicTBue mpenapara cocrasisia 0,06 sipiaenwnii na 100 nanwenro-jier. B
MEPHOJL TOCTPETUCTPAIMOHHOrO IIPUMEHEHUs Iperapara NpUOIM3UTENbHO IOJIOBHHA BCEX
KIMHHYECKHX CIy4aeB OMMOPTYHHCTHYECKHX HMHpeKIMi BO BceM MHpe Obuia oGycnosneJa
WHBA3MBHBIMH rpnﬁkosbmﬁ undexiuamu. Yamie BCero pPErucTpUPOBAIHCEH ' MHBa3HMBHBIC
rpubkoBble MH(pEKIMU, Bbi3BaHHbe rpubkamu poma Candida, Pneumocystis, Aspergillus, w
Histoplasma. bBoiee nojioBHHA JETAIbHBIX HCXOJ0B IAIMEHTOB € ONIOPTYHHUCTHYECKHMH
undekiusamu Obuia 00yCIIOBIeHA MHBA3MBHBIMH T'PHOKOBBIMM HH(EKIMAMU. BOJBIIMHCTBO
JICTATBHBIX HMCXOJOB OBUIM 3apEerMCTPHPOBAHbI Yy MAIMEHTOB C ITHEBMOHHUEH, BbI3BAaHHOM
Pneumocystis, CHCTEMHBIMH TpPUOKOBBIMH WH(EKIMSIMH HEYCTAHOBJICHHON 3THOJIOTHH H
acriepruiuie3oM (cm. pasjien «Ocodblie yKa3aHusm»).

Buipabomra aymoanmume:n

YV B3pOC/IBIX TAIMEHTOB C IEJIbI0 0OHAPYKEHHS ayTOAHTHTE] NMPOBOIMIICA aHaiu3 0OpasioB
CBIBOPOTKH KPOBH, B3SThIX B pa3Hbie BpeMEHHbIC TOUKM. Cpe/u 1ManueHToB ¢ PEeBMATOUIHBIM
apTPUTOM, y KOTOPHIX MPOBOAHJIOCH OIpE/e/ieHHe aHTHHYKieapHbiX antuten (AHA), nosns
MAlMEHTOB, Y KOTOPBIX BIEPBbIC ObUI IMOJYyYEH [OJIOKHUTEIbHBIA pe3yjibTaT TecTa Ha
aHTHHYKJIeapybie anTutena (= 1 : 40), Obuia Bbllie y NAIMEHTOB, MOy aBLIKX IpenapaT Dubpen®
(11 %), mo cpaBHEHHUIO C NanMeHTaMu, nojiydaBimuMu tuianebo (P %). Jlons nanuenros, y

KOTOPBIX BIIE[)BbIe OTMEUaIach BbIpaboTka anTuTe K AByXcnupanbudii JIHK, Taioke Obiia Bbilie

IPH OLEHKE C MOMOIIBIO paﬂHOHMMyH?HOFH‘lCCKOI‘O anaym3a (15% nauueHToB, nosrydyaBlUIH
npenapar Ju6pen” no cpaBHenuio ¢ 4% NaUMEHTOB, MOIYYABIIMMH T11a1e60) U ¢ MOMOIIBIO
UMMYHO(ITyOpEeCIeHTHOTrO anau3a Ha kiuetkax Crithidia luciliae (3% TalMEHTOB, 110y YaBIIAX
® &
npenapar DHOpen”, 1O CpaBHEHHIO ¢ OTCYTCTBHEM aHTHTen K JByxcrnupanbHod JIHK

MAIHEHTOB, MONYYaBIKX [U1ane6o). Jonsi MalMeHToB, IOMyYaBIINX Dubpen®, y KoTopk
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oTMeyHajiaCb Bblpa6OTKa AHTHKApJAUOJIMIIMHOBBIX aHTHUTE]I, YBCIIMYHBAIACh aHaJIO'MYHbIM

00pa3oM 110 CPaBHEHHIO C TTAIHEHTAMH, MOy YaBIIMMU 11j1a1e60. BiusHue UM TeIbHOTO JICUeH s
npenaparom DHOpen" Ha pasBUTHE Ay TOMMMYHHbIX 3a00JIeBaHUi HEU3BECTHO.

V nanMeHToB, BKJIOYAs MAlMEHTOB C MOJIOKHTEIbHBIM PEBMATOMIHBIM (hakTopoM, ObLIH
3apEruCTPUPOBAHbl  pejikke ciyyan oOpa3oBaHMs JIpyrMX ayTOAQHTHTE]l B COYCTaHHM C
BOJIYAHOYHOMNOI00HBIM  CHHJIDOMOM WJIM  CBINIBIO, KOTOpPbIE 110 JIAHHBIM  KJIMHHYECKOTO
o0cie10Banus ¥ OMONICHH COBMECTHMBI C MOOCTPOH KOXKHON (hOpMOl KpacHON BOJIYAHKH HIIH
JIACKOUHOM (hopMOii KpacHO#N BOJTYAHKH.

Ilanyumonenus u aniacmuyeckas anemus

B 11epro1 HocTperueTpainoHHOro HabII0AeHUs CO0OIIAIIOCh O CIIyYasX Pa3BUTHS ITAHIUTONICHHH
M AIUIaCTHYECKONW aHEMHMM, HEKOTOphIE W3 KOTOPLIX HMMEIH JICTAJbHBIH HCXO1 (CM. pasjeln
«OcoObie yKazaHus»).

Humepcmuyuanonvie 3ab60.1e6anus ne2kux

B KOHTpOJIMPYEMBIX KIHHHYECKUX MCCIIC0BAHMAX TaHEeplEeNTa IpH ero NpUMEHEHHH 110 BCEM
MOKa3aHUAM 9acToTa (1015 nalmemoa) HEXKeJIaTe/IbHBIX SBJICHUN B BHJIE nmepm‘mﬁuanbuux
3a601eBanMii JIerkix y NalMeHTOoB, MOJYYAIOUMX STaHepLenT 0e3 ComyTCTBYIolIell Tepaniy
meroTpekcaroM, cocrasisia 0,06% (kareropus 4HacToThl «pejko»). B KOHTpOIHpYyeMbIX
KJIMHUYECKUX HMCCJIC/IOBAHMSAX, B KOTOPBIX pa3speliajoch COMYTCTBYIOIIEE PUMEHEHHE
yTaHeplenTa W MeTOTpeKcara, 4acToTa (JI0Jisi NMalMeHTOB) HEXEJaTelIbHbIX SBICHHH B BHJE
MHTEPCTUIIHATBLHBIX 3a00J1eBanui ierkux cocrasisiia 0,47% (kaTeropus 4acToThl «HeyacTo»). B
MOCTMAPKETHHIOBBIX MCCIIC/IOBAHUAX COOOLIAINCH CiIydad TPOSBICHUS HHTEPCTUIHAIBHBIX
3a60s1eBaHMiA JIETKKMX (BKJIIOYAsk THEBMOHUT M (PMOPO3 JIETKOT0), HEKOTOPBIE U3 KOTOPHIX ObLIN CO
CMEPTEIIbHBIM HCXOJIOM.

Conymcmsylowas mepanusi GHakunpou

B wHccieioBaHusiX, B KOTOPBIX B3pOCIbIC MALMEHTHI IOJIyYald COMYTCTBYIOIIEE JICUCHUE
npenapatom JuOpen” W aHakuHpoii, HaOmojanack Gojiee BBICOKAs YacTOTa BO3SHMKHOBEHHS
cepbeBHBIX HHDEKIMI [0 CPABHEHHMIO ¢ IPUMEHEHHeM npenafata DHGpen” B BHe MOHOTEPAIIHH,
u 'y 2|% nammentos (3/139) passuBaiachk HeTponeHus (abCqIIOTHOE KOJIHYECTBO HEUTPOPHUIIOB
< 1000/mMM*). Bo BpeMsi HEHTPOTIEHHH y OJHOIO MAUMEHTA PAa3BUIICS NMAHHUKYJIUT, KOTOPbIi

paspeuics rocie rocnutaiusanuu (M. pasjensl «Ocodbi¢ ykasanus» u «B3aumojieicTBue ¢

JIPYTHMH JIEKAPCTBEHHBIMH CPEJICTBAMHY).

[osbiuenue akmueHocmu neYeHoOYHbIX (hepmenmos
B JIBOMHBIX CJICINBIX KOHTPOJHUPYEMBIX KIMHMYECKUX MCCIEJOBaHMAX HTaHEpUeENnTa MpH €ro
MPUMEHEHHH 110 BCEM MOKa3aHKUAM 4acToTa (J10Jis1 NAMEHTOB) HEKEIATE IbHBIX ﬂBnemfl B BHJIE

IMOBBINICHUSA AKTHUBHOCTH IICYCHOYHbIX Q)epMCHTOB Yy NanMEHTOB, MOJIYy4YaBUIIUX 3TaHep'uenT 0e3



COINYTCTBYIOIIEH Tepanuu MeToTpekcatom, cocrasisiia 0,54% (kateropus 4aCTOThl «HEYACTOY).

B JIBOHHBIX CJIENBIX KOHTPOJIMPYEMBIX KIMHHUYECKUX UCCIICA0OBAHUAX, B KOTOPBIX pa3pemaioch
CONYTCTBYIOIIEE MPUMEHEHHE OHTaHeplenta W MeToTpekcarta, uacTora (10J1s TalHMEHTOB)
HEKeJIATE/IbHBIX SBJICHHI B BH/IE MOBBILICHHS aKTHBHOCTH MEYCHOUHBIX ()EPMEHTOB COCTaBJIsIa
4,18% (kaTeropusi 4aCTOThI «4aCTO).

Aymoummynnviu cenamum

B KOHTpOJIMPYEMBIX KIMHMYECKHX MCCIIEC0BAHUSX TAHEPIENTa [IPU €ro NPUMEHEHHH 110 BCEM
MOKa3aHUsM YacToTa (70J1s MAlMEHTOB) HEXKENATEIbHBIX SBJICHHH B BHIAE ayTOMMMYHHOIO
renaTuTa y malMeHToB, MOJIyyalolMX dTaHepuent 6e3 comyTCTBYIOMIEH Tepanuu METOTPEKCaTOM
cocrasisiia 0,02% (kareropust 4YacToThl «peako»). B KOHTpoOIMpYyeMbIX KIMHHYECKHX
MCCIIC/IOBAHMSAX, B KOTOPBIX pa3periajioch COIMYTCTBYIOLIEE IPUMEHEHUE HSTaHepuenta H
MeTOTpeKcaTa, 4acToTa (JI0Jsi MalMeHTOB) HEXKEJIATe/IbHbIX SBJICHUH B BHJIE ayTOUMMYHHOTO

renatuta cocranisiia 0,24% (kaTeropusi 4aCTOThl «HEYACTON).

I

Hevicenamensivie s61enus y nAYueHmMos 0emcKko20 603paema ¢ 406EHUIbHLIM UOUONAMUYECKUM

Iobounvre peaxkyuu y Aemez}
apmpumom

B 1ienom uacrora M BH/IbI 1MOOOYHBIX peakiui y Jereil ObUIM TOX0XKHM Ha Te, KOTOpbIE
HaOMOAMCh Yy  B3pOCHbIX HanuMeHToB. OTIMYUS OT B3pPOCHBIX M JIPYyrHe XapaKTepHbIe
0COOCHHOCTH OMHCAHbI HHXKE.

Undexnun, Kotopbie HaOIOAIHCh B KIMHHYECKHX HCCIIEIOBAaHUAX Y JIeTeH € IOBEHUIIbHBIM
W/IMONIATHYECKUM TOJIMAPTPUTOM B Bo3pacTe oT 2 710 18 jier, ObliH JIerkoi 1 yMEpeHHOH CTENeHH
BBIPQKEHHOCTH, @ MX BH/bI HE NPOTUBOPEYMIIH TEM, KOTOpbIE OOBIYHO BCTPEYAIOTCS CPEIH
amMOysiaTopHbIX mnanueHToB. CoOOIICHHsS O TSDKEIBIX HEXKENATeIbHBIX SBJICHUAX BKIIIOYAIH
BETPAHYIO OCIY C CHMITOMAMH aceNTHYeCKOr0 MEHMHIWTa, KOTOpble paspemmimch 0e3
ociokaenuit  (em.  pazgen  «Ocobble  ykazaHusi»),  anNEHAMIUT,  TacTPOIHTEPHT,
JICTIPECCUIO/PACcCTPOCTBA JIMYHOCTH, S3Bbl  KOXKH, 930()aruT/racTput, CENTHYECKHH IIOK,
BBI3BAHHBIN CTPENITOKOKKAMHK IpyIibl A, caxapHblil quader | Tuna u undekmun MArkux Tkanei u
OCJICONePallHOHHBIX PaH.

B ojHoM uccneioBanuu y Jieteit B Bo3pacte ot 4 10 17 jieT ¢ I0OBEHHJILHBIM HWAMONATHYECKHM

aptputoM y 43 u3 69((62 %) nereit Obuta 3aperucTpupoBaHa MHGEKUUS BQ BpeMs JICUCHUs
npenaparom Du6pen”™ nocie 3 MecsueB uccie0Banus (YacTh 1, OTKpBITOE), nju TOM 4acToTa M
CTENEHb TSHKECTH MH(pEKIMi OblTa aHATOTHYHOM y 58 maumeHToB, KOTOpHIe 3aBepminin 12-
MecsuHyI0 (ha3y OTKpBITOM JAONMOJHHUTEIbHON Tepanuu. Tunsl U yacrora HeXXeJaTeJIbHbIX
SIBJICHHA Y NAMCHTOB C IOBCHMILHBIM H/MONATHYECKHM apTPHTOM ObUIM aHAJIOrHYHBIMH

|
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TAKOBBIM B HCCJICJIOBAHMAX NpPUMEHEHHs mnpenapata DHOpen® y B3pOCIBIX NALMEHTOB C
PEBMATOMIHBIM aPTPUTOM, MpHUYEM OOJIBIIMHCTBO ObUIN JIETKOH cTeneHu TskecTH. Heckosbko
HEKEJIATeIbHBIX  SBJICHWH PErHCTPUPOBAIMCE dame Yy 69 nanuMeHToB ¢ IOBEHMJIBLHBIM
M/IMOTIATHYECKMM apTPUTOM, KOTOpbIE MoJydain npenapar JHOpen” B Teuenue 3 Mecsles, B
cpaBHeHHH ¢ 349 B3pOCIBIMH NAIMEHTAMH C PEBMATOUIHBIM apTPUTOM. DTH SBJICHUS BKIIIOYAIH
rojoBHy10 6016 (19 % nanuenTtos, 1,7 ABIEHUS HA MALMEHTO-TO), TOWHOTY (9 %, 1,0 sBieHus
Ha MaIueHTo-roj), 6op B xuBore (19 %, 0,74 senenus Ha naiueHTo-roa) u psory (13 %, 0,74
SIBJICHUS HA NMAIUEHTO-TOJT).

B KJIMHHYECKHX  HCCIEJOBAHHMAX  IOBEHHJIBHOINO ~ WJMONATHYECKOro  aprpura  ObuIO

3aperuCTpupoOBaHO 4 ciiydasi CHHApOMa aKTHBaIllMHu MaKpO(baFOB.

B mocrperrcTpaniMonHblid  1ieproji  ObUIM  3apErMCTPUPOBAHBI  CIy4aH BOCHAIMTEIBHOIO

‘ 3abosieBaHUsl KHIICYHWKA W yBEHTa Yy MALMECHTOB C IOBEHWJIBHBIM M/IMONATHYECKHM
MOJIMAPTPUTOM, T0JyHaBIIMX JIeYeHHeE Tipenapartom JHOpen”, BKIoUas 0ueHb HE3HAUYMTEIBHOE
KOJIMYECTBO CIIY4YaeB, CBH/ETEJILCTBYIOMMX O - BO30OHOBJICHHH pkakuuﬁ IpH  IOBTOPHOM

= HazHaueHuy npenapara (cM. paszen «OcolObie yKasaHus»). g

Heoicenamenvnvie signenus y nayuenmog 0emeko20 603pacma ¢ 01suednbim nCopuazom
B 48-neniensHoM uccnenosanuu y 211 gereii B Bozpacte ot 4 10 17 ner ¢ aeTckuM OJisiiedHbiM
NICOPUA30M 3aperucTpUpPOBAHHbIC HEKeJaTelIbHbIe SBICHUS ObLIM aHAJIOTHYHBIMU TAaKOBBIM B

NPEABIAYIIHUX HCCICAOBAHUAX Y B3POCIIBIX C OJIsICYHBIM NCOpHAa3OM.

IlepenosupoBka

IIpu nepedosupoexe npenapama ubper”™, nemednenno coobwume 06 smom epauy uiu
papmayeemy.

CoxpaHuTe KapTOHHYIO YIIAKOBKY npenapara Juopen”™, ake eciu oHa mycTas.

MakcumanbHas jo3a npenapata JuOpen® He ycraHoBieHa. B pamkax KIMHHYECKOTO
MCCIIEI0BAHMS 3/I0POBBIM JIOGPOBOJIBIIAM BB/IMIACK 1032 60 MI/M%, 0THOKPATHO, YTO HE MPHBEJIO
K Pa3BUTHIO JIAMHUTHPYIOLIECH 7103y TOKCHYH(CTH.

[lpn neyeHuM nanMEHTOB ¢ PEBMATOMIHBIM APTPUTOM HE OBLIO 3aperHCTPUPOBAHO CJIy4aeB

ITPEBLIICHU S npenenbﬂoﬁ TOKCHYHOH J108bl. HauBbicinasi j103a, BBeJICHHAas BHYTPHBCHHO,

cocraBuiia 32 ru‘/m2 C MOCJIEYIOIHUM TTOAKOXKHBIM BBeleHHeM 16 lTr/M2 JIBOK/IBI B HEJIEIO.

Crenuduyeckuii anTuI0T /UIs npenapara JHopen” Heu3BeCTeH.
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B3zaumoeiicTBue ¢ ApyrumMH JIEKaAPCTBEHHBIMH CPEJACTBAMH
Anaxunpa

Ha ¢pone koMOHHMPOBAHHOM TEpANUK ITAHEPLUEIITOM U aHAKMHPOH HAOIOAAIOCH 3HAYUTEIIBHOE
MOBBIIIEHUE YACTOThl PA3BUTHS CEPbE3HBIX HHQEKIUH M HEHTPONIEHHH 110 CPAaBHEHHIO C
MalMeHTaMU, KOTOPbIM BBOMIIM TOJILKO 3TAHEPIENT WK TOJIBKO aHAKUHPY.

CoBMECTHOE IPUMEHEHHE ITAHEPIICNITA ¥ AHAKUHPbI HE [M0KA3aJ10 KJIMHUYECKOT0 MPEeUMYIIecTBa
M MIOTOMY HE PEKOMEH/LYETCS.

Abamayenm

OjiHoBpeMeHHOE TNpUMeHeHHe abaranenrta M HTaHEepUenTa CONPOBOKIAAIOCH TOBBIIICHUEM
YaCTOTBI CEPbE3HBIX HEXKEIAaTe/IbHBIX sBJICHUH. JlaHHas KOMOMHALMS JIEKAPCTBEHHBIX IperapaToB
HE MPOJIEMOHCTPUPOBAJIA KITHHUYECKUX [TPEUMYIIECTB H [T0ITOMY HE PEKOMEH,TyeTCs.
Cyavghacanaszun

VY nanueHToB, KOTOpbIM Ha (hoHe jiedeHHs cyiib(acaia3iHOM BBOJWJIM STAHEPLENT, ONMUCAHO
3HAYUTEILHOE CHMKCHHE YHCiIA JICHKOMUTOB. HO cpaBHeHulo C TEMM IMallHEHTAaMH, KOTOPBIE
MPHHMMAIIH TOJIBKO YTAHEPLENT WM TOBKO CyJib(acaasun. =

Omcecymemeue 83aumooetcmeus

“He wnabmojanoce HexXenaTeIbHbIX B3aUMOJEHCTBUH IPU  OJHOBPEMEHHOM IPHUMEHEHHUH,
JTaHepleNnTa ¢ MIIOKOKOPTHKOCTEPOU/IaMH, CATMIIMIaTaM1 (3a UCKIIIOYeHHeM cyJib(acana3una),
HECTEPOMJIHBIMHM  MpoTHBOBOCHaNUTeNbHbIMU nipeniapatamu  (HIIBII), anansretukamm wim
METOTPEKCATOM.

Memompexcam

MeTtoTpekcar He OKa3bIBaeT BIUSIHHS Ha (papMaKOKMHETHKY dTaHeplenTa. BiusHue sranepuenta
Ha (PapMaKOKHHETHKY METOTpEKcaTa y yesloBeka He H3y4asioCh.

Jlueoxcun

He oOHapykeHO KIMHHYECKH 3HAYMMOIO B3aMMHOIO BIMSHUS Ha (apMaKOKHHETHKY
JTaHepLenTa.
Bapgpapun
He o0napyeHO KIMHMYECKM 3FHAYMMOIO B3aUMHOIO BIMSHUS Ha (papMaKOKHMHETHKY

STa”HepuernTa.

Bam;w'tauuﬂ
_ KuBble BakIMHBI HE ClelyeT BBOAMTH Ha (oHe seyeHus sraHepuentoMm. Her panHpIX 0
~ BTOPUYHOM nepesiave nHGEKIMU yepes JKABYIO BaKIUHY MallHeHTaMm, MoJTyYalonuM YTaHeplenT.

PCKOM?HJI)’CTCS[, 4yToOBI /IO HaYalia JICYCHH s STaHEPLECIITOM }lﬁTH U ITOJIPOCTKH 11O BO3MOXKHOCTH
i
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INOJIYYHJIN BCE He0OX0/IMMbIe IIPUBUBKH B COOTBETCTBHH C ﬂeﬁCTBYIOUlHM HallHOHAJIbHbIM

KaJICHAapEM IIPHUBUBOK.

Y  OOJBIIMHCTBA [MAIUEHTOB C NCOPHATHYCCKUM apTPUTOM, MOJYYalOIHUX HTAHCPLECIIT,
Ha6mouanoc1> noBbIlIeHUE  B-KkileTouyHOro UMMYHHOI'0  OTBE€Ta Ha I[MHCBMOKOKKOBYIO
MOoJInCaxapuJiIHyro BaklliHYy, HO TUTPbI B LICJIOM OBUIM HECKOJIBKO HHIKC, IBYKPATHOC YBCIIHYCHHUC
TATPOB Ha0J110/1aJ10Ch Y MCHBHIICIO 4YWCJa HNAalMCHTOB IO CPAaBHCHUIO C IIAallMCHTAMH, HEC

[MOJIYYarOIHUMHU STAaHCPLECIIT.

Ocobbie ykazanus

[locie mnpekpamenus mnpuema npenapata DJuOpen®™, cuMITOMBI  3a00J€BaHUS  MOTYT
peLH/IMBUPOBATD.

Hudpexyuu

BosibHbIe I0JDKHBI 00C/e0BaThC HA HaJMuue MHGEKIMI /10 Hayala MpUMEHEHUs npenapara
Dubpen”, B X0/1€ IEUEHHS 1 NOCIIE OKOHYAHUs Kypca Teparui, IPUHAMAask BO BHHMAHHE CPEIHIO0

300 gacoB). o = Sz :

MPOIOIDKUTEIBHOCTD IEPHO/IA IOy BbIBE/ICHHUS 3Taue‘3uema, paBHyio npumepno 70 gacam (7-
Ipu npumenennn npenapata Ju6pen”™ coobimanochk o cencuce, TyOGepKyJiese, napasuTapHbix
nHpeKIuIX (BKIIOYas BbI3BAHHBIC TPOCTCHIIMMH OpPraHu3MaMH) ¥ TSHKENIBIX HHOEKIHIX, B TOM
YUClie ONMOPTYHHCTHYECKUX, BKIJIIOYAs HHBA3WBHbIC TI'PUOKOBBIC WH(EKIUH, JUCTEPHO3 H
JIETHOHeJIe3 (HEKOTOPbIE € JIETAIbHBIM MCX0JI0M), BUPYCHbIe HHPEKIMH (BKIIOYasi BbI3BAaHHbBIC
herpes zoster). HauGonee 4acto perucrpupyeMbie MHBa3UBHbIC I'PHOKOBbIE MHPEKIMH ObUIH
Bei3Banbl Candida Pneumocystis, Aspergillus, w Histoplasma. HenpaBuibHasi JHarHoCTUKA
MepeyruciIieHHbIX HH}EKIuH, 0cCOOEHHO rPUOKOBBIX W JIPYTHX ONIMOPTYHHCTHYECKHX MHQEKIUH,
IPUBO/IAJIA K 3ar03/[aJIOMy HA3HAYEHUIO HEOOXOIMMOro JICYEHHUS! M, B HEKOTOPBIX CilydasiX,
JeTaTbHOMY McxoJy. Bo  MHOrMX ciyyasX mamMeHThl [OJy4yald Tepanuio JIpyruMH
JIEKaPCTBEHHBIMU CPEJCTBAMH, B TOM 4HCJEe MMMYyHojenpeccantamu. llpun obcnenoanun
OOJIHBIX HY)KHO TIPUHAMATh BO BHUMAaHUE BO3MOXKHOCTh Pa3BUTHS Y HUX ONIOPTYHUCTHYECKHX
uH(EeKIW, HampuMep, SHIAEMHYHBIX MHKO30B. [lanMeHThl, Yy KOTOpBIX HOBbIe HH(EKIUH
pasBuBalOTCs Ha (oHe Neu¢Hus npenapatoM IHOpen™, JTOKHBI HAXOAUTHCS TI0JL [THIATETLHBIM
nabmoenneM. Ilpmem mnpenapara Jubpen® cieayer mnpepBarb, €Cjau NalHeHTa
l pazBuBaercs Tsukeaast napexuus. [ Ipumenenne npjnapaTa Iu6pen” TpebyeT 0CTOPOKHOCTH Y
. NIALMEHTOB € YaCTBIMH MJIM XPOHHYECKUMM HMH(EKIMSMH B aHaMHe3e WM HMEIOMUMH
CONYTCTBYIOIME 3a00JIeBaHUs, KOTOPHIE ;MoryT CIIOCOOCTBOBATh  Pa3sBUTHIO  HH(EKIIHI

} (HarpuMep, TSOKEJIbIN WK T1710X0 KOHTPOJIMpPYEMBbIi caxapHblii anader).
f
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U

Besonacocts u dddextuBHOCT, npenapata JuOpen” y NAUMEHTOB € XPOHHYECKHMH

HH(EKIUAMU He OLIEHUBAJIACh.

Tybeprynes

Ha d¢one rtepanum npenapatom Dubpen™ coobmanoch 0 ciydasx akTHBHOIO TyGepkyiiesa,
BKJIIOYAs MHJIMApHbIH TyGepKyJsie3 u TyOepkyJie3 BHeaerouHoi nokamusanuu. Cpean 00IbHbIX
PEBMATOM/IHBIM apTPUTOM, 0 BCEil BHAMMOCTH, OTMeYaeTcs OoJiee BHICOKas 4acToTa pasBUTHS
TyOepKyJie3HO#H HH(pEKInn.

Passutue TyOepKysesHOH MH(EKIMH MOXeT ObITh CBS3aHO C pEaKTHBAlMEH JIATEHTHOM
MH(PEKINH, a TAKIKE C PA3BUTHEM HOBOH MH(EKIIMH.

Jlo Havaja TepanvM BCe IMALMEHTBI JOJDKHBI ObITh 00C/IE/10BaHbl HA HAJMYHE aKTHBHOTO HIIM
nareHTHOro Tybepkynesa. OOcieoBanue J0JDKHO BKIIOUYATH JIETANbHOE M3Y4YeHHE aHaMHe3a
OTHOCHTENIbHO 3abosieBaHMsi TyOEpKyJIe30M MM HAJIM4YUS KOHTAKTOB C TyOEpKyJIe3HBIMH
GOJABHBIMH B TIPOILIOM M JIAHHBIX O NPEIIECTBYIOMCH WM TEKYIIeH MMMYHOCYIIPECCHBHOM
Tepanuu. Y BCEX MAUMEHTOB JIOJKHBI ObITh BBINOJIHEHb HEOOXOMMbIE CKPHHHHIOBbIE
MCCIIE/IOBAHHUS, COOTBETCTBYIOMIHE HOKaJIbHLIM TpeboBaHUsAM, U 0053aTEIbHO. BKIIOYAIOIINE:
TyOepKYJIMHOBBIN KOXHBI TECT H pertreHorpauio erkux. Cleyer yuuThiBarh BOIMOKHOCTD
JIOKHOOTPHUIIATEIBHOTO TyOEpKYJIHHOBOIO TECTa, 0COOEHHO Yy OOJNBHBIX B THKEIOM COCTOSIHHUH
WJIM Y NAIMEHTOB ¢ HApYHIEHHBIM HMMYHHTETOM. Takke HeoOX0MMO YUHTHIBATH BO3MOMKHOCTh
pasBHTHs TybepKyJie3a y NalMeHToB, Y KOTOPBIX JI0 Hayaja Tepanuu npenaparoM JuOpen” He
ObUIO  OOHapyXeHO NpH3HAKOB TyOepkyie3noi wuHpexkuuu. Jlewammii Bpay J10/DKEH
KOHTPOJIMPOBATh COCTOSTHUE OOJILHOTO Ha TpeJMET MOSBICHHUS NIPU3HAKOB TYOepKyiesa, B T.4. y
NAlMEHTOB ¢ W3HAYAIBLHO OTPUIATEIbHBIMU pe3yJIbTaTaMH TECTOB HAa HaIMuHE TyOepKyJIe3HO#
UH(EKIHH.

He crenyer npumensith npenapat DHOpen”™ Npu HAIMUMK y NAllMEHTa aKTHBHOTO TyOepKyJiesa.
B ciyuae HaiMuMs HEAKTHBHOTO TyGepKyjie3a mepe/l HauaioM Tepanuu npenapatom JHOpen®
HEOOXO0/IMMO Ha3HA4YeHHE CTAHJAPTHOH MPOTHBOTYOEPKYJIE3HOH Teparnud B COOTBETCTBHH C
JIOKJIbHBIMH PEKONICHIaltsIMU. B 9TOM cityyae J10/KHO ObITh THATEBHD MPOAHATM3HPOBAHO
COOTHOIIEHHE TIOJIbBBI M PUCKA JIeYeHUs npenapatoM Duopen”.
Bce GosibHBIE JIO/DKHBI OBITH TIPOMHGOPMUPOBAHLI 0 HEOOXOAMMOCTH OOpPRIICHHUS K Bpauy IpH

ITOABJICHHH Ha (1)0 C JICUYCHUS IIpCrapaTomM 3H6p€]lm WM TIOCJIE HEro kajiod wiu CHMIITOMOB,

XapakTepHbIX JUIs TyOepKyie3a (Hanpumep, )’TlOpHOI'O Kalisi, NoTepu Beca, cyopedpunurera).
Axmueayus eupyca cenamuma B

Coobmanoch 0 cliydassXx akTHBalM{ BHpyca rematuta B y OGOJbHBIX-HOCHTENEH, KOTOpbIC
nonyyanu uaru6utopsl ®HO, Biymouas Iu6pen”. Bosbiias yacTs THX cllydaeB HMela MecTo y

MAlMEHTOB OJIHOBPEMCHHO IOJYYarOlUX JIpyrue JIEKapCTBECHHBIE CPEJICTBA, IOAABJIAIOINHE
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HMMYHHYIO CHCTEMY, KOTOPBIE TaK)Ke MOTYT CHOCOOCTBOBATH peakTHBAllMK BUpYyca renarura B.

Ilepen npuMeHenneM npenapata DuOpen” y MalMenToB, BXOASIIMX B IPYIIIY BBICOKOTO PHCKA
3abosieBanus renatuToM B, He0OX0IMMO MPOBECTH COOTBETCTBYIOIIUH IMArHOCTHYECKUH TTOMCK.
HecMoTpst Ha TO, 4TO CBf3b C NpHMEHEHWEM mpenapata DuOpen” He joka3aHa, cieyer
CO60aTh 0COBYIO OCTOPOIKHOCTH PH IPUMEHEHHH Npenapata JHOpen” y GoIbHBIX-HOCHTEIeH
Bupyca renatura B. Heo0xoaumMo nmpoBOAMTL KOHTPOJIb COCTOSIHMS MMAIMEHTOB Ha IpeaMer
npusHakoB renaruta B. Ilpy nosiBieHuH y HHMX CHMITOMOB 5TOro 3abosieBaHus, CIeayeT
00CYIMTH BO3MOYKHOCTD TPOBE/ICHHS ClICIU(PHUECKOI TepanyH.

Obocmpenue cenamuma C

BapeructpupoBanbl ciydan oboctpenust renmarura C y NanMeHTOB, NOJYYaBHIMX TEParUiO
npenapatoM JHOpen”, 0JHaKO NPUYMHHO-CIIEACTBEHHAS CBA3b C IIPHMEHEHHEM JTaHeplernTa He
Jokazana. Tem He MmeHee, ciejyer coOJ0JaTh OCTOPOKHOCTH MPU IIPUMEHEHWH Ipenapara
Au6pen” y nammentos ¢ renarutom C B aHamHese.

Annepeuyeckue peakyuu

AJUIEPrUYECKHE - PEAKIMU  4acTo C(L[IyTCTBleT npueMy mnpernapara 3H6pe£®. Ilpu mo%blx

TAXKCIIBIX annegmqecmx HITH ana@unamﬂqecxﬂx peaKuusiaxX CICAYECT HEMCAICHHO NPEKPATHTH

npueM npenapara JHOpea”™ U HauaTh COOTBETCTBYIOIICE JICUCHHE.

3amMTHBIN KOJIMAYOK WMIJIbI IINPHIA-PYYKH COJCPIKHT JIaTeKe (CyXOH HaTypaibHbBIH Kaydyk).
[TanMenTsl WM JIMI@, OCYIIECTBISIONINE YXOJ, JOJDKHBI IMPOKOHCYJLTHPOBATHECS CO CBOMM
BPAvyoOM Tiepe/l pueMoM Tipenapata JHOpen”™, eciu npe/uoaraloTess MaHHUITY IS MK ¢ 3l THBIM
KOJITAYKOM HIJIbl MM BBEJICHME mpenapata DHOpen" NauueHTy ¢ W3BECTHOM HIIM BO3MOXKHOM
YyBCTBUTEILHOCTBIO (JJIeprueii) K JIaTekcy.

Hmmynocynpeccus

[lpu Tepanmu waruoutopamn ®HO, B ToM wmcie mnpemaparom Dubpen®, cymecrsyer
BO3MOKHOCTh YTHETEHHs 3AlIMTHBIX MEXaHW3MOB OpraHM3Ma 4esioBeKa NMPOTUB MHpEKIMH H
3JI0KaYeCTBEHHBIX HOBOOOpazoBanuii, nockosibky ®HO ydyacTByer B nporeccax BOCHAJICHHUS H
MOJLYJIUPY€ET KJICTOYHBIH MMMYHHBbIH oTBeT. OHAKO Yy szocmhx OOJILHBIX PEBMATOM/IHBIM
apTpuToM Ha QoHe yeueHus npenapatom DHOpen” He ObLIO BBIABICHO CIy4aeB yrHETCHHS
peakiuii TCPOYECHHOMW THIEPYyBCTBHTEILHOCTH, MMAJCHHS YPOBHS HMMMYHOTJIOOY/IMHA WU

U3MCHCHHSA| YHCJICHHOCTH MOIYJIAIUNA KI]CTOK-3(1)(1)CKTOPOB.

VY jaereil ¢ IOBEHWJIbHBIM HIIHOﬂaTlT{eCKPlM [OJIMAPTPUTOM B PEAKHX CIydasX pa3BHBajach
BETpPsiHAsI OCIIA ¥ CHMIITOMBI aCENITHYECKOT0 MEHMHTHTA, KOTOPbIE pa3pemainch 6e3 0CI0KHEHHH.
[TariienTaM, OBIBIIUM B KOHTAKTE ¢ OOJILHBIMU BETPSHOMN OCITOH, CIIEAYET BPEMEHHO IPEKPaTHTh
IIpUEM IIpenapara Dubpen® u Ha3HF‘-IPITb npoduIaKTHYECKOE JICUeHHE nmmyﬂomoGynmrom

npotuB Bupyca Varicella Zoster. , \
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JddexTHBHOCTH M Ge3omacHOCTh  JiedeHus mpenapatoM  JHOpen” y  GONBHBIX €

UMMYHOCYIIpecCHeil He H3yJalluCh.

3nokauecmeennvie u aumghonpoaughepamuenvie 3a601e6anus

B nocrmapkeTuHroBom nepuojie (cM. paszen «llobounoe jefictBrue») ObUIH MOTyYEHBl OTYETHI O
pa3IMYHBIX 3JI0KAYECTBEHHBIX HOBOOOpa30BaHMAX (BKJIIOYas KapUMHOMY MOJIOYHOM JKE/Ie3bl
JIETKOT0, a Takxke JTuMpomy).

B psijie KOHTPOJIMPYEMBIX KIMHHUYECKHX MCCIe0BaHUH JMMpoMa yalle JHarHoCTHpoBatach y
NalMenToB, NpUHUMaloKX HHrHOuTopsl ®HO, yeM y nanueHToB, KOTophie HX He noiyyanu. C
JIPYTOi CTOPOHBI, 3TH Cllydan ObUIM PEIKMMH, a NIepruo 1 HabmoIeH s 3a OOJIbHBIMH U3 11anedo-
rpynnsl ObUI KOpoYe, 4eM 3a MalMeHTaMH, MOJydalommMu Jiedenne unruburopamun OHO.
Uwmerotess coobleHuss O pasBuTUd Jielikemud Ha (one Ttepanuu uuHruduropamun @®HO.
CymiecTByeT BBICOKHH PHUCK BO3HUKHOBEHHMsI JTHM(POMBI M JICHKEMHUHM Yy [AlMEHTOB C
PEBMATOM/IHBIM aPTPUTOM, SBISIOIIMMCS JUIMTEIBbHBIM 3a00JI€BAaHUEM, XapaKTEpH3yHOIUMCS
AKTHBHBIM BOCIQJICHHEM, YTO caMo 10 cebe ocokHAeT oueHKy pucka. Ilocnenyromuii ananms
KIMHHYECKHX "MCCIIE/IOBAaHUN JTaHeplenTa y IAlMeHTOB € PEeBMATOM/HBIM apTPUTOM HE
NOJATBEPANIT U He HCKITIOYMI MOBBIICHAS pHCKa pa3BUTHS QHKOJIOPHYECKUX 3a00JIeBanMil HA
(done npuMeHeHus dTanepuenTa. B cOoTBeTCTBUYU ¢ COBPEMEHHBIMHU JIAHHBIMH HEJIb351 HCKITIOUUTh
BO3MOXHBIM  PHCK  pa3BUTHA JIUMGoOM, JICHKEMHHM WM JAPYI'HX  3JI0KQY€CTBEHHBIX
HOBOOOpa30BaHuii y naueHToB, noxyyaomux uaruoutopst @HO.

Ecth co0OIIEHHST O pa3BUTHH 3JI0KAYECTBEHHBIX HOBOOOpa3oBaHWi (B IOJIOBUHE CIIyYyaeB
XO0JUKKMHCKHX U HEXO/DKKMHCKHX JTHM(OM), 4acTh KOTOPBIX UMEJIHU JICTATBHBIN HCXOJL, Y JIETEH U
IOJPOCTKOB, MOJyYaBIHX JieueHne uHruoburopamu ®HO, B ToM umcie npenaparoM Dubpen®.
BOJILIIMHCTBO MAIMEHTOB IMOJIyYaId COMYTCTBYIOUIYIO TEpanui HMMyHozenpeccantamu. B
JIPYTHX CIIy4yasix HMeJIH MECTO Pa3/InuHbIe 3JI0KaYeCTBEHHBIE HOBOOOpA30BaHHsl, BKJIKOYas PEKHE
BapHaHTHl, CBs3aHHbIE C uUMMyHocymnpeccueil. [Ipu npumenenum npenapara He0OX0JUMO
YUHTBIBATh PUCK Pa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOPA30BaHMIA.

Pay koorcu
M¢naHoMa ¥ pak Koxu, He oTHocsiummiics Kk menaHome (PKHM), Obuin 3apeructpupoBanbl y
GOJILHBIX, MOTyyaBIIHX jgeyenne uuruouropamu ®HO, Bimouas Iubpen”. Yame scero PKHM

JUAHOCTUPYIOT Y 00JIBHBIX IICOpHAa3OM. Ectb coobiienus jo Pa3sBUTHUH KapIIMHOMbI Mepxenﬂ.

JUiss  BceX MAalMeHTOB, B)Tozmumx B IPyINIly pHUCKa, PEKOMEHYIOTCS neproumecxoe
o0cie/1oBaHHE KOKHBIX TTOKPOBOB.

Obpazosanue aymoumMmMyHHbIX aHmumen

Jleuenne npenapatom DHGpei™ MOXKET COMPOBOKAATHCS 0OPA30BAHMEM Ay TOUMMYHHBIX AHTHTE!

(cm. paszien «Ilobounoe jeiicTBre»). ITH aHTHTENA HE OTHOCSITCS K HEHTPATH3YIOIHM H OOBIYHO
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OpicTpo Hcye3aloT. He oTMedeHo Koppesisilinl Mexay o0pa3oBaHMeM aHTHTE] U KIMHHYCCKOH
3 PeKTUBHOCTBIO TIpernapara, a TakyKe YaCTOTOH pa3BUTHs IOOOUHBIX PEAKIIUi.
Eunauunpie  ciydad  (OPMHUPOBAHUS  JIONOJIHUTEIbHBIX ayTOAQHTUTE] B COYETAHHH C
BOJMAHOYHOTIO00HBIM CHHAPOMOM HIIH CBIIIBIO, CXOJHOM € TOJOCTPoi (opmoii KpacHOH
BOJTYAHKH MJIM JIMCKOM/IHOM (POPMOIT KpacHO# BOIUAHKH (JaHHBIC KIMHHUYECKOrO 00CIe/10BaH s
¥ OHOICHH) OTMEYAIMCh Yy [AIMEHTOB, BKJIIOYass OOJBHBIX PEBMATOM/IHBIM aApPTPUTOM C
TI0JIOJKUTEIBbHBIM PEBMATOM/IHBIM (pakTOpOM.
I'emamonocuveckue peakyuu
Coobmanoch 0 peJIKUX ClyyasX MaHIMTONCHUH M OYeHb PEJIKUX ClydasX arjjacTUYecKou
AHEMHH, B TOM YHC/IE C JIETAIBHBIM MCXOJIOM, y MAlMeHToB, nomyuasmmx Jubpen”. Ciexyer
NPOSIBUTH OCTOPOJKHOCTH NPU TIPUMEHeHHH npenaparta Jubpen” y GONbHBIX, ¢ yKa3aHHAMH Ha
3a00sieBaHMsl KPOBM B aHamHe3e. Bce maumeHThl, WX POJCTBEHHUKH/CH/ICIKH JIOJKHBI ObITh
‘ OCBEJIOMJICHBI O TOM, YTO, €CJIH y MAIMEeHTa BO BpeMs NpueMa npenapara Ju6pen” pazBuBaiorcs
NPU3HAKK M CHMIITOMBI, XapaKTepHble /Ul HMHOEKIHMH WM IeMaTOJIOrHYECKHX HapylIeHHi
(HanpuMmep, NMPOJIOIDKUTENbHAS JIMXOPA/IKa, aHTMHA, CHHSIKH, KpOBOTe‘lellHC, OJIeZIHOCTD), UM
= cneuycr' HEME/UICHHO 00paTuThcs 3a MEIUIMHCKOH HOMOMBIO. Y TakMX NalHeHTOB
PEKOMEH/IyeTCSi CPOYHO IpoBecTH oO0cleoBaHue, BKJIOYAs TMOJHBbIA aHamu3 Kposu. Ilpu
MOATBEPIK/ICHUH JIHarHo3a reMaToJIOrHueckoro 3abosieBaHus, J€YEHUE TpernapaToM Dubpen®
CIIelyeT NMPEeKPaTUTh.
Ilopaxcenue [[HC
NmeroTess peikue COOOIIEHWS O pPa3BHTHM JieMHeIuHM3upyronmx 3abonesanuii I[HC vy
MalMeHToB, MOJYYaBUIUX TEPAIMIO STAHEPUENTOM. BbUIM Talke OYEHb peKHe COOOIIECHHS O
pPa3BUTHH TepUPEPUUECKUX JICMHUCIHHU3UPYIOIUX MOJMHEHponaTuil (BKIKOYas CHHIAPOM
G I'nitena-Bappe). Wccnenopanuii npuvenenus npenapata JuGpen” y GOJBHBIX PacCessHHBIM
CKJIEPO30M MPOBEJACHO He ObLIO, 0JHAKO HcclieioBaHus Apyrux uuruouropos ®HO npu s1tom
3a00JIeBaHUH TOKA3aJIM BO3MOXKHOCTL ero oboctpenus. llepej HayajoM Tepanuu npernaparom
Dubpen™ pekoMeH IyeTcs TIATebHO OIEHHTh COPTHOIIEHHE «PHCK/TI0JIB3a», HEBPOJIOTHYECKH
CTATyC y MAlMEHTOB C JICMHEIMHU3UPYIOUIMMH 3300JICBaHUSIMH, B T.4. HEJIABHO BO3HHUKIIHMMH, A

TaKKe y O0JbHBIX, UMEIOIINX MOBBIIICHHBINH PUCK PA3BUTHSA AEMHEIMHU3UPYIONIET0 3a00/1€BaHusL.
XCH

Cnenyer co6m011an1 OCTOPOKHOCTH B OTHOLIEHWM HazHavyenus Dubpena® mammentam ¢ XCH.
Coobmanocs o peakux (< 0,1 %) ciayuasx passutus XCH, B TOM umcie y IanueHToB 6e3
MOATBEPIKACHHOIO UMEIOIErocs 3ab0sieBaHusi CepAeUHO-COCYIMCTOM cucTtemsl. Hekotopeie u3
NanueHToB ObUIH Mfmoxce 50 ner. JlanHble psijia MccieOBaHUM HOSBOJ]TiOT TPEANOIOKUTD

BO3MOKHOCTE YXY/UICHHS TCUCHHUS XCH y nauueHToB, MOIy4aromux 3H6pqn
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HpumeHeHne STaHepuenTa Juisl JICYCHU aIKOFOJIbHOFO I'eraTuTa HE PCKOMCH/ LY €TCH. =

Kombunupoeannas mepanus

Kom6unanus npenapara DuOpen® u MeToTpekcarta He Jlaja HEOKHJIAHHBIX Pe3yJIbTaToB IpH
uccieoBanuu  6e3onacHocTd. Jloirocpoynoe H3y4eHHE HTOro IOKaszaTelis IPOJI0JIKaCTCs.
Jlanupie 1o OGe3zomacHocTH Inpenapata DHOpen”, KOTOPBIH Ha3Hayaid B KOMOMHAILMH C
METOTpeKCcaToM, ObUIM CXOXKH € TAKOBBIMH M3 OTYETOB O IPUMEHEHHH Iipenapara JHOpen” u
MeTOTpeKcaTa B OTAeIbHOCTH. Jlonrocpounas 6e30nacHoCTh pUMeHeH s npenapara JHOpen” B
KOMOMHAIMHU C JIpyIrUMHU 0a3UCHBIMH IPOTHBOBOCIIAIMTENILHBIMYU TpenapaTaMy HE HCCIIE/I0BaHA.
W3yuenus npumenenus npenapara JHOpen” B KOMOMHAIMHM ¢ APYTO# CHCTEMHOI Tepanueii nim
(doroTepanueit ncopuasa He MPOBOUIIOCH.

['panynemamos Beeenepa

Yacrora pa3BUTHS pa3IM4YHOIO THIIA 3JI0KAUYECTBEHHBIX OIYXO0JICH BHEKOKHOH JIOKaM3aluy Oblia
3HAYMTENLHO BBIIE Y MAlMEHTOB ¢ rpaHy’iemMaro3om Berenepa, monyuasmmx Duopen®™, yem B
KOHTPOJILHOM Ipymiie.

[Tosromy DHOpen®™ He pekomeH1yeTcs Jiis JeueHus GOJIbHBIX IpaHyjieMaro3oM Berenepa.

l

- Anxozonvubiii 2enamum - %

an

TI'unoenuxemus y nayuenmos ¢ caxapnvim ouabemom

Coobmanoch 0 cayyasx THNOIIMKeMEH Ha (OHe Tepanuyu npenaparoM DHOpen” y nalueHTos,
MPUHUMAIONIUX MMITOTJIMKEMHYECKHE TIpenapaThl, 4To TpeOOBAIO KOPPEKIIHMH UX JT03bI.

Brusinue na cnocobnocms ynpaeisime asmomoouiem u no1b306amuCs C1OHCHOU MEXHUKOU
W3zyuenre BiIMsHUS Ha CHOCOOHOCTH YINPaBJISATh ABTOMOOHIIEM W I0JIB30BATHhCA CIOMKHOM
TEXHUKOH TIPH NpUMEHEHHH Tpenaparta Ju6pen” He npoBoaMIOCh. B CBA3M ¢ HTHM, YNpaBIsTh

aBTOMOOMIIEM HJIH IOJIL30BATHCS CIOKHOH TEXHUKOM CIEAYCT C OCTOPOIKHOCTBIO.

®opma BbINyCKA

PacTBop /1151 10/1K0KHOTO BBeIeHUS SO MIr/mit.

1) ITo 0,5 ma (25 mr) wm 1,0 ma (50 mr) npenapara B wpHuIax uis OJHOPA30BOIoO
MCII0JIb30BaHMs U3 OecuBeTHOro crekia (Tun I), cHaOKEHHBIX UIJIOH U3 HEPIKABEIOLIEH CTalH,
3aKPLITON JIBYXCJIIOMHBIM KOJINTAYKOM, IJIACTUKOBBIM YIIOPOM JUISl NAJILIEB U IITOK-TIOPIIHEM C

PE3UHOBLIM YINIOTHUTCIICM.

ITo 4 umfuua B KOMILICKTE ¢ 4 WHIWBHIYAIHHO ynaKOBaHm,nvnvll CIUPTOBBIMHU cal(eTKaMu B
IUIACTUKOBOM YTAaKOBKE € BEHTHJISSIIMUOHHBIM OTBEPCTHEM.

[To 1, 2 wym 6 miacTUKOBBIX YITAKOBOK (25 Mr) wim 1o 1, 2 win 3 mj1acTHKOBBIX ynakoBku (50 =
MI') BMECTE ¢ WHCTPYKIHMEH 10 MPUMEHEHHIO B KapTOHHOM Mayke ¢ KOHTPOJIEM II€PBOrO
BCKpBITUS| niti O€3 Hero. | -
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2) ITo 1,0 ma (50 Mr) npenapara B IINPHI-PYYKE JUIS OJHOPA30BOT0 HCHOJIL30BAHUS € OEJIbIM

IJIACTHKOBBIM KOJIITAYKOM HIJIbI U (bHOHCTOBbIM 3allIUTHBIM KPaHOM. HII’]pPlLl BHYTPH PY4YKH

u3 6ecuseTHoro crekia (tun I), cHaOKeHHBIN UTJION U3 HEpPIKaBEIOIIEH CTallH.

[To 4 LIMPUI-PYYKH B KOMIIICKTE C 4 UHJAUBHUIYAJIbHO YIIAKOBAHHBIMHU CIIMPTOBBIMH

C&J'l(l)CTKaMH B IJIACTUKOBOM YIaKOBKEC C BCHTHJIAIUHOHHBIM OTBEPCTHEM. ITo 1 mjacTukoBOM

YIIaKOBKE BMECTE C MHCTPYKIUEH 110 MPUMEHEHHUIO B KAPTOHHOM Navyke ¢ KOHTPOJIEM IIEPBOTO

BCKPbITHS WA 6e3 Hero.

YcioBusi XxpaHeHus
Xpauuts npu temneparype ot 2 1o 8 °C. He 3amopaxkuars.

XpaHuTh B HEJIOCTYITHOM JUIst JieTel mecre!

Cpok rogHocTu
3 roja.

He npuMeHsATh O HCTEUEHHH CPOKA FOHOCTH, YKAa3aHHOIO Ha ylaKoBKe!

YcioBus ornycka

“OTnyckaior 1o penenty )

IlpousBouTenb:

IIponsseneno:

[Taiizep Aiipiona @apmacsiotukans, Upnanms

Anpec: I'peitnpk Kactn busnec [apk, Knonjankun, Jlyomun 22, Upnanaus
HJTH

[daiizep MOI'. benbrus H.B., benbrus

Anpec: Puiikeer 12, 2870 [Tiope, benbrus

VYnakoBaHo:
[Ipaiizep MOI'. bensrus H.B., b¢nbrus

Anpec: Puiikeger 12, 2870 ITiopce| benbrus

B.narue.ueu PErHcTPALMOHHOIO YI0CTOBEPEHHS

[1¢aiizep Unk, CLIA

Opranusanus, NPHHAMAKIIAS NPETEH3HH NOTPEONTEIst
OOQl) «[1gaiizep UunoBarmm»

123112 Mocksa, IIpecuenckas Ha6., 1. 10
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bl «bamns na Habepexnoit» (biok C)

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

Memne pkep 1o perucrpaiu
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