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Tlpon3ssoacTBeHHbIE MIOWAAKH, YHACTRYIOLIHE B OpoLecce NPOHIBOACTBA JEKAPCTBEHHOTO
npenapara, ¢ YKasaHuem cTajHii npoH3BoJACTBa, HA3BAHHI I GAKTHYECKHX aapecoB
MECTOHAXOKICH S
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IIpoussoocmao 20mo6oll 1eKapcmeenHon (opmer ‘Bettep Mapma-Deprurynr Tm6X 1 Ko.KT,
(pacmeopumens) \Tepmanus / Vetter Pharma-Fertigung GmbH
1& Co.KG, Germany

Schutzenstrasse 87 and 99-101, 88212, Ravensburg, Germany

Iepeuunas ynaxosrka -Il'l(paii:zep MOTI". bensrust H.B., Benbrus /
(nopunuzam+pacmeopumens) ' Pfizer MFG. Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs, Belgium

Hepsuunas ynaxoska :Berrep ®apma-Peprurynr Im6X 1 Ko. KT,
(pacmsopumens) Tepmanns / Vetter Pharma-Fertigung GmbH
& Co.KG, Germany

Schutzenstrasse 87 and 99-101, 88212, Ravensburg, Germany

Bmopuunas/nompebumensckas ynaxosxa Taiizep MOTI". Benbrus H.B., Benbrus /
|Pfizer MFG. Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs, Belgium

Hpouszeodumens (Bonyckaiouyuii konmpois kavecmea) ipaiizep MOI'. Benbrus H.B., Benbrua /
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27.12.2019

MHHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKOM OEJIEPALIMA

MHCTPYKILIMS
110 TIPHMEHCHHIO JICKapCTBEHHOI'O HpenapaTa AV MEOAUIIMHCKOT O IIPUMCHCHUA

Ouopen”

Perncrpannonusiii nomep: JICP-006031/09

Toprosoe nasanne: Dutpen”

Me:xnynapoanoe HenaTeHTOBAHHOE HA3BAHHE: STaHepLenT

JlexapcrBennast popma: 1HOGUIM3AT WIS IPUrOTORNIEHUS pacTBOpa 1Sl 10JIKOKHOIO BBECHHUS
Cocras

Onun dnakos ¢ auoduinzarom COICPIKMIT:

delicmeylouee 6euyecmeo: sTaHepuent 25,0 mr;
échomozamenvheie 6ewecmea: maiuton 40,0 mr, caxaposa 10,0 wmr, TpomeTamon 1,2 Mr (B BHIe

CMECH TPOMETAaMOJ/1a M TPOMETAMOJ1a THAPOXJIOPHAA JI0 JOCTHKEHHS 3HAYCHUS pH 7,4)

OnuH mnpuL ¢ pacTBOpUTEIEM COLAEPHUT: BOAY U1 MHBeKLMiT 1,0 M.

Omnucanne: Genblii THOGHIM3MPOBaHHBIIT TOPOLIOK MK MopHcTas Macca.

PapmakoTepaneBTHYecKas rpynna: (paxropa Hekpo3za onyxoaun-a (DHO-a) HHrUOuTOp.

Kox ATX: L0O4ABO1

DapMako/I0rHYecKHe CBOCTBA

Dapmakoounamura

®akrop Hekposa omyxonn (TNF-q, ®HO) saBasSeTcs OCHOBHBIM LMTOKHHOM, IOJJIePKUBAIOIIHM
BOCIIAMTE/IbHBIH NPOLIECC MPH PEBMATOMIHOM aptpute. [loBbIIIeHHE KoHueHTpauuu ®HO Ttaxke
00HapyeHO B CHHOBMAIBHBIX 000J0YKAX M NCOpHaTHYECKUX OnswKkax y  GoJIbHBIX

[ICOPHATHYECKHUM apTPUTOM, a TaKKEe B I[UIa3Me KPOBH H CHHOBHAIBHBIX TKAHAX OOJbHBIX
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AHKWIOSHPYIOUIMM  CTIOH/WM/IMTOM.  DTaHEPUENT  SBJIAETCH  KOMKYPEHTHBIM WHrubuTopom
ceasbiBaHus ®HO ¢ ero peuentopamu Ha nosepxuocTH KIETKH, W, TaKUM 00pa3oM, HHIHOUpyeT
Ouonornyeckyio aktusHocte ®HO. ®HO 1 MMQOTOKCHH OTHOCATCS K TPOBOCHIATHTE LHBIM
UHTOKHHAM, KOTOPBIE CBS3BIBAIOTCS € ABYMS YETKO Pas/iM4MMBIMH PeLIENTOPaMH dakropa Hekposa
onyxonu (PHOP) Ha noBepxHOCTH KIeTKH: 55-KMI0aaabTOH (pS5) n 75-kunonansron (p75). O6a
®HOP npucyTcTBYIOT B OpraHusMe B MeMOpaHOCBA3aHHON 1 cBOGOAHON (opmax. PacTBOpHMBIe
®HOP perynupyior Guonoruueckyio aktussocts GHO.

®HO u aum¢porokcun cyumecTsyror NPCUMYIICCTBEHHO KaK NOMOTPHUMEpbl, MX OHONOrMueckas
AKTHBHOCTb 3aBMCUT OT nepekpecTHoit cumBku ®HOP, Haxomsmmxcs Ha MOBEPXHOCTH KJIETKH.
JMMepHbIe pacTBOPUMbIE PELIENITOPBI, TAKHE Kak ITAHEPLENT, UMEIOT Oonbiiee cpojacTBo kK MHO,
UCM  MOHOMCDHbIC ~PELCNTOPbl, W, MO0ITOMY, SBISIOTCA 3HAYMTENBHO OONEe CHIbHBIMU
KOHKYPEHTHBIMM MHIHOWTOpaMu cBsisbiBanns OHO ¢ ux KIeTOYHBIMM peuentopamu. Kpome Toro,
HCnonb3oBaHue  Fe-parmenta MMMyHOrZ06yaMHA Kak S7MeMeHTAa CBS3LIBAHMS B CTPYKTYpe
AMMEPHOTO PELINTOpa y VIMHACT NEPHO/ I10J1yBBIBEICHHS M3 CHIBOPOTKH KPOBH.

3HauMTENbHAN YACTH NATONOrMYECKUX HM3MEHEHHii B CycTaBax IIpH PEBMAaTOMJIHOM apTpUTE M
AHKHJIO3HPYIOLLEM CMIOHJWINTE, a TakkKe M3MEHEHMS KOXKH B BHJIE McopHaTHYecKUX Onsmex
BOSHHKAIOT 3a CYET BO3/ICHCTBHA MNPOBOCHANMTENbHBIX MOJIEKYJ, BOBJECYEHHBIX B CHCTEMY,
koHTpoanpyemyro ®@HO. Mexanusm JieiicTBus  stanepuenta, NO-BUAHMOMY, 3aKIHOYaeTcs B
KOHKYPEHTHOM MHIMOMpOBaHUM cBsa3biBaHua OHO c peuenropamu @HO Ha 1oBepXHOCTH KIETKH.
Takum oGpasom, srtanepuent MpEeaynpeisaacT KICTOYHBIH OTBET, onocpeaoBanHelii OHO,
crocobeTBys Ononornyeckoii uHakTHBaumn OHO. OTaHepUeNT Takke MOXKET MOJIYJIHPOBATH
Ouonornueckue OTBETHl, KOHTPONMPYEMBIE JIOMOTHUTELHBIMM MOJIEKYJIaMM, TIepeJalolUMH
CHIHAIl TIO HUCXOAAWIEH (HAPUMEP, LUMTOKWHBI, MOJEKY/Ibl aAre3ud WM nporexHassl). M atu
OTBETHI MOTYT JIMOO CTUMYJIMPOBATD, 1160 KOHTponuposate DHO.

Y OonbHBIX ncopuatuueckum aprputom Dubpen” YAY4IIAeT (pU3HYECKYI0 aKTUBHOCTb M CHMIKAET
BCPOATHOCTb PA3BUTHS MOPAKEHNS NMEPHPEPHIECKUX CYCTABOB.

llocne npekpamenus Tepanuu npenaparom Oubpen” B TeueHue Mecsla BO3MOXKHO 000CTpeHHe
3aboneBanns. DPHEKTHBHOCTL MOBTOPHOIO HA3HAYCH M npenapara B TeyeHue 24 MecsleB mocie
MpEKPAIICHIA TEPANHK CPABHUMA C TAKOBOMH U151 GOJIbHBIX, HE MPEPhIBABIINX JIeYEHHe.
DapmakoKkunemura

OTaHepuenT MeUieHHO abcopOUpyeTcs W3 MECTa MOAKOKHOI HHBEKLMH, OCTHrass MaKCMMaJIbHO#

" ®
KOHUEHTPALKH NPHOIH3NTENILHO Yepes 48 4acoB mocsie 0AHOKPaTHOMH 1036l npenapara DHOpen .
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AbconoTHas OHOAOCTYNHOCTE cocTaBseT 76 %, I1pu BBetennn 10351 npenapara Dubpen” aBasbI
B HELCMNO JI0CTHrAlOTCS B /JBa pa3a OoJiee BLICOKHE PABHOBECHbIE KOHLHTPALMH, YeM Te, uTO
HabmoAalTCA Mocse oaHOKpaTHOM a03bl Ilocne OJIHOKPATHOI'0 TOJKOKHOI'O BBENEHMH 25 Mr
npenapara IuGpen” cpeaHss MakcHMAbHAS KOHUEHTpalMi JTaHepuenTa B Ija3Me KpoBd Obuia
1,65 £ 0,66 wMkr/mi, miomans nog KPHBOH  «KOHLEHTpauus-spems» (AUC) —
235 £ 96,6 Mkr-yac/mi1. BumMMoro HacbimeHus KJIMpEHCa B rpaHMLIaxX 103kl He HAOII01a10Ch.
3aBHCHMOCTh  KOHLIGHTPaUMM STaHepLenTa ot BPEMECHH OMUCHIBAeTCAd OMIKCIIOHEHLMATBHOM
KpuBoi. Cpejinee 3Hauenne oObema pachpesieieHHsi COCTABISET 7,6 1, B TO BpeMs Kak 00bem
pacnpe/ie/IeHis NpU PaBHOBECHOM COCTOSTHUH cocTasser 10,4 1.

M3 oprann3sma staHepuent BLIBOAUTCS MEIIEHHO. [lepnon nonyseienenus (T12) cocTasiser okono
70 yacoB. ¥V nauMeHTOB ¢ PeBMATOMIHBIM APTPUTOM KIMpeHC paseH npubausutensho 0,066 n/yac,
HTO HECKOJIbKO HHKe ero 3HaveHus 0,11 n/yac y 310poBbIX no6pososnbLes. MapMaKOKHHETHYECKHE
XapaKTCPUCTHKH  dTaHEpUeNTa y OOJIBHBIX PEBMATOMAHBIM  APTPHTOM, AHKHJI03UPYIOLIMM
CMOHIHIUTOM M IICOPUA30M CXO/IHBbI.

Jo3a npenapara 9H6peﬂ® 50 Mr, BBeIeHHas OJHOKPATHO, GMOIKBHBATCHTHA Jl03e, MONYyYeHHOMH
NyTEM ABYX MHBEKUMIA M0 25 Mr npenapara, cie/aHHbIX NPAKTHYCCKH OHOBpeMeHHO. Hecmotps
Ha TO, HTO y NAUMEHTOB M 30POBLIX J0OPOBOJIBLEB [10CIE BBEJCHHS MEYEHOIo JTaHepLenTa
PalHOAKTHBHAA METKa JJIMMHHHPYETCH Yepe3 IMOYKH, Y MAalMEeHTOB ¢ OCTPOH MOYEeYHOH MM
MEYCHOYHOH He0CTATOYHOCTBIO He HaGMIoAanoch yBelHyeHus KOHUEHTPallMK STaHepuenTa B
MIasMe KPOBH. Y MNauMEHTOB ¢ OCTPOil M04YevHOH MMM eYeHOUHO] HEJIOCTATOYHOCTBIO
BO3pacTaHHs KOHLEHTPALMKU STaHepLenTa He HaboaaeTcs.

SBHbIX pazinymii B papmakokuHeTHKe 9TaHEPUENTa Y MY>KYHH M JKEHILUH HET.

looxcunvie nayuenmer

Knnpenc u kaxymmecs o6bembl pacripeaesenus STaHEepUENTa B rpymnIe nauMeHToB ot 65 1o 87 ner
CXOJIHbL C TAKOBBIMH Y NMALMEHTOB MOJIOKE 65 JieT.

Jemu

HOBeHHIBHbBIIH HUIMOIATHYECKHH OIHAPTPUT

IIpopune KoHUeHTpaLmii B CLIBOPOTKE KPOBM aHatornyen TAKOBOMY Yy B3pPOCJIbIX MALMEHTOB C
PEBMATOMIHBIM apTpUTOM. Mo/ennpoBaHne MO3BOJISET MPENONOKHTh, YTO Y Aerell crapuiero
Bo3pacra (10-17 ner) u B3pociabIX nauMeHTOB KOHUCHTpaUMA STaHepuenta B IUla3Me KpPOBH

NMPUMEPHO OJIMHAKOBA, a Y AeTel Miaaero BO3pacTa oHa 6y11€r CYLIECTBEHHO HUXKE.
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Ilcopuas
PaBHOBECHbIC KOHUEHTPALMK ITAHEPLENTA B ChIBOPOTKE KPOBH JETei B Bo3pacte ot 4 no 17 ner ¢

NCOpHa3oM H JIeTell ¢ IOBEHWIBHBIM HMIMONATHYECKMM [OJMAPTPUTOM, KOTOPBIE TOJYYaIH
®

DHOpen™, cooTBeTCTBEHHO, B 03¢ 0,8 Mr/Kr oguH pa3 B Hedeno (MakcuManbHas 103a 50 Mr B

Hezemo) u 0,4 mr/xr 2 pasa B Heaemo (MakcHMaibHas 103a 50 Mr B HEJIEJI0) HA MPOTSHKEHUH 48 1

12 nepenb, Oblnu cxomubivu (1,6-2,1 Mkr/Mi). 3HaueHHe 3TOro nokasaTeis COBIMAJAJI0 ¢ TAKOBBIM Y

B3POCIILIX MTALMEHTOB C NCOPHA30M, KOTOPBIM DHOpen” BBoAWICS B 103€ 25 Mr 2 pasa B HeZleJo.

ITokazanus K npHMEHEHHI0

Peamamoudnsiit apmpum

B koMOuHaumn ¢ mertotpekcatom JuOpen” Hazmauaetcs B3POC/ILIM TPH JIEYEHHH AKTHBHOIO
PEBMATOMHOIO apTpUTa CPe/iHeH M BBICOKOH CTeNeHH TKECTH, KOrJa OTBET Ha Oa3HCHbIe
NpoTHBoBOCHAIMTENbLHBIC Npenapatsl (BIIBIT), Brtouas MeTotpekcar, Gbut HeaeKBaTHbIM.
OHOpen” MOKET HasHauaTbes B BMJE MOHOTEpanMH B cjydyae HeIDPEKTUBHOCTH W
HEMEPEeHOCMMOCTH METOTpeKcaTa.

Dubpen” nokazan s Nevenus TAKEJIOr0, AKTHBHOTO M NPOrPECCHPYIOILEro PEeBMATOMIHOrO
apTPHUTA y B3POCIIBIX, HE T0JIy4aBLINX PaHee TePanuu METOTPEKCATOM.

10senwibnblit uOUORamuy eckuti noruapmpum

JleyeHne aKTMBHOIO IOBEHWJILHOIO MAHOTIATHYECKOTO [OJIMAPTPUTA  (CEPOTO3HTHUBHOIO H
CEPOHEraTUBHOIO) y JAeTeil M TOAPOCTKOB B Bospacte 2-17 Jer, Y KOTOpPLIX Ha0I0Janach
He0CTaTouHas PPEeKTHBHOCTL WM HENEPEHOCUMOCTL METOTPEKCaTa.

JleveHne pacnpocTpaHEeHHOIO ONMroapTPHTA y JeTell u NOJPOCTKOB B BO3pacTe crapiue 2 JeT, y
KOTOpPbIX Haboanack HeocTaTouHas Y3pHEKTHBHOCTD WITH HEMNEePEeHOCHMOCTh METOTPEKCATA.
Jleuenne mncopuaruyeckoro aprpura y MoApocTKOB B BO3pacte crtapuie 12 jer, y KOTOpbIX
Habmozanach HeaocTaTouHas H(heKTHBHOCTL Wi HEMNePeHOCHMOCThL METOTPeKCaTa.

JleueHune aprpuTa, acCOLUMMPOBAHHOTO ¢ YHTEIUTAMH, Y NMOAPOCTKOB B Bo3pacTe ctapwe 12 ner, y
KOTOpbIX Habmojanack Hegoctarounas 3(QeKTUBHOCTE I HEMNEPEHOCHMOCTb CTaHOAPTHOM
Tepanuu.

Hecopuamuyeckuii apmpum

Jleyenne akTHBHOTO M NPOrPECCHPYIOLIETO NICOPUATHYECKOTO APTPHTA Y B3POC/IbIX, KOT/a OTBET Ha

Tepanuio BIIBII Gbu1 HeageKBaTHBIM.
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Axcuanvnas hopma cnondunoapmpuma

Aunrunosupyrowguii cnonounum

JledeHne B3pOC/IBIX C THKEIBIM AKTHBHBIM AHKHJIO3HUPYIOUIMM  CTIOHJMJIMTOM, Y KOTOpBIX
TpaJHLMOHHAs TEpanus He NPUBENA K CYIECTBEHHOMY YTy YIeHHIO.

Hopenmeenonocuueckas cmadus axcuanshoi hopmer cnondunoapmpuma

OTaHepuUenT MoKasaH /Ul JIeYeHHs  B3POCABIX  NAUMEHTOB C  THHKEJIBIM TEYEHHUEM
AOPEHTICHONIOTHYECKOH CTaJIMK aKCHalbHOM (OPMBI CHIOHAMIOAPTPHTA, Y KOTOpBIX OTMeHasncs
HEA/IeKBATHBII OTBET MM PE3UCTEHTHOCTb K CTAHAAPTHOH TepamMH, a TaKkKe HMEITCH
00BEKTUBHBIE NPU3HAKH AKTMBHOCTH 3a60J1eBaHMs, NOATBEPKACHHBIC MOBBILEHHEM KOHLEHTPALK
C-peaxtuHoro Gesnka (CPB) w/unu gaunbiMu MPT-ckaunposanus.

Icopuas

JledeHne B3pocabIX ¢ MCOPHA3OM yMEPEHHON M THKEION CTeneHbIo BBID@KEHHOCTH, ¥ KOTOPBIX
MMEIOTCS MPOTHBOMNOKA3AHUA WJIM HEMEPEHOCHUMOCTh JIPYToii CHCTeMHOI TepanMHy, BKIIOYaOLIeH
LIMKJIOCMOPHH, MeToTpekcat win PUVA-Tepanuto.

Jleuenue nereii B Bo3pacte 6 et u CTapuie ¢ XpPOHHYECKHM IICOPHA30M TSKENOM CTeneHH
BBIPLKEHHOCTH, y KOTOPBIX Ha0JII01aach HENMEPEHOCHMOCTD HIIN HEJ0CTATOYHbI OTBET Ha JpYIy1o

CHCTEMHYIO WM (DOTOTEPAIHIO.

IlporuBonokaszanns

TloBbieHHas 4yBCTBUTEILHOCTD K TAHEPLENTY HIIN J0OOMY IpyroMy KOMIIOHEHTY Nperapara.
Cencue MM pUCK BO3HMKHOBEHMS CercHca.

AKTHBHAs MHQEKIMS, BKIIOYAT XPOHHUECKHE WITH JIOKATH30BaHHbIE HHpEKLHH.

Ilepuon rpyaHoro BckapmanBaHus.

OpdexrnBHoCTL M Ge30MacCHOCTH TPHUMEHEHMUs npenapara DH6pen”™ s jeYeHUs 1OBEHIILHOIO
HAMOMATHUCCKOrO MONHAPTPUTA (CEPONO3HTUBHOTO M CePOHEraTHRHONO) M pacnpocTpaHeHHOTO
OJIMrOapTpUTa y NeTeil B Bo3pacTe 10 2 JIeT HE H3YYallnCh.

O pexTuBHOCTL 1 Ge30MaCHOCTb TTPHMEHEHUS npenapata Jubpen” as nevenus ncopuasa y aerei
B BO3pacTe A0 6 JIeT He H3YYaJIHCh.

S dexTnBHOCTL M GesonacHOCTL NPUMEHEHHUS npenapara Du6pen” s nevenus [ICOPHATHYECKOIrO
apTpUTa W apTpUTA, acCOUMMPOBAHHOIO C SHTE3UTAMH, y JeTeil B Bo3pacte miamme 12 ner me

U3YYaIHCh.
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C ocTOpOKHOCTLIO

Hemuenunuzupyromue 3abonesauus, XpOHHYCCKas cepaeqHas HeaoctatoyHocTh (XCH), cocrosHus
MMMYHOAe(HIMTa, 3a00/eBaHms, TpeAPacroNaralomue K Pa3sBMTHIO WJIH aKTHBaUMH HH(EKUMH
(caxapHblii Juaber, renaTtuThl), AIKOrOMBHBIH TrenmaTHT CPEIHETSAKENION0 W TAMENOTO TEYEHHH,
renatit C, AMCKpa3sus KPOBH, HepBHBIe GOJIe3HM (paccesHHbI CKIIEPO3, HEBPHT 3PHTEIIBHOIO

HEpBa, MonepeyHbli MUEJIHT).

IIpumenenne npu GepeMenHOCTH U B HEPHO IPYAHOIO BCKapM/IHBAHHSA

KeHINHBL, crIOCOOHBIE K IETOPOKIACHUIO

JKeHuwMHaM,  cnocoGHBIM K JIeTOPOXKAEHHMIO, CllelyeT  pEeKOMEHIOBATbL  MCIOJIb30BaTh
COOTBETCTBYIOLUMI CrOcO0 KOHTpaLeNnuuu Bo usbexkaHue HacTyIuleHHsi OepeMeHHOCTH B TEUeHHe
TepanuM npernaparoMm 9H6pen® 1 B TEYCHHUE TPEX HeJlellb M0oc/Ie ee NpeKpalleHus.

BepemennocTs

BiusiHue ostamepuenta na mexonbl GepeMeHHOCTH ObUIO HU3Y4YEHO B JBYX Ha0NI0OJaTeIbHBIX
KOTOPTHBIX Mccae10BannAX. B Xone HabmonarensHoro uecne0Banus, noCBAMEHHOrO CPaBHEHHIO
MCXOJI0B OepeMEeHHOCTH Y JKEHUIMH, MPHHUMABIIMX 3TAHEPLENT B MEPBOM TpUMecTpe, ObUIO
3apErHCTPHPOBAHO MOBBILICHHE YaCTOThl PA3BUTHA 3HAYHTEILHBIX BPOIKICHHBIX NIOPOKOB Pa3sBHTHS,
€M B IpYyMIE, He MONYYaBUIMX TAHEPLENT WM HHble aHTaroHncTsl ®HO. TUNBI 3HAYMTE ILHBIX
BPOAICHHBIX NOPOKOB COOTBETCTBOBA/IM BbIABJIECHHBIM B OOLIEH MOMYJIALMH; KAKMX-THOO 0COBBIX
BAPHAHTOB TAKHX OC/I0JKHEHHMH BBISBICHO He ObUIO. M3MEHEeHMS YacTOThl CHOHTAHHBIX abopros,
MEPTBOPOXKACHHH WM HE3HAYMTENBHBIX BPOXKIAEHHBIX TOPOKOB pa3BUTHA OTMEe4YeHO He Obulo. B
ApYroM Hab/IIOaTeNbHOM MEXIYHAPOIHOM PeecTPOBOM MCC/E/I0OBAaHHH, B KOTOPOM CpPaBHMBATH
PHCK  BOSHHKHOBEHHS HEXENaTe/bHBIX HCXOJ0B OepeMEHHOCTH y KEHIUMH, T0JIyYaBIIHX
JTAHCPLENT B TeyeHne nepsbix 90 qHel GepeMEHHOCTH, M Yy KEHIIMH, MONyYaBLIMX TepaIHio
HeOMOIOrHYECKMMH  TNIpenapaTaMm, He ObLIO 00HApYKEHO MOBBILIEHUS PHCKA BO3HHKHOBEHHS
SHAYUTCJILHBIX  BPOJKACHHBIX TNOPOKOB pasBUTHA. JlaHHOE McClieqOBaHME TakKe HEe BBIABHIO
TOBBILICHIS  pUCKA  BO3HMKHOBEHHMS  HE3HAYMTENbHBIX  BPOXKICHHBIX TOPOKOB  pPa3BHTH,
NPEHKACBPEMEHHBIX PO/IOB, POXKICHHS MEPTBOrO IUI0Ja Wi MH(EKLMIl B TeyeHHe NepBoro roga

KM3HH 11 MIaJ€HLUEB, POMKACHHBIX KCHLIMHAMH, NOMy4aBIUIMMH 3TaHEPLENT BO BpEMi
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Oepemennoctu. [IpumensTs npenapar ubpen” Bo BpeMs OEpeMEHHOCTH BO3MOXHO TOIBKO TpH
OYEBHIHOH HEOOXOIMMOCTH.

OTaHepUENT NPOHHKACT B ILIALEHTY M OGHApYKHBaeTCs B CBIBOPOTKE KPOBHM MJIafIeHLIEB, MaTepH
KOTOpbIX MOMy4aM Tepanuio mpenapatom Dubpen® Bo Bpemsi GepemeHHOcTH. KnnHuyeckoe
3HAYCHHE 3TOr0 ABJIEHHSI HEH3BECTHO, OHAKO, Y TaKMX MIIAJEHIIEB MOJKET YBEJIMYMBATLCH PUCK
uHpexuru. He pekomenyeTcs BBeieH e KUBbIX BAKIIMH MJIaJIeHLaM B TeueHHe 16 Hemens nocie
NOTYYEHHs MaTephIO MOC/IEHEH /103b1 3TAHEpLIENTA.

I'pyaHoe BckapMIIMBaHKe

OTaHepLeNT NPOHMKAET B JKEHCKOE IPYAHOE MOJOKO MOCie MO/IKOKHOTO BBeeHHA. Tockosbky
MMMYHOTJIOOY/IMHBI, KaK W MHOTME JpyrHe JICKApCTBEHHBIE MIPEnaparbl, MOTYT IPOHMKATh B
KEHCKOE TPYZHOC MOJIOKO, Cile/lyeT JIMOO MPEeKpaTUTh rPyjHOe BCKapMIMBAHKE, JTHGO MPEeKPaTHTh
npuem npenapara Du6pen” Bo Bpems TPYAHOTO BCKAPM/IMBAHMS, NPHHHUMas BO BHUMAHHE M0JIb3Y
TPYAHOTO BCKApMIMBAHHSA JUlsl pebeHKa U N0JIb3y OT TEPAI|y IS MaTepy.

Penpoaykruehas Gpyukums

HoknuHnueckue naHHble MO NEPHHATANILHOW M MOCTHATAABHONH TOKCHYHOCTH STaHEpUENnTa H o

BIMAHHHM STaHePLeNTa Ha (PePTIILHOCTD U OBILYI0 PENPOLYKTHBHYIO CIOCOGHOCTS OTCYTCTBYIOT.

Cnoco6 npumenenus u 1031

[TonkoxHo.

Jleuenne npenapatom DuGpen” omkHO HazHayathes u KOHTPOJIMPOBATLCS BPAYOM, HMEIOLIHUM
OMBIT B /IMArHOCTHKE W JICYCHHH PEBMATOMIHOTO apTpHTa, IOBEHMIBHOTO HIHONATHYECKONO
TOJIHAPTPHTA, NICOPHATHYECKOTO apTPHUTA, AHKHIIO3UPYIOIIETO CHIOHAMINTA WIH ricopuasa.

Dubpen” B JICKApCTBEHHOM (pOpMe THODUIN3AT A1 MPHrOTOBIEHHS pacTBOpa, B 103UpOBKE 25 Mr
PEKOMCH/I0BaH MAaLMEHTaM ¢ Maccoi Tesla MeHee 62,5 Kr, BKIIOYas JETeN.

Ilepea mpuroroB/iennemM BocCTAHOBIEHHOrO pPacTeopa H BBeJeHHEM Npenapara HeoGXoxHMo
BHEUMATE/ILHO M3YYHTh HHCTPYKIHIO HO €ro NpPHMEHEeHHIO, KOTOpasi HAXOAHTCH B KOHIe

AAHHOrO pa3jeJia.

B3spocnvie
Peemamouoneiis apmpum
Pekomennyemas no03a cocrasnser 25 mr npenapata Dubpen® asaxe B HEJIENII0 ¢ MHTEpBaJoM

3-4 nHs. AnbTepHaTHBHAS 103a - 50 Mr oguH pa3 B HE/E/IO, KOTOpasi MOKET ObITh BBEIEHA MyTeM
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OZTHOKPATHOH MOAKOXKHOH MHBEKUMH 50 MI' WM JBYX HHBEKUMIi N0 25 Mr npenapara, caeaaHHbIX
NPAKTUYECKH OIHOBPEMEHHO.

[Ilpumenenne npenapara B 103e 25 Mr oauH pas B HEIEM0 MOXKeET ObITh MeHee 3(()EeKTHBHBIM M
Aaet Gonee MeaeH bl 3 dekT.

lcopuamuueckuit apmpum

Pexomenayemas nosa - 25 mr npenapara Dubpen” aBaxasl B HEeAemo ¢ MHTepBaioM 3-4 maHd.
AnlbTepHaTHBHAA 1032 - 50 Mr omuH Pas B HEJC/O, KOTOpas MOXKeT ObITh BBeAeHa MyTem
OZIHOKPATHO# MOAKOKHONW MHBEKUMHU 50 MT WK ABYX MHBEKUMHA 1o 25 Mr npenapara, caeJaHHbIX
NPaKTHYE€CKH OAHOBPEMEHHO.

Anxunozupyiowuic cnonounum

Pexomennyemas noza - 25 mr npenapara Dubpen” apaxasl B Hememo ¢ MHTEpBAIIOM 3-4 1Hs.
AnbTepHaTHBHas 103a - 50 Mr oauu Pas B HEIC/MO, KOTOpas MOxeT ObITh BBEIEHAa IyTeM
OZHOKPATHOH MOKOKHOH MHBEKUMH 50 M WM ABYX MHBEKLMi 110 25 Mr: npenapara, cae/IaHHbIX
NPaKTHYECKH OIHOBPEMEHHO.

Hopenmeenonozuveckas cmadus axcuanvnoi opmur cnonounoapmpuma

Pekomenayemas no3a - 25 mr npenapara Dubpen” aBaxsl B HEeN0 ¢ MHTepBaioM 3-4 1Hs.
AnbTepHaTHBHaA 103a - S0 Mr oguu pas B Helle/lo, KoTopas MOXeT ObITh BBeAeHa MyTeM
OJIHOKPATHOM NOAKOXKHON UHBEeKMH 50 Mr win ABYX HHBCKUMH M0 25 Mr mpenapara, cie/aHHbIX
NPAKTHYECKH OIHOBPEMEHHO.

Hcopuas

Pekomenayemas mosa - 25 mr npenaparta Du6pen” nBaxb B HENEN ¢ HHTepBanoM 3-4 nHs.
Bosmokno Beenenue 50 mr fipenapata OJMH pa3s B HEAC/IIO MyTeM OAHOKPATHOH TMOAKOMKHOI
MHBEKLHMH WM IBYX MHBEKUMH 110 25 MT IIpenapara, c/1e/laHHbIX NPaKTHYecKH O/ITHOBPEMEHHO.

B kauecTBe anbTepHaTHBBI MOMHO npumensts Du6pen® mo 50 wr ABaKABl B HEOEM0 Ha
NpoTskeHUH He Gonee 12 menens. Tpu HeobXoaumocTy NpozIo/KeH s Jleuenns Dubpen”™ crenyer
BBOJIUTL B I03¢ 25 MI' ABaMIbl B HeAemo win 50 mr oauu pa3 B Henemwo. Tepanuro cnemyer
TMPOBOMHTL /10 NOCTHIKEHUS PEMUCCHH M, KaK MPaBiUIo, He Gonee 24 Henens. Beenenue npenapara
CICAYET NPeKpaTUTD, €CiH Mociie 12 Henenb NeveHns He HaGITIONAETCA NOJOKUTENBLHOMN JHUHAMHKH
CHMOTOMOB. B HEKOTOPBIX CllyasX MpPONOIKHTENBHOCTh NEYEHHS MOMKET cocraButh Oonee
24 Henenb.

Y B3pOC/IBIX NALMEHTOB B 3aBHCHMOCTH OT OLEHKH Bpaya W HMHAMBHUAYAIbHBbIX 0COOEHHOCTEH

MALAEHTA TeParHio MOXKHO NPOBOAHTE HENPEPLIBHO WM C NepephiBAMH.
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Ilpu  neobxoaumoctn NIOBTOPHOrO  HAa3HAYeHMs MpenapaTa 3H6pe.n®, crenyer  cobumopartk
AJIMTENBHOCTb JICYEHHS, YKA3aHHYIO BbILIE. Pexomenpyercs naznauats 03y 25 Mr aBaxiasl B
HeJemnro Wid 50 Mr oJIMH pa3s B Heeo.

Hoxcunvie nayuenmer (65 nem u cmapuie)

Het HeobxoaumocTh koppekruposats 103y miu crioco NPUMEHEHMSI.

Hemu

Y nereii 103a npenapara Ducpen” PAacCHMTBIBACTCSA MCXO/I U3 MAcChl TeJla MalMeHTa.

Y nereit ¢ maccoii Tena menee 62,5 Kr cieyer npuMeHSTH 9H6pen® B JIGKApCTBEHHOI (opme
TMOGUIN3AT WISl IPUrOTOBIIEHUS PacTBOpa JUlsl MO/IKOKHOTO BBEAGHMS, KOTOPBI MO3BOJISET BBECTH
03y MeHee 25 mr.

Heru ¢ maccoii Tena 62,5 kr u Gosee MOTYT wWcnonb3oBate Dubpen” B JIeKapcTBEHHOH (opme
PAacTBOp U1 TOJKOKHOrO BBEJEHHA B BHAE IINPHLEB WIH WMPHLI-PYYEK IJ1s OIHOPa30BOro
HCIIOJIB30BAHHA.

FOsenunenviit uduonamuyecruii noauapmpum _(demu 8 8ozpacme 2 jem u cmapuie)

Hosa onpenensercs w3 pacuera 0,4 Mr/kr macchbi Tesia (MakcHMallbHas pasoBas go03a 25 MT).
Ilpenapar BBogmuTCs ABaXkABI B Hememo c MHTepBasioM 3-4 nua. Jleyenue npenapatom cienyer
MPEKpaTHTh, eciu nocie 4 MecsAUeB Tepanuu He HaGmoqaeTcs NOJIOKHMTENIBHOH JTMHAMHKH
CHMIITOMOB,

Bo3smoxHo BBetenue n03b1 0,8 MI/Kr Macchl Tena (MakcuMasibHas pazoBas 03a 50 M) OIHH pa3 B
HEJZIENIO.

Pacnpocmpanennviii onuecoapmpum (demu cmapute 2 1em)

Hosa onpenensercs u3 pacueta 0.4 Mr/Kr macchi Teja (MakcuMasbHas pasoBas no03a 25 Mr).
Ilpenapar BBOmMTCS ABasABI B Hememo c HHTepBanoM 3-4 nus. Jlewenue npenaparom cieayer
TIPEKpaTUTh, CCau Mocjie 4 MecsueB Tepanuu He HAGMONACTCS MONOKHTEILHON JMHAMUKH
CHMIITOMOB.

BoamosxHo BBeeHue 10351 0,8 MI/kr Macchi Teta (MakcumanbHas pasoBas qo3a 50 M) OJIHH pa3 B
HEJIEITIO.

Hcopuamuyeckui apmpum (noopocmku cmapwe 12 nem)

Ho3za onpenensiercst u3 pacuera 0,4 Mr/kr macce Tena (MakcHManbHas pazoBas nos3a 25 Mr).

Ilpenapar BBOAMTCS ABaXKaBI B Hememo ¢ MHTEpBanoM 3-4 nus. JleweHue npenapatom cnenyer
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MPEeKPAaTUTb, €C/IM 10cae 4 MecAlUeB Tepanuu He HaOIIoNaeTcsl MOJIOKHTEIbHO JUHAMMKH
CHMIITOMOR.

BosmoxHo BBenenne 10361 0,8 MI/kr Macchl Tena (MakcumankHas pazoBas 103a 50 Mr) oquH pa3 B
HEJIENIO.

Apmpum, accoyuuposannwiii ¢ sumesumamu (nodpocmxu cmapwe 12 nem)

Hosa onpenensercsi u3 pacuera 0,4 Mr/kr macchl Tena (MakcuManbHas pasosas 1o3a 25 mr).
[Ipenapar BBOAMTCS ABaKIbl B HENETIO C MHTEpBaoM 3-4 nHa. Jlewenne npemaparom caenyer
NpEKPATHTb, €CIIM nocie 4 MeCALUEB Tepanuu He HaGMOJaeTCs MNONOKHUTENbHOMN JUHAMMKH
CHMIITOMOB.

BosmoxkHo BBeeHue 10361 0,8 MI/kr Macchl Teja (MakcuManbHas pa3oBas 103a 50 Mr) oauH pas B

HEOemo.

llcopuasz (Demu 8 gozpacme 6 nem u cmapue)

Hosa onpenensercs u3 pacuera 0,8 Mr/Kr Macchl Tena (MakcumanbHas paszoBas goza 50 M),
llpeniapar BBOAMTCS OMH pa3 B HemeNIO, UIMTENLHOCTS Tepanuu cocTaBnseT He Oonee 24 Henens.
Beenenune npenapara cinenyer npekparturs, eciau nocie 12 HEZEJIb JIeYeHus: He HaOmoaaeTcs oTReTa
Ha MPOBOJAMMYIO TEPAIHIO.

Ilpn  HeobxoamMMoCTH NOBTOPHOrO HasHaYeHus npenapata u6pen”, ciaeayer cobnoaare
AIMTENLHOCTL  JIeYeHNs, yKkasanHylo Beiue. Jloza npenapara — 0,8 MI/KT Macchl Tena

(MakcumanbHas pazoBas 103a 50 Mr) oguH pas B Hemelo.

B caywae nponycka 0oswl 6 nonoscennoe épemsi, HeOOXOMMO BBECTH Mpemapar cpasy Xe, Kak
TOLKO 00 9TOM BCIIOMHMITH, HO [IPH YCJIOBUM, 4TO ClIeAyIOLlas MHBCKUMA 10JKHA ObITh HE paHee,
YeM uepe3 AeHb. B npoTHBHOM ciyuae Heo6xomumo NpONyCTUTEL 3a0bITYI0 HHBEKLMIO M CHAENATh

BOBPEMs OYEPEIHYIO HHBEKIIHLIO.

Hapywenue gynrkyuu nevenu u novex: Her Heo6X0IMMOCTH KOPPEKTHPOBATh /103Y.

HHCTPYKIIMSI TIO [IPUTOTOBJIEHHIO H BBEJAEHHIO PACTBOPA JJIsI
INOJAKOXXHOT'O BBEAEHUSI ITPETMTAPATA DHBPEJ®

Beenenune
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He nerraiitecs ucnons3oBats npenapar 3H6pen®, noka Bl He yBepeHbl, YTO MOHSITH, KAK €ro
NIPABHJILHO MPHTOTOBUTE W BBECTH.

Haumentsl umm ux poaurenu / onekymsi, KOTOpble OYyT MPOBOAWTL MHBEKLIMH, JOJKHBI OBITH
MPOHH(POPMUPOBAHBI O TOM, KaK TPaBHIIBHO NpoBOANTHL HHBEKUMIO. B cityuae, ecnu B ganbHelimem
HHBEKLUHH OYyT NPOBOAMTHLCA CAMUM MALMEHTOM HJIM €ro POZMTENAMH / ONEKYHOM, TO mepBoe
BBEJCHHE HEOOXOJMMO OCYIIECTBHTH O] KOHTPOJIEM KBaJIM(HLUUPOBAHHOIO MEJULMHCKOTO

NepcoHaIa.

He cmemmBaiite sror npenapar nns mmbexnmii Bmecre ¢ ApPYTHM HnpenapaToM B OJHOM

mnpaue Hian gpaakone!

HHcTpykumm no xpanenuio npemnapara 3H6pen®, BKJIIOYas BOCCTAHOBJIEHHBIH PacTBOp, HAXOAATCS B

paszene «Yc/loBHs XpaHEeHHS».

Tloozomoexka k 8sedenuio npenapama

. TwaresnbHo BBIMOIiTE pyKH.
. Bribepure unctyio xopoio OCBCLLUCHHYIO TI0CKY10 pabouylo MOBEpXHOCT.
. IlnactukoBas ynakoBka mis BBeZCHHS OIHOI A03bl Mpernapara J0/DKHa COAep:KaTh

TPEAMETEL, TiepeyncieHnble Hinke. (Ecnu B nulacTukoBoii ynakoBke He XBaTaerT Kakoro-iuco
NpEAMETa, HE HCMOb3YHTE ero M CBSKMTECh C  (hapMaleBTOM). Hcnons3yiite Tosbko

nepeyducieHHsle npeamets. HE HCITOJIB3YUTE ApYrHe WIpHLEL.

1 @naxon, codepacawuii nuodunuzam npenapama 3H5p€.fl®

1 wnpuy, codepacawyuii npospaineLi becysemuuiii pacmeopumens (600a ons UHveKyuil)
I unvexyuonnasn uzna

1 aoanmep ons ghnaxona

2 cnupmoswie cargemru

[IposepbTe cpok roaHoctH (Mecsit u roJ) Ha MapkupoBke (akoHa M mnpuua. Ux He ciaenyer

HCIIONIB30BATh 10 HCTEYEHUH YKa3aHHOro cpoka.
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Hpuzomosnenue doszel npenapama 3?!5p€)1® Ot UHbeKYuU
. JlocTanbTe conepkUMOe MIacTHKOBO YHaKOBKH.
° Ypanute [1acTHKOBBI KONMAaYok ¢ (uiakoHa (cm. pucynok 1). HE CHHUMAMTE

PE3HHOBYIO NPOOKY M aNIOMHHHEBOE KOJIBLIO BOKPYT FOpIbIlLKa (akoHa.

Pucynok 1

1

\

. C moMoumpio uKcTol cnupTOBOi candeTku NpoTpHTE PEe3UHOBYIO npobky Ha ¢uakoHe c
npenaparom Du6pen”. [ocse 00paboTku He npukacaiitech K Heii pyKaMu W He Jomyckaiite ee

KOHTaKTa ¢ Kakoii-1100 nosepxHocThIo.

. [ocrasbTe drakoH B BepTHKANBbHOE NOJOKEHHE Ha YUCTYIO TIOCKYIO MOBEPXHOCT.
. Ynanure OymakHoe MOKPBITHE ¢ YNAKOBKH ¢ azanrepoM 1uis (hakoHa.
. He BbiHMMas anantep u3 miacTukoBoli ynakoBkH, NOMeCTHTE ero Ha ¢aakoH ¢ npenaparom

Du6pen” Takum o6pasom, uTobbl ocTpUe afanTepa GbLIo B LEHTPEe NPHIOAHATONO Kpyra Ha KpbILiKe
(akona (cM. pucyHok 2).

. OnHoii pykoii npouno nepxute (nakon Ha mockoii noBepxHoCTH. Jpyroii pykoii HagaBuTe
Ha YNIakoBKY ¢ ajantepom no Hanpasiaennto CTPOIO BHU3, noka He NOYYBCTBYETE, YTO OCTPHE
aaanrepa npouio yepes Kpeiwky (nakona, 1 HE [IOYYBCTBYETE u HE YCJIBILLIUTE, KAK
OBOJIOK AJIATITEPA TIOTIAJI HA MECTO (em. pucynok 3). HE HAJIABJIMBAMTE na
ajarrTep noj yrioM (CM. pucyHok 4). BaxkHo, ytoGbi OCTpHE ajlanTepa MoJHOCTLIO MPOLLIO Yepes

KPBILKY (hrakoHa.

Pucynoxk 2 PucyHok 3

i

/R
ll

[NIPABHUJIbHO HETIPABUJIBHO
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. Hepxa pnakon B omHoii pyke, ynamure TLIaCTHKOBYIO YNAKOBKY ¢ ajanTepa /Ui (iakoHa
(cM. pucyHok 3).

PucyHok 5

AN
=N

. OrjioMHTe  3aWMTHBIA KoAMaYoK mmpuua c pacTBOpMTENneM 10 MecTy mnepopauuu
KoJnayuka. Jlenaitre 510, noovepenno otrubas Kojinavok BBEPX M BHH3 JI0 T€X MOP, MOKA KOJINAYOK
HE OTJIOMHTCA 110 MecTy nepdopauun (cM. pucyHok 6). HE YIAJISIUTE wacts 6enoro KOJINavkKa,

OCTaBIYKOCA Ha HInpHLe.

Pucynok 6

. He wcnone3yiite wnpuu, ecnm konumk kosnmauka YKe O0TJIoOMaH 1o nepgopupoBaHHOI
JMHHH. Bo3bMuTE Ipyrylo ynakoBky.

. Hepika mmnpuu 3a cTeKIAHHBIIN UMAMHIP (HO He 3a Oenblil KONMAa4ok) B OOl pyKe H
ajanrep s (iakoHa (Ho He caM (IakoH) B APYTOii, COeIMHUTE INMPHIL ¢ aAaNTEPOM LI ¢nakona,
BCT4BHE KOHYHK B OTBEPCTHE M MOBEPHYB 10 YacOBOH CTpeNKe A0 MOTHOTO COEeIHHEHHUs (CM.

PHCYHOK 7).

Pucynok 7
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Hobasnenue pacmeopumens

. Hepxa nakoH BepTHKANBHO Ha MIOCKO nosepxHoctu, OYEHb MEJIJIEHHO napaBute Ha

NOPIICHB, MOKa BECh PAcTBOPHUTE/Ib HE OKAXKETCH BO li)ﬂal(OHe. 3To nomosker CHH3HUTb 06pa3013a|-me

NeHbl (MHOKECTBA MMy3bIPLKOB) (CM. pHCyHOK 8).

o Hocne noGarnenus pacrBopurens s npenapar Ju6pen® NOPIIEHb MOXET TOJHATHCS

CaMOCTOATENILHO. ITO HOpPMallbHO H CBA3aHO C JaBJIEHUEM BO3ayXxa.

PucyHok 8

. He orcoenunss wmpuu, akkypatho Bpaulaire (iakoH, 4To6bl pacTBOPHTE MOPOLIOK (CM.

pucyHok 9). HE BCTPSIXUBAWTE bnaxon. oxaurecs noamoro PacTBOpeHHs nopoiuka (06b14HO
9T0  3aHuMaer wmeHee 10 wmuHyT). PactBop momKeH ObITh Npo3payHbIM  HWIH  CJIerka
ONAIECUHUPYIOUWNM, OeCLUBETHBIM HIH CBETI0-XKENTHIM, Oe3 KOMKOB, XJIONbEB WM 4YacTHL. Bo
(hnaxone mMoskeT ocTaThes HeMHOTO Ge10ii MEHBI, 3TO HOPMAJILHO.

HE HCHOJIB3YHTE npenapam Onubpen”™, ecau NOpOWLOK 60 raKone He pacmeopuics 8 mevenue

10 murnym. Bosemume noeyio MIACMUKOBYIO YRAKOGKY ¢ npenapamonm.

Pucynok 9

P

Kax nabpame pacmeop npenapama uépen® uz Gaarona

. He orcoenmuss wnpuu or dnakona u ajantepa Ui (rakoHa, MOAHUMHTE (IAKOH 0

YPOBHSL T3, nepxka ero BeepX AHoM. HamaBure Ha nopiienb, 4ToGbl OH TMONHOCTBIO BOMIEN B
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wmnpu (cM. pucyHok 10).

° 3areM MEUICHHO MOTAHMTE 3a MOPIUEHb, YTOGKI Habparh JKMIAKOCT B wIMpHL (CM.
pucyHok 11). Jlns B3pocibIX nauueHToB HaGepute Beckh PacTBOp, ec/M Ball Jeqalluil Bpay He
PEKOMEH/I0BA/ BaM MHY1I0 103UpoBKY. [Uist AeTeii - HabepuTe UL HEOGXOAMMYIO YacTh pacTBopa,
Kak ykasan Bpad Bawero pebenka. I[Tocne Toro kak Bbl Habpaam TpebyeMyio 103y mpenapata
Du6pen”, B LUIPHLIE MOKET ocTaTbCst Bo3ayX. He Gecrnokoiitech 06 3TOM, NockonbKy Bbl yaanure

BO3/IyX M3 LUMNPHLIA TO3KeE.

Pucynoxk 11

\

. Hepxa (iakoH BBEpX JHOM, OTKPYTHTE INPUL] OT aJianTepa, MoBEPHYB €ro NPOTHB 4acoBOii

CTPEJIKH (CM. pHCYHOK 12).

o Ilo1021Te HANOAHEHHBIA WPUL HA YHCTYIO POBHYIO MOBEPXHOCTb. YOeauTeCh, 4TO KOHUUK
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LUIpHLA HUYCTO He Kacaeres. byabTe OCTOpOKHbI M He HagaBute Ha nopiekb. ([Ipumeyanue:
MOCNE 3aBCPIICHUA OTUX JEHCTBUA, BO (DJIaKOHE MOMKET OCTAThCA HEGOBLIOE KOTHYECTBO

JKHMIKOCTH — 3TO HOPMAIBLHO).

Kax nademe ueny na wnpuy

. Hrna nomeuiena B nnacTHKOBbIi KOHTeliHep st COXPaHEHMS €€ CTEPUIIBHOCTH.

. YToOBl OTKPBITH MIACTHKOBBII KOHTEHHEp, AepIKUTE ero KOPOTKUii IMPOKHIi KOHEL! B OHOI
pyke. pyroii pykoit BosbMuTe Gojiee JTMHHYIO 4acTh KOHTelHepa.

° Yrobel cnomats mwiom6y, notsuute Gosee JMUTHHHYIO YacTh BHH3, a 3aTEM BBEpX, [10KA OHA He

OTJIOMHTCH (CM. PUCYHOK 13).

Pucynok 13

{7,
3

. [locne Toro kak nuomGa cnomana, yaanure KOPOTKYK) LIMPOKYI0 HacTh ILIACTHKOBOTO
KOHTelHepa.
° Hrna ocranercs B JUIMHHOMN 4acTH yMaKOBKH.
. Hepxa uriy v koHTeiiHep B 0AHOMH pyKe, BO3bMHTE WMPHL M BCTaBbTE€ KOHYMK LUMNpHLA B
OTBEPCTHE MIJIBL.
. [IpucoenuuuTe WINPUL K UIJie, MOBEPHYB €ro Mo 4acoBoii CTPEJIKE J10 [10JIHOTO COEAMHEHHS
(cM. pucyHok 14).

Pucynok 14

. YIanuTe KOJIMAa4oK ¢ UIMIBI, NOTAHYB 3a HEro; crapaiitech He 3a1eTh WIJly M HE JOMYCTHTE
KOHTAaKTa WIJIBI ¢ YeM-aubo (cM. pucyHok 15). IMocrapaiitech He crubats u He KPYTHUTb KOJIMAa4Y0K

NpH yJaJeHHH, YTOOBI HE IIOBPEANTH MIJTY.
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Pucynok 15

. Hleprka WNpHLL BEPTHKATBHO, YAAJINTE Ty3BIPHKH BO3/YXa, MEIEHHO HAXKUMAs Ha NOPIIEHb,

TOKa BECh BO3JYX HE BBIH/ET U3 WINpHLA (CM. pUCYHOK 16).

Pucynok 16

T

Sh)

Buibop mecma unverxyuu

. Pekomennyiotes Tpu Mecta 11 BBefeHUs npenapara DHGpen™: (1) nepenuss noBepxXHOCTH
cpeiHeil Tpetn Gespa; (2) xkuBoT, Kpome 06GnacTu pasMepoM 5 cM BOKpyr nynka; (3) HapyskHas
TMOBEPXHOCTH IU1eya (cM. pucyHok 17). Eciiu Bbl e1aete MHBEKLMIO cebe, He clleyeT HCMOJIL30BATE

HAPYKHYIO MOBEPXHOCTB IJjieya.

Pucynoxk 17

L I
VAN

&b
W\
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. Kaxaylo MHBLEKIMIO cliefyeT BBINOMHATL B HOBOE MecTo. MecTo Ka&KI0H HOBOM MHBEKLMH
AOJKHO OBITh HAa PacCTOSIHUM HEe MeHee 3 CM OT MecTa npeapiymnx uHbekuuii. HE BBOJJMTE
fpenapar B y4acTKH, B KOTOPbIX €CTh 0O0JI€3HEHHOCTb, TMOKpPAaCHEHHE KOKH, KPOBOINOJTEK WJIH
yiotHenye. He BBoAMTE B y4acTKH co lupamMaMy wiu pacTskkaMH. (MoskeT oKasaThbesa MONE3HBIM
3aIHCBIBATE MECTA NPEIBIYIIHX HHBEKLHI).

. Ecin Bol wmm Bawm peGenok Goneer NCOPHA3oM, cTapaiTech He BBOJMTH Mpenapat
HETIOCPCACTBEHHO B Y4aCTKM, TMpPHIOJHATBIE HAZ MOBEPXHOCTBIO  KOMKH, YTOJILIEHHEIE,

MOKPACHEBIINE HIIM B 04ary ¢ WIe/IyIEHHEM («IICOPHATHYECKHE OIALIKNY).

llodzomosxa mecma unvexyuu u esedenue pacmeopa 3H6pen®

. KpyroseiMu BrkeHMsAMH ipoTpuTe ydacTok KOXH, B KOTOpbIii Oyznere BBoAMTL DHOpen®,
urcToi cniuproBoii canderkoit. HE KACAUTECH »toii 061acty J10 BBINOJIHEHHS HHBEKLIMH.

. Koraa ouMieHHbIH y4acToK KOXH MOJHOCTHIO BBICOXHET, O/IHO# pyko# cobepuTe KOXKy B
CKIafKy W yaepxuBaiite ee. Bropoii pykoii pep:ure mmpuL, Kak Kapanpaw. Crapaiitech He
A0TparuBaThbes 10 OYMILIEHHOH MOBEPXHOCTH KOKH.

. BBICTpbIM KOPOTKMM /IBHXKeHMeM HanpaBbTe UIly B KOKY moX yrjiom ot 45° mgo 90° (cm.
pucynok 18). Co Bpemenem BbI Haiifiete yroi, naubosee yaoOubI 1ns pebGenka. Crapaiitech He

BBOJIMTb MIJY B KOXKY CIHIIKOM MEJJIEHHO WK C YPE3MEPHBIM YCHITHEM.

Pucynok 18

. ocne Toro, kak Mrya MOAHOCTLIO BOMET B KOy, BBINYCTUTE CKIAJKY KOXH, KOTOPYIO BbI
Aepann. CBoOOAHOMH pyKOii npuaepikuBaiiTe ocHOBaHMe LWINPHLA, 4TOOBI CTAOWIM3HPOBATL €ro

NOJIOKEHHE. 3aTeM HA/IaBUTE HA MOPLIEHB, YTOObI BBECTH BECh PACTBOP ¢ MEIEHHOIl I0CTOSHHO
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CKOPOCTBIO (CM. pUCYHOK 19).

PucyHok 19

. Koraa wnpuiy craver nycreiM, ussiekure ULy M3 KOXXH; CTapaiiTech JepKaTh ee 1o TeM
JKe YTIJIOM, 101 KOTOPBIM €€ BBOIHIIH.

. Hanaeute BatHbIM TamMnmoHoM Ha Mecto MHBekuMH B Teuenme 10 ceKyHa. Mosker
BO3HMKHYTh Hebosbwas kpoBotounsocts. HE TMPOTHPAMTE mecto HHBEKUMHA. MoxkHo

HaJIOKUTH MOBA3KY.

Ymunuzayus pacxodnwvix Mamepuanos

. HHUKOI'IA ne ucnons3yiite LUMIPHLL M MIJIbI MOBTOPHO. Y THIM3UPYIHTE MINIBI M IITIPHIL,
CJIEny PEKOMECHAALMAM BallIero Bpava, MeIMLIMHCKOMN CeCTpbl WIH (apmauesra.

Ecin y Bac ects Bompocel, noanyiicra, obpaTuTech K Bpauy WIH Melcectpe, KOTOpbIe
paGoraior ¢ npenapatom Dubpen”.

Xpauenne pacTsopa npenapara Iubpen” B HepPHOJ MeXIY HHbeKIHIMH

PactBop npenapara Du6pen® PEKOMCHIYETCA UCMOJL30BaTh Cpasy mocie passeneHus. B ciyuae,
CCIH pacTBOp HE MCMOJIL3YeTCs Cpasy, ero MOXHO XPAaHHTE B XOJOJHIbLHHKE 2°C-8°C)s.
TeueHHe 6 waco. B ciyuae, eciu pacTBop He HCTIO/Ib3YETCS 110 MCTEYCHUM 6 4acoB, ero cieayer
YHHYTOXKHTE.

Iocne xpanenns B XonoaunbHuKe, cieyer aaTh PacTBOpY HArpeThCs 10 KOMHATHOMH TEMIIEPATypBI.

INoGounoe geiicreue

Kparkue cBeienus o npodmune 6ezonacHoCTH

K Haubonee PacnipoCTpaHEHHBIM HEXKEJIaTEeJIbHBIM PCaKLHAM OTHOCSTCH peakuMiH B MeCTe

MHBEKUHMH (Takue Kak 60Jib, MPHITYXJIOCTh, 3y/I, IOKPACHEHHE H KPOBOTEYEHHE B MeCTe MPOKOJia),
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MHQEKUMH (TaKkMe KaK WHQEKUMH BEPXHUX ABIXATe/IbHbIX nyrei, OPOHXUT, MHPEKIIMH MOYEBOTO
My3sIpsA ¥ MHEKUMH KOXM), aJUIEPrudeckKHe peaKLiiH, oOpazoBaHMe aHTUTeN, 3yl M TOBBILICHHE
TEMIepaTyphl.

Ipu npumeHerny npenapara DuGpen® GbUTH TakKke 3apErHCTPUPOBAHLI CEPRE3HbIE HEXKENATENbHBIE
peakumu. AHtaronuctel ®HO, Takue Kak ITaHEPUENT, OTPHLATEIBHO BIMAIOT HA HUMMYHHYIO
CHCTEMY, H HX NPHMEHEHUE MOKET OTPULIATENBHO MOBIUATH HA 3aLIMTHbIE CBOIICTRA OpraHu3Ma or
MHDEKLMI M 3M0KaYeCTBEHHBIX HOBOOOPA30BaHHil. Cepbesnble MH(eKUMH nopaxaoT MeHee 1 u3
100 naimenTos, NoAyYaOWKX JeYeHHe TIPENapaToM Du6pen”. OTyersl BRIOUAIM COOOILEHUA 0
JICTATILHBIX H YTPOXKAIOUINX KU3HH HH(EKUMSIX U cencuce. Bbuli Takoke 3aperncTpHpoBaHbl cily4au
PA3HBIX 3/I0KA4YCCTBEHHbIX HOBOOOpa3oBaHMii NIPH NpUMeHeHuy npenapata JHOpen”, BKIOYas pak
MOJIOYHOH XKeJe3bl, JIErKOro, KOxkH M TMM(pATHIECKHX Y3108 (nmumdoma).

Beuti Takke 3apermcTpupoBaHbl CilyuaMm cepbe3HbIX TeMaToJIOTHYECKHX, HEBPOJIOTHYECKHX M
AyTOMMMYHHBIX peakunii. K TakoBbIM OTHOCSTCS peakue cooOLICHHS O MAHLMTONCHHH M OYEHb
peakue cooOmeHus o0 anjacTUYecKoil aHeMuH. Ilpn npumeHenun npenapara 9H6pen®
LCHTpajIbHbIE M nepUepHuecKne NeMHETHHU3MPYIOUME 3ab0IeBAHUS HAGMIONAIHCH penko u
OYEHb PC/KO, COOTBETCTBEHHO. PerncTpupoBanuch peikve ciyyad BONYAHKH, MATONOTMYECKHX
COCTOAHMH, CBA3aHHBIX C BOJTYAHKOI, M BACKYJIUTA.

CIHCOK HEKENATENBHBIX peaxkuuii B BHje Tﬂﬁﬂl/lllb[

Crenyrommii cnMCOK HEXKeNaTelbHbIX PeaKiMii OCHOBAH HA OIBITE NPUMEHEHHS Npenapara y
B3POC/LIX MALMCHTOB B KJAMHMYECKHX MCC/ICJOBAHMAX M HA OIMBITE MOCTPEIHCTPALHOHHOIO
NpHMEHEHHUs Mpenapara.

B pamkax cHCTEMHO-OpPraHHOro Kjacca HekKelare/ibHbIe PeakuMH pacripeiesieHbl Mo ClieAYHOLMM
KaTeropusM HacToThl (IPOTHO3MPYEMOE KOJMYECTBO MALIHEHTOB, Y KOTOPBIX BO3HHKHET peakius):
O4eHb 4acto (> 1/10); wacto (ot > 1/100 go < 1/10); Heuacro (ot > 1/1000 mo < 1/100); peako (ot
= 1/10 000 no < 1/1000); ouens peako (< 1/10 000) ¥ HeM3BECTHO (HEBO3MOXHO OMNpe/e/HTh Ha

OCHOBaHHWH UMEIOUIUXCA JaHH le).
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CHcremuo- Ouens Yacto HeuacTto Penxo Ouenn Yacrora
OpraHHbIi 4acTo =1/100 go 21/1000 30 | >1/10 000 a0 | peaxo HEH3BeCTHA
Kjaace >1/10 <1/10 <1/100 <1/1000 <1/10 000 (HeBO3MOMKH
0 onpefe-
JIHTH HA
OCHOBAHHH
HMEIOLIHX-
Csl JAHHBIX)
Undexunon- | Undexumn Cepbesnsie TyGepkynes, PeakTuBauus
HBIE H (BKIrOUAs uHpeKLHH ONIMOPTYHHCT BHpYyca
napasurap- HHOEK LMK (BKTIOUas HYecKHe renatura B,
Hble BEPXHHX TTHEBMOHHIO, | HH(pEKIMH THCTEPUO3
3a0osieBaHUA | ABIXATENb- NAHHUKYJIUT, | (BKIIOYas
HBIX MyTeH, OakTephalb- | MHBa3MBHbIE
OpoHXHT, HbIi apTpHT, | rpUOKOBHIE,
LMCTHT U CEIICHC H MpOTO30ii-
uHpeKH napasurap- HblE,
KOMKH)* HbIE OakTepuaiin-
vHpekumn)* | Hole,
aTHUNHYHbIE
MHKOOaKTepH
abHble,
BUDYCHBIE
MH(pEKLMU 1
HHpeKLH,
BbI3BaHHbIE
OakrepuaMu
poaa
Legionella)*
Jobpokauect Hemenanom- | 3nokayect- Kapuunoma
BEHHBIE, HblE BEHHas Mepkens
3710Ka4ecT- 3/10Ka4ecT- MejaHoMa (cM. pasgen
BEHHBIE U BEHHbIE (cM. pazmen «Oco0sblie
HEYTOYHEH- OITYXOJTH «Oco0ble YKa3aHHs»)
HBIE OIYXOJIH KOXU* (cM. YKa3aHusi»),
(BKTIOvAs pazgen JmMboma,
KHCTBI H «Ocobbie neiiko3
TOJTHIIbI) yKa3aHus»)
Hapywenus TpomGouu- IMaHuutone- | Annactuuec- | Iematodarow
€O CTOPOHBI TOINEHHSA, HuA* Kast aHEMHUA* | HTapHBIH
KPOBH H aHeMusl, CHHIPOM
JMMpaTHUec- neiikoneHus, (cunopom
KO CHCTEeMBI HeHTponeHus aKTHBaLIUK
Makpodaros)
*
Hapyuwienns Annepruveck | Backynur Cepbe3Hble Yeyrybnenue
€O CTOPOHBI M€ peaKLHH (BKJIFOUas aLIepruveck CHMITOMOB
UMMYHHO# (cM. pasnen BACKYJIUT C He/aHadunax JepMaToMHO-
CHCTEMBI «Hapymenus | obpa3zosa- THYECKHE 3UTa
€O CTOPOHBI HHEM peakiuuu
KOXKH H AHTHHENHTpo} | (BKIOYas
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CucreMHo-
OpraHHbIH
KJ1ace

Oyenn
4acTo
>1/10

Yacro
=>1/100 go
<1/10

Heyacro
=1/1 000 no
<1/100

Penxo
=>1/10 000 xo
< 1/1000

Ouyenn
peako
< 1/10 000

YacrtoTa
HEH3BECTHA
(HEBO3MOKH
0 onpene-
JINTh HA
OCHOBaHHMH
HMEKLHX-
Csl AAHHBIX)

HOJKOKHBIX
TKaHEH»),
BbIpaboTka
ayTOaHTHUTEN
*

WIBHBIX
LUTOMIa3Ma-
THYECKHX
aHTHTeN)

AHTHOHEBPO-
THYECKHi
OTeK,
Oponxo-
crnasm),
CapKOMI03.

Hapyumenus
CO CTOPOHbI
HEPBHO#
CHCTEMBI

SABnenus,
CBSI3aHHEIE C
JleMHEeTHHH3a
uueit LIHC,
CBHIETEJILCTB
YIOLIHE O
paccesHHOM
CKIIepo3e HIIH
MECTHBIX
JNEeMUETHHH-
3UPYIOIIHX
3aboJieBa-
HHUAX, TAKHX
KaK HEBPHUT
3pUTENILHOTO
Hepea
nonepevHbli
MHEJIUT (CM.
pazaoen
«Oco0Obie
YKazaHHsA»),
nepugepu-
YecKHe
JeMHeTHHH-
3UpYIOIIHE
3abonesa-
HM,
BKJTFOYas
CHHAPOM
l'uiiena —
Bappe,
XpOHHYEC-
Ky10
BOCTIAJIH-
TeJIHYIO
JleMHEeJTHHH-
3HpYIOLIYIO
MOJIMHEHpO-
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Cucremuo- Ouenn Yacto Heuacro Peako Ouenb Yacrora
OpraHHblii 4acTo =1/100 go 21/1000 70 | >1/10 000 a0 | peako HEH3BeCTHA
Kiaace =>1/10 <1/10 <1/100 <1/1000 <1/10 000 (HeR03MOKH
0 onpene-
JIMTh HA
OCHOBAHHMM
HMEIOLLHX-
CAl JaHHBIX)
NaTHio,
JAeMHETUHH~-
3UPYIOLLYIO
nonuHeiipo-
NaTaio u
MyJIbTH(]O-
KaJIbHYIO
MOTOPHY0
HeHponaTuio
(cMm. pazpen
«Ocobbie
YKazaHus),
CYIOPOX HbIH
MPHCTYN
Hapymenus Veewnr,
€O CTOPOHBI CKJIEPHT
opraHa
3peHust
Hapyuenus VYeyrybne- Hosgrii
CO CTOPOHBI HHe NPHCTYI
cepaua CHMITOMOB 3acTOHHOM
CepleydHoi CeplevHOi
HE/I0CTaToY- | HeJOCTAaTOY-
HOCTH (cM. HOCTH (CM.
paznen paszen
«Oco0bIe «OcoGhbie
YKazaHusy) YKa3aHuUs»)
Hapywenus Hutepctu-
CO CTOPOHBI LUHaIbHas
JbIXaTeh- Oonesnn
HOIi JIETKUX
CHCTEMBI, (BuFOUas
OpraHoB MTHEBMOHHT H
IPYAHO#t JIErOUHbIH
KJIEeTKH H ¢ubposz)*
CpeaocTeHUs!
Hapyuenus IToBbiienne | Ayroummynn
CO CTOpPOHBI YPOBH#A blif renaTuT*
MEYEHH NEeYEHOYHBIX
HKEeT4eBbIBO- (epmenTop*
AALIHX My Tei
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Cucremnuo- Oyenn Yacro Heuacrto Penko OueHb YacTora
OpraHHbIii 4acTo = 1/100 no 21/1000 x0 | >1/10 000 a0 | peaxo HEH3BEeCTHA
Kiaace >1/10 <1/10 <1/100 < 1/1000 <1/10 000 (HeBO3MOKH
0 onpeje-
JIMTHL HA
OCHOBaHHH
HMEHIIHX-
Csl JIAHHBIX)
Hapywmenns 3yn, ceinb AHruoneBpot | CHHAPOM Tokcuuec-
CO CTOPOHBI HYECKUH CruBeHca — | kwii
KOXKH U OTEK, JxoHCOHa, 3MUAEPMALH
HOJKOKHBIX ncopuas KOXHBI bl HEKPOJIH3
TKaHeil (BKImouas BacCKYJIMT
HOBBI (BrIHOUan
cay4aii BacKyJIuT
BO3HUKHOBE- | MpH
HHA WK THUNEPYyB-
obocTpeHue, | cTBHTENL-
a TaKxe HOCTH),
MycTynes3- MHOTo(opm-
HBIi copuas | Has JIpUTEMA,
c JIHXEHOMU I~
NPEUMYLIECT | Hble peaKLHH
BEHHBIM
nopaxeHHeMm
KHCTE 1
cromn),
KpanuBHMIIa,
[ICOpHA3010-
J100Has chinp
Hapymenus Koxnas
CO CTOPOHBI KpacHas
CKeJIeTHO- BOJIYAHKa,
MBILLIEYHOM nojgocrpas
CHCTEMBI U KOXHas
COEIMHUTEITh KpacHas
HO# TKaHH BOJIYaHKa,
BOJTYAaHOYHOI
OJI00HBIIH
CHHAPOM
Obmue Peaxuun B [Mupekcus
paccTpoiicT- | Mecre
Ba U HHBECKUMH
HapylleHHs B | (BKJIIOYas
MecTe KpOBOTEYe-
BBEJEHUS HHe,
obpazoBanue
CHHAKOB,
spuTEMY,
3yn, 6ok 1
NPHITYXJIOCTh
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Cucremuo- Ouensb Yacro Heuacro Penko OyeHb YacTtoTa
OpraHHbI 4acTo >1/100 go 21/1000 70 | >1/10 000 a0 | peaxo HEH3BECTHA
Kiace =110 <1/10 <1/100 <1/1000 <1/10 000 (HeBO3MOKH
0 onpeje-
JIMTH HA
OCHOBAHHH
HMEIOILIHX-
CSl JAHHBIX)

)t

* CM. «OnHcaHKe OTHENbHbLIX HeXKellaTelbHbIX peaxuumii

Onucanue OTAEJbHBIX HE)KeNAaTeNbHbIX peakLui

3noxavecmsennvie nosoobpasoeanus u aumeponponughepamuenvle 3abonesanus

Cro ppamuate geBste (129) HOBBIX 3/10KAYECTBEHHDBIX HOBOOOpa30BaHMii pasnMuHbIX BUIOB
Habmoznanucek y 4114 nauueHToB ¢ peBMaTOHAHBIM apTPUTOM, MOJIy4YaBIIMX JIEYEHHE MperapaToM
Oubpen B Xole KIMHMYECKMX HCC/IEI0BaHHIA NMPOJAO/KUTEILHOCTEIO 0 6 JieT, BKmovas 231
NalUeHTa, B TedeHHe 2 JeT MNOJY4aBIIMX JIeYeHHe MpEenapaToM Oubpen B KoMOWHAUMH C
METOTPCKACTOM B HMCC/IE0BAHMM C AKTHBHBIM KOHTpoJeM. [lojydyeHHble B 3THX KIMHMYECKMX
MCCIICI0BAHHAX 3HAYEHMS 4aCTOThI M 3a00/IEBAEMOCTH COOTBETCTBOBAIH 3HAYCHUAM, OXHIAEMBIM
A MccaeyeMoil nonyiauuu. B KIMHHYeCKHX Mcclie1oBaHuAX NMPOJIOJDKUTENIEHOCTBIO 10 2 JIET ¢
ydactuem 240 DNAUMEHTOB C [ICOPHATHYECKHM AapTPHTOM, Nnojay4aBiX OuOpen, ObL1o
3apErHCTPHPOBAHO BCETO 2 Cilydas Pa3BUTHA 3710KAYECTBEHHBIX HOBOOOPA30BaHMil. B KITMHHYECKIX
MCCICAOBAHMAX ¢ yyacTHeM 351  [auMEHTOB ¢ aHKWIO3HDYIOLIMM CITIOHIMITUTOM,
TPOAO/DKUTELHOCTE  KOTOPBIX MpeBbillania 2 roja, ObUI0 3aperHCTpUpOBaHO 6 clydaes
3/10KaYECTBEHHBIX HOBOOOPa3oBaHHil y NaLKEeHTOB, nofyyasmux JH6pes. B rpynmne, BKJIKOYaBLLIEH
2711 nauMeHTOB ¢ OAMIKOBHIHBIM NICOPHA3oM, MOJy4aBWIMX DOHOpen B JABOMHBIX-CHAENMBIX U
OTKPEITBIX HCC/IEN0BAHUAX NPOAOIKHTEILHOCTBIO 110 2,5 neT, Gbuio 3aperncrpuposato 30 ciyyaes
3MOKAYECTBEHHEIX HOBOOOPAz0BaHMii U 43 clyuas HEMENaHOLMTAPHOTO PaKa KOXKH.

B rpynne, BkmouaBweii 7416 nauueHTOB, NONTy4aBIIMX JIeYeHWe MpenaparoM DHOpen B
IOTMHUYECKUX  MCC/ICIOBAHWAX  PEBMATOMIHOTO  apTPUTa,  [ICOPHATHYECKOTO  apTPHTA,
aHKW/IO3MPYIOWICrO CMOHAWIMTA M TcOpHasa, ObUIO 3aperucTpHpoBaHo 18 ciyvaeB pasBUTHS

MMGOMBL
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B nepuoj noctperucrpaunonHoro Habmoenus Takke coobmanocs o Pa3sBHUTHH 3J10KAYECTBEHHBIX
HOBOOOPa30BaHMI pPa3MUHBIX BHIOB, BKIIOYAs pPaK MOJIOYHON JKeiesbl M JIETKMX, a TaKxke
maMpomy (M. pasaen «Ocobubie yrasanusy).

Peaxyuu ¢ mecme esedenun npenapama

Y NauMeHTOB ¢ peBMaTHYeCKMMHM 3260/ ICBAHUSMMU, noJsiy4aBimux JHOpen, oTMeyanach 3HAYUTENIBHO
Goslee BbICOKAs YaCTOTa Pa3BUTHA Peakilii B MecTe BBEICHHS npernapara 1o CpaBHEHHIO ¢ TPYINoi
mnauebo (36% vs. 9%). Peakuuu B Mecte BBeaeHHs npenapara, Kak NpaBHIIO, Pa3sBHBAIMCH B
NepBbli MecAL npuMeHenns. CpeaHss MPOIOIKUTEILHOCTS peakuuii cocTaBisia NPUOIH3UTEILHO
0T 3 10 5 AHeit. B GonbluMHCTBE CilyyaeB jieueHue, B CBS3H ¢ Pa3BUTHEM peaKLUii B MECTe BBEIEHHS
fipenapata, B Trpynnax, npMHHMaBwMX OHOpen, He NpPOBOAMIOCH. BOJBIIMHCTBO [AaLUEHTOB,
KOTOPLIM  HA3HAYalM JIEYCHHE MO0 JaHHOMY NOBOAY, MOAYHalM CpPeAcTBA JUif Hapy#HOro
NPUMEHEHHA, TAKHE KaK KOPTMKOCTEPOM/bI, WM QHTHIHCTAMHMHHBIE MPEraparbl BHYTpb. Kpome
TOrO, 'y HEKOTOPBIX TALMEHTOB OTMEYAOCh MOBTOPHOE Pa3sBUTHE PEaKUMii B MeCTe BBeICHHS
fipenapara, XapakTepHusylouleecs OJHOBPEMEHHBIM pPa3BHTHEM peaKUMH KaK B MECTe Cambix
TNOC/ICAHUX, TaK M NPEAWECTBYIOWNX HHbeKUMH. Kak npaBwino, pauHble PEaKkLMH HOCHIH
TPAH3UTOPHBI XapaKTep U NPH JICYeHHH IOBTOPHO He Pa3BUBATHCE.

B KOHTponMpyeMbIX MCClEIOBaHMAX C yYacTHeM NALMEHTOB ¢ OMAIKOBHAHBIM TICOPHA30M B
TCUCHHE NEpBRIX 12 Hepenb JeueHus npumepHo y 13,6% [ALHEHTOB, IOJIyYaBUIMX JIeYeHHe
npenapaToM DHOpes, pa3BUBAIMCh PEaKlMM B MECTe BBEICHMUS npemnapara 1no cpaBHeHHIO ¢ 3,4%
NAaLKEHTOB, MOMYYaBLUIMX M1aue6o.

Cepvesnuie unghexyuonnsie 3abonesanus

B nnauebo KOHTponMpyeMBIX HCCIEIOBAHMAX MOBBILEHHE YaCTOTHI Cepbe3HBIX HH]eKuuii
(hatasnbHBIX, YrpOKAIOUINX KHU3HU, TPEGYIOMMX FOCIUTATH3ALHKIO WK BHYTPHBEHHOE IPUMEHEHHE
aHTHOWOTHKOB) He HaGmonanock. Cepbe3Hbie HHDEKUMH, BKMIOYaBlKe abcuece (paziTH4HOM
JloKanu3aluK), bakTepueMuIo, GPOHXHUT, Gy pCHT, BocnaleHUe NOAKOKHOI KIETYaTKH, XONELHCTHT,
AUAPEIO, AMBEPTHKY/IUT, SHAOKAPAUT (MOZ03PEBAEMBIii), racTposHTepuT, rematut B, herpes zoster,
A3BY HWKHEH KOHEYHOCTH, MHGEKUMIO POTOBOI TONOCTH, OCTEOMMENHT, OTHUT, TEPHTOHHMT,
THEBMOHMIO, MUEIOHE(PHT, CENCHC, CENTHYECKHIT APTPUT, CHHYCHT, HHPEKLMIO KOKHBIX MOKPOBOB,
A3BY KOMKHBIX MOKPOBOB, MH(EKUMIO MOYEBBLIBOAALIMX IyTeH, BACKYJIMT H PaHEBYIO HHQEKIHIO,
ObLIM 3apErHCTPUPOBAHBI Y 6,3 % MALMEHTOB C PEBMATOMAHBIM apTPUTOM, M0JIy4YaBUIMX JIeYeHHE
npenapatomM OHOpen 10 48 MecsueB. B 2-X JeTHeM Hcc/eIOBAHHM ¢ aKTHBHBIM KOHTpOJIEM, B

TEYCHHE KOTOPOro MALHCHTBbI MOJTY4ali MOHOTEPanHio DHOPENIOM, MOHOTEPAIHIO METOTPEKACTOM
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HIIH DHOpe/1 B KOMOMHALIMK C METOTPEKCATOM, YacTOTa BO3HHKHOBEHHSI cepbe3HbIX HHbeKIMI Oblna
O/IMHAKOBOH B TpeX pasHbIX rpynmnax. Tem He MeHee, HENb3S HCKIIOYMTE BEPOATHOCTb TOTO, YTO
NpuMeHeHHe DHOpena B KOMOMHALMM C METOTPEKCATOM MOINIO GbITh CBS3AHO C TOBBILLUESHHBIM
PHCKOM pasBUTHA HH(EKLMIA.

B mnaue6o koHTposMpyeMbIX wHccnemoBaHMX NPOAOCIKHTENBHOCTBIO 10 24 Helenb He ObUlo
BLIABIICHO pasiiMuuii B 4acTOTe BO3HMKHOBEHHs HH(EKLMIA MEX1y TrpynnaMyd MalUeHToB ¢
ONSUIKOBUAHBIM  1ICOPHA30M,  MONYYaBLIHX OHOpen u mnnaune6o. CepbesHble MH}EKIHH,
Pa3BHBABLIMECH Y NALMCHTOB, NOJYYaBIIMX JICYCHHE MPENapaToM DHOpPes, BKIIOYATH BOCIAICHHE
MOAKOKHOH KIIETYaTKH, TacTPOSHTEPHT, IHEBMOHHIO, XOJICLIMCTHT, OCTEOMMEJIUT, TacTpHT,
AMNEHANLNT, CTPENTOKOKKOBBII (hacuMuT, MHO3HT, CenTHYECKHIl LIOK, JNHBEPTUKYIHT U abcuece. B
ABOHHBIX-CNEMbIX U OTKPBITHIX HCCIIEA0BAHHAX TCOPHATHYECKOTO apTpuTa Obljla 3aperucTpHpoBaHa
cepbe3Has MHpekuns (MHeBMOHMSA) y | naumenTa.

Coobwanoch 0 pasBUTHH cepbesHbIX M (aranbubix uHQexuMii npH npuMeHeHUM npenapara
OunOpesn, KoTopele ObUIM  BbI3BaHBI Oaktepusmu, MuKkoGakTepusMH (BKIIOYas TyOepkynes),
BHpyCamMH M rpHOaMy. B HeKOTOpLIX ciyyasx MHpEeKLHH Pa3BUBAIIUCE B TEYCHHE HECKOJIBKUX HEElNb
focie Havajla JieueHMs npenaparoM DHOpes y mauMeHTOB, HMEIOLIMX MOMHMO PEBMaTOMHOrO
apTpUTa NpeApacnojiarallllie  OCHOBHbIE  3a00JIeBaHMA (nanpumep, caxapHblii  guaGer,
XPOHMYECKYIO CEPCYHYI0 HEJOCTATOYHOCTh, C AKTHBHBIMH WIH XPOHHYECKHMM MH(EKLHAMH B
aHamHese) (cM. pazder «Ocobbie ykasanus»). JleueHue npenapatoM DHOpen MoXeT MOBBILIATE
CMEPTHOCTB y MALMEHTOB C MOATBEP)KIACHHBIM CEIICHCOM.

Ilpn nevenuu npemaparom DuGpen orMeuanock Pa3sBUTHE ONMOPTYHHUCTHYECKHUX HHQEKIIMI,
BKJTIOYas. MHBA3WBHYIO TPHOKOBYIO, napasutapHyio (B TOM uMciie BbI3BAHHYIO NPOCTEHIIMMM),
BUPYCHYIO (B ToM uncnie herpes zoster), 6akTepuanbHyio (B TOM uHMC/Ie BBI3BAHHYIO JTHCTEPUAMH H
JICTHOHEIIAMH), a TaKKe aTHITHYHYIO MuKODaKTepHanbHylo HHeKumo. B 00be IMHEHHBIX JaHHBIX
KIHHMYECKMX  MCCIC/0BaHMH  ofwas  4acToTa  ONMOPTYHHCTHYECKHX uHpexumii  y
15 402 naumeHTOB, MoayYaBINX OHbpen, coctaensiaa 0,09%. Yactora spienuii ¢ MOIpaBKOi Ha
BO3/lelicTBHe mpenapara cocraiasna 0,06 seaeumii Ha 100 nauMeHro-ner. B mepHon
MOCTPErHCTPALMOHHOTO NIPUMEHEHHS NpenapaTa npuOIM3UTENBHO MMOJOBMHA BCEX KIMHHYECKHX
CIy4aes ONMNOPTYHUCTHYECKMX HH(pEeKUMii BO BceM Mupe Obina oGyC/IOBNEHa HHBA3HBHBIMH
rpubKoBbIMU uHPpekuMaMu. Yame Bcero PETHCTPHPOBAIMCE MHBA3UBHBIE TPUOKOBbIE HMH(EKIMH,
BbI3BaHHbIC rpubkamu pona Candida, Pneumocystis, Aspergillus, n Histoplasma. Bonee nonoeuna

JIETaJIbHbIX HCXOA0B IIAlIMEHTOB C OINMOPTYHHUCTUYECKHMH HHC[JE.‘KIJ,HHMH ObL1a o6ycnoxmeHa
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HHBA3HBHLIMM ~ TPHOKOBBIMH ~ MH()EKUMAMH.  BOJBIUMHCTBO  JIeTailbHBIX HCX00B  ObUTH
3apeTHCTPHPOBaHbl Y TMAUMEHTOB C MHEBMOHHWEH, BBI3BAHHOI Prneumocystis, cHcTeMHBIMH
TPHOKOBBIMH MH(EKLMSIMH HEYCTAHOBIEHHOMN 3THONOMMH H acnepruiuie3oM (cm. paszden «Ocobwie
YKazanus »).

Beipabomka aymoanmumen

Y B3pOC/IBLIX TALMEHTOB C LENBIO OOHApYKEHHUs ayTOAHTHTEN TPOBOAMIICA AHATH3 o6pasios
CBIBOPOTKH KPOBHM, B3ATbIX B pasHble BPEMEHHble TOYKH. Cpeld NalMeHTOB ¢ PEBMAaTOMIHEIM
APTPUTOM, Y KOTOPBIX MPOBOAMIOCE OINpeAeieHHe AHTUHYKneapHbIX aHtuten (AHA), mons
NalMCHTOB, y KOTOPLIX BIEPBbIE ObUI MMOJYYEH [0MOKHTE/bHBII pe3yjbTaT Tecta Ha
dHTHHYKICApHBIE aHTHTena (2 1 : 40), Gbuia BbIe y NALMEHTOB, noay4yaBwux SHopen (11 %), no
CPaBHEHHIO C NMAlMEHTaMM, MoJy4aBMMH 1miaue6o (5 %). dons NAalHEeHTOB, Y KOTOPBIX BIEPBbIE
OTMeYanach BBIPAOOTKA aHTHTEN K ABYXCIUPAILHOI JIHK, Taioke Obuia Bblie mpH oLeHke c
NOMOLUBIO - paIMOMMMYHOJIOTHYeCKoro aHanu3a (15% naumeHTOB, nojiy4aBliMX JHOpen, mno
CPaBHEHHIO ¢ 4% NaLMEHTOB, MOIYYaBIIMMH Mauebo) U ¢ NOMOLIBI0 UMMYHO(IIYOPECLIEHTHOrO
aHanusa Ha wierkax Crithidia luciliae (3% MalKHeHTOB, MOJy4aBIWIHX DHOpeN, 10 CpaBHEHHIO ¢
OTCYTCTBHEM aHTHTEN K AByXcrnupanbHod JIHK y MalMeHToB, nojyyaBwMx miaue6o). Jloas
TNAlLMEHTOB, TOJIYy4aBWIMX JHOpeN, y KOTOpLIX OTMevaiach BbIPAbOTKAa aHTHKAPMOJHITHHOBBIX
AHTUTEN, YBEIMYHBAIACh AHAIOTMYHBIM 00Pa3oM MO CPaBHEHHIO ¢ NalxeHTaMH, T0Jy4aBUIHMH
miauebo. BinusHue pnurensHoro neyenus npenapatoM DHOpen Ha pa3BHTHE ayTOMMMYHHbIX
3a001eBaHUii HEM3BECTHO.

Y DNauMeHTOB, BK/IIOYAS MALMEHTOB C TONOKHTEILHBIM PEBMaTOMIHLIM  (pakTOpoM, ObUIH
3APErMCTPHPOBAHBL  pelkMe ciydad oOpa3oBaHus  Jpyrux AYTOAHTHTEN B COYETAHUM C
BOIMAHOYHONOMOOHBIM ~ CHHIPOMOM MM CHINBIO, KOTOpbIE MO JaHHBIM  KJIMHHYECKOTO
oOciie1oBaHUs M GHONICHM COBMECTHMBI ¢ MOAOCTPOM KOKHOH (hOPMOMH KpacHOH BOMYAHKM MM
JAMCKOMIHOM (opMOii KpacHOii BoTYaHKK,

Tanyumonenus u annacmuveckas anemus

B nepuon nocrpeructpaumontoro vaGmonenus Co00WANOCH 0 CITyYasX pa3BUTHA NAHLMTONECHNH 1
arIaCTU4ECKOH AaHEMMM, HEKOTOPbIE M3 KOTOPBIX MMENH NeTalbHBI HCX0I (CM. pasden «Ocobuie
VKazauusay).

Humepcmuyuanenvie sabonesanus neziux

B KOHTpONMpyeMbIX KIMHMYECKHX HCCIENOBAHMSX STaHepUEerNTa MpH ero NMPHMEHEHHH MO BCEM

NOKazaHUAM 4YacToTa (HOHH l'la].ll’leHTOB) HEKC1aTeNbHbIX SABJICHHI B BHIe HHTEPCTHLHAIIbHBIX
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3abo/ieBaHuil JIErKMX y NAUMEHTOB, MONYHAIOUIMX STaHepuent 0e3 COmyTCTBYIOLIEH Tepanuu
MeToTpekcaroM, cocrasiuia  0,06% (kateropus wactoTel  «penko»). B KOHTPOJIMPYEMBIX
INTHHHYCCKUX MCCIC/IOBAHMAX, B KOTOPBIX Pa3pelianock COMyTCTBYIOLIEE IPUMEHEHHE STaHepLenTa
M METOTPEeKCaTa, 4acToTa (10/1s MalMeHTOB) HeXKeaTebHbIX SBICHUI B BHjE HHTEPCTHUHAJIbHBIX
3aboneBanmit nerkux cocrapisna 0,47% (kaTeropus 4acToThl «HeuacToy). B NOCTMapPKETHHIOBBIX
HCCEIOBAHMAX  COOOINAIMNCE  Cllyyau TIPOSIBICHMS HHTEPCTHLHANBHBIX 3a00/ieBaHHil  JIerkux
(Bktouas NHEBMOHMT u (HGPO3 JIETKOT0), HEKOTOpPbIE M3 KOTOPBIX ObUIM CO CMEPTENBHBIM
HCXOO0M.

Conymemeyrowas mepanus. anaxunpoii

B MccienoBanusx, B KOTOpBIX B3pocible namMeHTHI MoJy4aJid  COMYTCTBYIIIEE JICYESHUE
[penapaTrom 3H6peﬂ® M aHaKMHPOH, Habmonanack Gojlee BBICOKAS 4YacTOTa BO3HHKHOBEHMS
CEPhE3HBIX HH(EKLUMH 10 CPABHEHHIO ¢ MPUMEHEHHEM npenapara Dubpen” B Buze MOHOTEpanuu, 1
y 2 % nauuentoB (3/139) passuBanacek HeiTponenus (abCoJIOTHOE KOJIMYECTBO HeiiTpodunos <
1000/MM3). Bo Bpems wueifrponenuu y omHoro naumenta PasBWICA MAHHUKYJIHT, KOTOPBIi
PA3pELIMICA nocie rocnuranmsauuu (cM. pasdenst «Ocobbie ykasanusy u «Bsaumodeiicmenie
COPY2UMU NEKAPCMBEHHBIMU CPEOCNBAMILY ).

Tosvuuenue axmuenocmu nevenounix depmenmos

B [BOHHBIX CJIENBIX KOHTPOMMPYEMBIX KIMHHYECKHX MCCNIE/IOBAHUAX STaHepLenTa MNpH €ro
IPUMEHEHHH 110 BCEM I0KA3aHWAM 4acToTa (1011 MALMEHTOB) HEXKeIaTe/bHbIX SBICHHI B BHE
TOBLILICHAA AKTHBHOCTH MEYCHOYHBIX (PEPMEHTOB Yy MALMEHTOB, MOJYYaBLIMX sTaHepuent 6e3
COMYTCTBYIOLIEH Tepanuu METOTPEKCATOM, COCTaB/IsIA 0,54% (kateropus 4acToTsI «HeyacTo»). B
ABOMHBIX CJIENBIX KOHTPOJMPYEMBIX KIMHUYECKHX HCCIIC/IOBAaHUSX, B KOTOPBLIX pa3peliaioch
COMYTCTBYIOLUEE TIPUMEHEHHE OJTaHepuenTa M METOTpeKcaTa, 4acToTa (mons  mauMeHToB)
HEXKEMATC/IbHBIX SBJICHUH B BHJIE MOBBILICHUA AKTHMBHOCTH MMEYeHOYHBIX (depmMeHTOB cocTaBnana
4,18% (KaTeropHs 4acTOTBI «4acTON).

AymoummyHHoiil 2enamum

B KOHTpOnupyeMbIX KIMHMYECKHX HCCIeI0BAHMAX STaHepuenTa MNpH ero NPUMEHEHHH MO BCeM
T0Ka3aHHAM 4aCTOTa (10151 NALMEHTOB) HEKeNaTeNbHBIX SBICHMI B BHIC ayTOMMMYHHOI'O reraruTa
¥ HMALHCHTOB, NOMyHAlOIMX STaHepUenT Ge3 ColyTCTBYIOLIEH Tepanuu METOTPEKCATOM COCTABIIANA
0,02% (xareropms uacToThl «penko»). B KOHTPOJIMPYEMBIX KIIMHMYECKUX HCCIEI0BAHUAX, B
KOTOPBIX paspeluanock ConyTCTBYIOLICe NPUMEHEHHE ITAHEPLIENTa U METOTPEKCATa, H4acToTa (mons

NALMEHTOB) HEKENaTeNbHbIX SABACHUI B BHIE ayTOMMMYHHOIO rematuta cocraeisia 0,24%
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(kaTeropus 4acToTel «HEYACTON).

Hobounwie pearxyuu y demeii

Hedxicenamenenvie sgnenus y nayuenmoe demckozo 803PACMA C I06EHUIbHLIM UOUONAMUYECKUM
apmpumom

B nesom 4actora u BBl 1060UHBIX peakumii Yy AeTei ObLIM MOXO0XKH Ha Te, KOTOpble HAGIIOAATHCE
Y B3pOCIBIX MauMeHTOB. OTIMYMA OT B3POCIBIX M JIpyrue XapaKTepHble 0COOEHHOCTH OINUCAHEI
HUIKE.

Hupexumu, koTopsle Habmomanuch B KIMHHYECKHX HCCIICIOBAHHAX Y JeTel ¢ IOBEHWIbHBIM
MIMONATHYECKUM TOJIHAPTPUTOM B Bo3pacTe oT 2 10 18 jer, Gbutu Jerkoii u YMEPEHHOH cTeneHu
BbIPLKEHHOCTH, a WX BMIbl HE MNPOTHBOPEYMIH TEM, KOTOPble OGBIMHO BCTpEYaloTcs Ccpeau
amMOynaTopHeIX maureHToB. COOGLIEHHS © THKEIBIX HEXKEJIaTe/IbHBIX SBICHUSX BKIIOYAIH
BETPAHYIO OCNy C CHMITOMaMM acenTHYeCKOro MEHHHIHTA, KOTOpBIE pa3pewidnuce 6e3
OCIIOJKHEHMH  (cM.  paszen «Ocobble  ykazaHusi»),  anmeHIUUMT, racTPO3HTEPHT,
JETPECCHIO/PACCTPOIiCTBA  JIMMHOCTH,  SI3BbI KOXH, 930()aruT/racTpuT, CenTHYeCKMii wIOK,
BbI3BAHHbIH CTPENTOKOKKAMH Ipymnnbl A, caxapHblii auabet I Tna W MHQEKIMH MATKUX TKaHell 1
TNIOCJIEONEPALMOHHBIX PaH.

B opHoMm mccnepoBanum y nereii B Bo3pacTe OT 4 10 17 jeT ¢ HOBEeHWIBHBIM HAMONATHYECKUM
apTputoM y 43 u3 69 (62 %) nereii Obina 3apErucTpUpoBaHa MH(QEKLUHS BO BpeMs JeYeHus
npenapatom Dubpen” nocne 3 MECSLIEB MCCIICNI0BAHMUS (YacTh |, OTKPBITOE), NPU 3TOM YacToTa M
CICNeHb THKECTH MHOeKuMi Oblna aHaloru4Hoi y 58 NalKeHTOB, KOTOpbIe 3aBepliuan 12-
MECA4HYIO (asy OTKpBITOI ononHUTeNbHOI Tepanuu. Tumbl 1 YyacToTa HEXKENaTe/IbHbIX SABJICHUI y
MalUMEHTOB € IOBEHWIBHBIM HMIHONATHYECKMM AapTPHTOM OBUTH AHATOTMYHBIMH TaKOBLIM B
MCC/IEI0BAHHAX NpHUMEHeHus mpenapara DuGpen” vy B3pPOCIIBIX IIALMEHTOB C PEBMATOMHBIM
apTPUTOM, NpHYeM OOJLLIMHCTBO ObIMM JIETKOH cTeneuu TmkecTd. Heckosbko HEKeJ1aTeTbHEBIX
ABNEHHI PErHCTPUPOBAIMCH Yalle Y 69 NALMEHTOB ¢ IOBEHHIILHBLIM HIHONATHYECKUM aPTPUTOM,
KOTOpble monydanu npenapar Juopen” B Teuenue 3 MECSLEB, B CpaBHEHUH ¢ 349 B3pocisiMu
NAalMeHTaMH ¢ pPEBMAaTOMAHBIM apPTPUTOM. DTH SBICHUS BKIIOYAIIM roJioBHywo oone (19 %
nauueHToB, 1,7 aBieHus Ha NauueHTo-rof), TowHoTy (9 %, 1,0 sBneHus Ha NMalKMeHTo-roa), 60Js B
#uBote (19 %, 0,74 sBneHus Ha nauMeHTo-rox) U peoty (13 %, 0,74 siBNeHHs Ha MALMEHTO-TOJ).

B K/MHHYeCKHX HCC/Ie10BAHMAX OBEHWILHOTO MIMOMATHYECKOrO apTpuTa ObLIO 3apEerHCTPHPOBAHO

4 cy4ast CHHApOMa aKTHBALMK Makpo(aros.
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B nocTperucrpaunonnbIii iepHos GbuiM 3apernCTPUPOBAHEI CIly4aH BOCTIATMTEIBHOIO 3a60/1EBARMS
KHIICIHHKA H YBCHTA Y MAalHCHTOB € IOBEHHIIBHBIM HIMONIATHYECKHM MOJIMApPTPUTOM, MOTYYaBIIMX
JNeveHue mpenaparom OJHOpen®, BKIIOYAs OYEHb HE3HAUMTENLHOE KOJIMYECTBO  CJIy4aes,
CBHJICTE/ILCTBYIOUIMX O BO30OHOBNCHMM PEaKIHii IPH MOBTOPHOM HA3HAYEHHUH npenapara (cM.
pasden «Ocobvie ykazanusy).

Heoicenamenvholre ssnenus y nayuenmos demcrozo 6ospacma ¢ Grsuesim ncopuasom

B 48-nenenvHom uccnenosanum y 211 pgereii B Bospacte ot 4 10 17 jer ¢ AETCKUM OnsALIeYHBIM
TICOpHa3OM  3apErUCTPUPOBAHHBIC HEMKENATE/NbHBIE SBICHUA ObUIM AHAJOTHYHBIMH TAKOBBIM B

NPEABIAYLUMX HCCIENOBAHUAX Y B3POC/BIX ¢ OMIAIICYHBIM MICOPHA3OM.

Ilepenosuposka

llpu  nepedosuposke npenapama Oubpen”, nemednenno coobwume 06 smom epavy wnu
dapmayesmy.

CoxpaHuTe KapTOHHYIO yNIakoBKy npernapara Du6pen”, naxe ecu ona nycras.

Makcumanbhas 103a npenapara Du6pen” He yeranosneHa. B paMKax KIMHHYECKOT0 MCCIeq0BaHUs
3/I0pPOBBIM 100pOBONIBLIAM BBOAMMACH 1032 60 Mr/m°, OJHOKPATHO, YTO HE [PHUBEJNI0 K Pa3sBHTHIO
JIMMHTHPYIOWEH 103y TOKCHYHOCTH.

[lpp neyeHMM nNALMEHTOB ¢ PEBMATOMIHBLIM apTPUTOM He OBUIO 3aperiCTPUPOBAHO CJlyHaeR
TNpEBLIICHHS  NPEIeIbHOH  TOKCHYHOH 103bl. HauBeicluas noza, BBemeHHas BHYTPHUBEHHO,
coctaBmia 32 mr/m’ ¢ NOC/EYIOIMM TOAKOKHBIM BBEAEHHEM 16 Mr/m> ABAXIbl B HEIEIN.

Creupduueckuit antuaor wis npenapara Duépen” HenssecTen.

B3aumozeiicTBHe ¢ APYrHMH JleKapCTBEHHBIMHE CPeACTBAME
Auaxunpa

3 ® ¥
Ha ¢one xomGunupoBanHOi Tepanum npenapatom Oubpen” W aHakuHpoii Habmonanock
SHAYMTEILHOC  [IOBBILUCHHE 4aCTOTHI PAa3sBUTHA CEPbE3HBIX HHGpEKUMIi M HElTPONmeHHH TIo
CPaBHEHHIO C NALHEHTaMH, KOTOPBIM BBOAW/IM TOJIbKO DHOpen® win Tombko aHAKUHDY.
CoBmecTHOe mpumenenue mnpenapata Du6pen® u AHAKWHPBI HE MOKa3al0 KIMHHYECKOIO
NPEUMYILECTBA H MOITOMY HE PEKOMEH/LYEeTCs.

Abamayenm
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OnHoBpeMeHHOE npuMeHeHHe abaTanenTa 1 npenapara Du6pen” CONPOBOXKIATIOCH MOBBILIEHHEM
HacTOTBI CCPLE3HBIX HEXeNIaTeNbHbIX ABMCHUiT. [JanHas KOMGMHaLs JIEKapCTBEHHBIX TpenapaToB
HE NPO/ICMOHCTPHPOBAJIA KIIMHHYECKHX MIPEUMYILECTB H [I03TOMY HE PEKOMEHIYETCH.
Cyavghacanasun

Y nauMeHToB, KOTOpHIM Ha (one neyenns cynbpacanazsuHoM BBOLIH Dubpen”, ommcano
SHAYUTE/ILHOC CHIKCHME 4MCla JICHKOLUMTOB MO CPaBHEHMIO C TeMu NaLUMEHTaMH, KOTOpble
NPUHUMAIH TOJIBKO DH6pen”™ M Tobko cyabacanasus.

Omcymemeue e3aumodeiticmesus

He Habmionanock Hexenarenbhbix B3aumoneiicTsuii Y NalHEHTOB C PEBMATOM/IHBIM aPTPHTOM TpH
OZHOBPEMEHHOM TIPHMEeHeHHH npenapara DuOpen® ¢ ITIOKOKOPTHKOCTEPOHIAMH, CaTHLWIATAMH
(3a uckmouenueM cynbdacanasuna), HECTCPOMIHBIMM  NIPOTHBOBOCHAMTEILHBIMU  TIpenapaTamMu
(HIIBII), ananbreTHKaMH1 UM METOTPEKCATOM.

Memompexcam

Merotpekcar He oka3sbiBaeT BAMSHHMS Ha (papmakokuHeTHKY sTaHepuenTa. Biusuue npenapara
Bubpen” Ha (hapmakokmHeTHKY MeTOTpekcaTa Y YeJIOBEKa He U3Yy4ajloch.

Hueoxcun

He oGHapyskeHO KIMHHYECKH 3HAYMMOrO B3aHMHOIO BIMAHMS Ha (hapmakokuneTnky sranepuenta.
Bapgapun

He o6HapysieHo KIMHHYECKH 3HAYNMOr0 B3aHMHOTO BIMSAHMS Ha (apmakoxuHeTHKY 5TaHepuenTa.
Baxyunayus

JKuBble BaKUMHBI HE ClIEyeT BBOAMTH Ha thone neuenus npenaparom DuGpen®. Her naHHbIX 0
BTODHYHOH nepenaye MH(EKUMH Yepes KHBYIO BaKLMHY TALMEHTaM, nojydaiomum Dubpen®.
Pekomennyercs, 4robel 10 Havana neuenus npenapatom Jubpen” et w IOJAPOCTKH M0
BOSMOKHOCTH  MOJIyYMIIM  BCe HEOOXOAMMBIC NPHUBMBKH B COOTBETCTBHH C JEHCTBYIOILMM
HAlLMOHATBHBIM Kal€HIapeM NMPUBHBOK. Y GOJILIIMHCTBA MALMEHTOR C NCOPHATHYECKUM apTPUTOM,
nonysaromux  IH6pen”, HaGmoganoch MOBBILEHHe B-KkieToyHoro MMMyHHOro orsera Ha
THCBMOKOKKOBYIO [10JIMCAXapPUIHYIO BAaKLMHY, HO THTPBl B LEJIOM OBLIH HECKOJILKO HHKE, 2-X
KpaTHOE yBE/IIMYEHHE THTPOB HAOMONANOCh Y MEHBLLIEr0 4YMC/la MALMEHTOB 10 CPaBHEHHUIO C

NalHeHTaMH, He Noydalomumn Dubpen”.

Ocobbie ykazanns
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llocne  npexpamenus mnpuema mpenapara Dubpen®, cuMnTOMbl  3aGoneBaHms MOTYT
PeLyIMBUPORAT.

Hudpexyuu

bonbHble noskHbl 00C/IEN0BATBCS HA HaTMuMe MHQEKUMH 10 Havana npuMeHeHus npenapara
Dubpen®, B x0/1€ Nevenus u moce OKOHYaHMs Kypca TeparnuH, NPUHMMas BO BHUMaHHE CPe/IHION
TPOAOIKUTC/ILHOCTE  [IEPHOJA  MOJYBBIBECHUS STAHEPLENT, PaBHYIO npumepHo 70 yacam
(7-300 yacos).

Hpu npumenennn mpenapara Du6pen® coobmanocs o cencuee, TyOepKyJiese, mapazsMTapHbIX
MHpeKuMAX (BKIIOYas BbI3BAHHBIE MPOCTEHIIMME OpraHM3MaMH) M TSDKENILIX WHPEKLUMAX, B TOM
HHCIE  OMMOPTYHUCTHYECKMX, BKIIOYAs HHBA3HBHbIE TIPHOKOBbIE MHDEKLHH, JHCTEpHO3 W
JITHOHEI/IE3 (HEKOTOPbIE € JIETANBHBIM MCXOMOM), BHPYCHBIE MHEKUMH (BKJIIOYas BbI3BaHHbIE
herpes zoster). HauGonee wacto PETHCTPHPYMBIE HHBA3HBHbIC TPUOKOBblE HMHPEKLHH ObLIH
BbI3BaHbl  Candida, Pneumocystis, Aspergillus w Histoplasma. HenpaBunbHas aMarHocTHKa
NEPEYUCACHHBIX MH(DEKLMI, 0COGEHHO TIPUOKOBBIX M APYTHX OMNINOPTYHUCTHYECKUX HH(EKLM,
TIPHBOJIMIIA K 3alO31alOMy HA3HAYCHMIO HEOOXOAMUMOro JeueHHs H, B HEKOTOPBIX ClIyyasx,
JETAILHOMY  HcXoAy. Bo MHOMMX  cioyyasx maumeHThi NoJIy4yaid  Tepanuil0  APYruMu
ICKAPCTBEHHBIMH CPE/ICTBAMH, B TOM YHC/IE HMMYHO/IETPECCAHTAMH. I[Mpu obcnenoBaHum GoMbHBIX
HYAHO NPHHMMATE BO BHUMAHHE BO3MOXKHOCTb PasBHTHS Y HMX OMMOPTYHHCTHYECKHX HH(]EeKLMii,
HAMPUMEP, SHACMHYHBIX MUK030B. IlaumuenTsl, y koTopbix HOBBIE HH(EKLMH pasBuBalOTCA Ha hoHe
JleyeHus npenapatoM Dubpen”, OMKHBI HAXOAUTHCS nox TwaresbHeiM HabmoneHuem. [prem
npenapata uépen” CIEAYET NpepBaTh, eCH y NAUHEHTa Pa3BHBACTCS THXKeaas HHEKIHL.
[Ipumenenne npemapara Du6pen”® Tpebyer OCTOPOIKHOCTH Y TMAalUUeHTOB C YacThIMH HIIH
XPOHHYECKHMH MHPEKLMAMHU B aHAMHE3€ WIH UMEILIMMH CONMyTCTBYIOLIME 3a00/1eBaHHsI, KOTOPbIE
MOryT Cnoco0CTBOBATE PAa3BHUTHIO MH(EKLMI (Hampumep, TsKeNbIi WIH MI0X0 KOHTPOJIUPYEMblif
caxapHslii tuaber).

bezonachocts 1 s dextnBHOCTL Mpenapara Du6pen” y naunentos ¢ XPOHUYECKHMH UHDEKIMAMU
HE OLIGHHBAJIACK.

Tybeprynes

Ha ¢one Tepanuu npenaparom Dubpen” coobmanocs o Cllyyastx akTHBHOro TyOepky/esa, BKIouas
MUIMapHbIi - TyOepkysnes u  TyOepKysne3 BHeEIErouHOIf Jokamuzauuu.  Cpean  GOJILHBIX
PEBMATOM/IHBIM apTPUTOM, 10 BCeil BHAMMOCTH, OTMeuaeTcs Gojiee BbICOKAS 4YacToTa pa3BHTHs

TyOepKyne3HOH HHpEKLMH.
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PasBurne TyGepkynesHol MHpeKLMI MOKET GbITh CBA3aHO C peaKTHBalen NaTeHTHOH HH(eKLuH,
A TAKHKE C PA3BUTHEM HOBOI MHDEKLN.

Jlo Havana TepanmM Bce MaUMEHTHI JOKHBI GbiTh 00c/IeIoBaHbl HA HATMYME AKTHBHOIO WIIH
JlaTeHTHOro TyOepkynesa. IpodunakTuky nareHTHOro TyOepKyJiesa cieyeT HaYMHATH 10 Hayaia
Tepanuu npenaparom Iu6pen”. O6cnenoBanme AOJIZKHO BKJIIOYATh JETalbHOE H3YYeHHe aHaMHe3a
OTHOCHTEJILHO 3a00/1eBaHus TYOEPKyY/I€30M WM HAIMYMS KOHTAKTOB C TYOEepKYJIe3HBIMH GOIbHBIMK
B NIPOLLIOM M aHHBIX O MPEILIECTBYIOMIEH HIH TeKyieH HMMYHOCYNPECCHBHOI Tepanuu. YV Bcex
NAUHCHTOB  MOJGKHBI  ObITh  BBIMOJHEHBI  HEOOXOAUMBIE CKPHHHHIOBBIE  MCCJIEIOBAHMA,
COOTBETCTBYIOLIME JIOKAIbHBIM TpeGOBaHMAM, M 00A3aTeNbHO BKJTIOYAIOLHE: TYOEPKYJIHHOBBIH
KOXKHBI  T€CT M peHTreHorpagmio  Jerkux. Cnenyer  yuyuThiBaTH  BO3MOXKHOCTD
JI0KHOOTPHUATE/ILHOTO TyOepKYIHHOBOIO TecTa, 0COBGEHHO y OOJIBHBIX B TAKEIOM COCTOSHHH HIIH
Y TNAlLHCHTOB C HapYWICHHBIM HMMyHHTeTOM. Takke HEOGXOMUMO YUUTBIBATb BO3MOKHOCTh
pasBuTHA TyOepKyJie3a y nauueHToB, y KOTOPBIX /10 Haua1a Tepanuu npenaparom DuGpen® He Gbino
00HapyKeHO Npu3HAaKoB TyGepkysesHoii vHpekuuu. Jlevammii Bpau nosmken KOHTPOJIHPOBaTh
COCTOAHHE OONLHOTO Ha MPeAMET MOSBICHHUS NPU3HAKOB TyOepKysesa, B T.4. Yy MALMEHTOB ¢
M3HA4aIbHO OTPHLIATEIbHBIMM PE3YNIbTATAMH TECTOB HA HAIHYHE TyOepKyie3HoH nHpeKkuH.

He cnenyer npumensts npenapar Du6pen” TIpH HAJIMYUK y MaLMeHTa akTHBHOrO TyOepkynesa. B
Cllydae Halu4ns HeaKTHBHOro TyGepkysesa nepes Hauaiom Tepanuu npenapatom DuGpen®
HEOOXOAMMO Ha3HaYeHHe CTaHJaPTHOI NPOTHBOTYOEPKY/Ie3HOH TepanMu B COOTBETCTBHHM ¢
JIOKAJIbHBIMH PEKOMEHAAUMAME. B 9ToM ciyuae nomkHO GbITH TIATENbHO MpPOaHATH3HPOBAHO
COOTHOLUCHHE MOJIB3bI M PHCKA JIeueHHs npenapatom Dubpen”.

Bee GosbHble 0imKHBI GbITh NpouHpopMHUpPOBaHEl 0 HeoGXoAUMOCTH oOpaiesus K Bpauy mnpu
NOSIBJICHHH Ha (poHe JieyeHus mpenapatom Dubpen” uam nocne Hero kanod wmm CHMIITOMOB,
XapakTepHBIX 1 TyOepKyJiesa (Hanpumep, YIopHOro Kaluii, noTepu Beca, cyopedpuinrera).
Axmueayus supyca cenamuma B

Coobmasnocs 0 cilyyasx akTuBaLuH Bupyca renarura B y GonbaeIx-HocHTeneil, KoTophIe NOJIy4anu
uHrudurTopel ®HO, Brmoyas Dubpen”™. Boabwas yacts 5Tux CITy4aeB HMeJla MECTO y MALHEHTOB,
OJHOBPEMCHHO  MOJIYHAIOWMX APYTHe JIEKAPCTBEHHBIC CPEACTBa, NOAAB/AIOUIHE HMMYHHYIO
CHCTEMY, KOTOpBIE TaKiKe MOIyT CHOoCOOCTBOBaThH PeaKTUBALMM BUpyca renaruta B. [lepen
npuMeHeHHeM npenapata Dubpen® vy NalMeHTOB, BXOMALIMX B TPYNIy BBICOKOIO pHCKa
3aboneBanus renarurom B, HeoGxomammo [IPOBECTH COOTBETCTBYIOLIMII AMATHOCTHYECKMIl TOMCK.

Cnenyer cobmonars ocobyio OCTOPOKHOCTL NpPH NPUMEHEHHH Tpenapata DHOpen” y GoabHbIX-
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HocuTenedl BHpyca renatuta B. HeoGxoaumo nposoauths KOHTPOJIb COCTOAHHMA TALMEHTOB Ha
TIpeaAMeT npu3HakoB renarura B. TIpyu nosBieHuH y HUX CHMITOMOB 3TOro 3aGoJieBaHus, cremyer
00CYAMTH BO3MOIKHOCTB I1POBEAeHHS crieunduyeckoii Teparnuu.

Obocmpenue zenamuma C

3aperucTpupoBaHbl ciyyam 0GocTpeHMsi rematura C y NaluHeHTOB, MOJYYaBIUMX Tepanuio
npenapatom Du6pen”, oxHako NPHYMHHO-CIIEACTBEHHAs CBA3b C NMPUMEHEHHEM STaHeplenTa He
AoxazaHa. Tem He MeHee, ciemyeT coGIIOAaTh OCTOPOKHOCTH NpH NpPHMEHEHHH IIpenapara
9H6pen® ¥ nauueHToB ¢ renatutoM C B aHaMHese.

Annepeuveckue peaxyuu

AJIIepruvecKue peakiMu 4acTo COMyTCTBYIOT npuemy npenapara Du6pen”. [Ipy M06bIX THKeIbIX

AUICPrUYeCKUX WM _aHaQHIAKTHYECKHUX PCAKLMAX CJIEAVET HEMEJIEHHO MPEeKPaTHUTh INpHEM

npenapara 3H6D€J'l® H Ha4yaThb COOTBETCTBYIOLIIEE JICYEHHE.

Humynocynpeccus

Ilpu Tepanuu uurnduropamu ®HO, B ToM Yncne npenapatom Dupen®, CYLIECTBYET BO3ZMOXKHOCTD
YTHETEHUS 3AUIMTHBIX MEXaHH3MOB OPraHH3Ma YeJIOBEKa MPOTHB MH(MEKLMH W 310KAYeCTBEHHBIX
HOBOOOpasoBauuii, nockoseky ®HO YHacTByeT B TMpoueccax BOCNANEHHS M MOAYJIHPYET
KJIETOYHBIH UMMYHHBbIH 0TBeT. OIHAKO Y B3POC/BIX GOMBHBIX PEBMAaTOMIHBIM apTPUTOM Ha (hoHe
JNleveHus npenapatoM JuOpen” He GbLIO BBISBICHO Clly4yaeB YrHETEHMS peaKLMii OTCPOYEHHOIH
TMNEPYYBCTBUTC/ILHOCTH, TNaJieHUss YPOBHS MMMYHOIJIOOYIMHA WM W3MEHEHMS YHCIEHHOCTH
NOIYJISILIHK KJIETOK-3((eKTOpOB.

V neteii ¢ 10BeHHIBHBIM MIMONATHYECKHM NOHApPTPUTOM B PeKHX Cily4asx pa3BHBalach BETPAHAs
ocna M CHMOTOMbI aCENTHYECKOrO0 MEHMHIMTA, KOTOpble paspellaTuch 0e3 OCI0MKHEeHHIL.
[launenram, OBIBIIMM B KOHTakTe ¢ GOMBHBIMM BETPAHOMH OCTIO¥, CllelyeT BPEeMEHHO MpeKpaTHTh
npyeM npenapara Du6pen” u HazHAYHTH NPOQHIAKTHYECKOE JIeYeHHE HMMYHOIIO0YIHHOM MPOTHB
Bupyca Varicella Zoster.

S dekruBHOCTL M 6€30NACHOCTD JIEYEHHS NPerapaToM uopen” y GosbHBIX ¢ MMMYHOCYTIpeccueii
HE M3Y4aJIiCh.

3nokauecmeennvie u numonponugepamusnvie sabonresarnus

B nocrmapketunrosom nepuose (cm. pazaen «IloGounoe AeHCTBHE») OBUIH MOJIy4eHbl OTYETHI O
PA3JIMYHLIX  37I0KQYECTBEHHBIX HOBOOOPA30BaHMAX (BKJIIOYAS KAPLMHOMY MOJIOYHON Kelesbl M

JIETKOT0, a TaKiKe JIMMpoMy).
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B psne KOHTponMpyeMBIX KIMHMYECKHX HCCiieqOBaHMIA MMQoMa yaule MArHOCTHPOBANACh Yy
MALMEHTOB, NPHHUMAOWMX HHTHOKTOPEl DHO, YeM y maumenTos, KOTOpBIE HX He mosiydanu. C
ApYTOH CTOPOHBI, 3TH clyuau ObUIM peaKHMH, a nepuoj Hab/oAeHHs 3a 6ONBHBIMU M3 TUIaLE60-
rpynnbl GbLT KOPOUe, YeM 3a NallHeHTaMH, MOJIy4aloIuMH ieyenre HHruoutopamu ®HO. Umerores
COOOLIEHHUs O Pa3BUTHH NEHKEMHMH Ha one Tepanuu unruduTopamu ®HO. CyumecTByer BrICOKUii
PHCK  BOSHHKHOBCHMS NTHM(OMBI M JICHKEMHH Y MaUMEHTOB c PEBMATOM/IHBIM  apTPHUTOM,
ABJIAIOIIMMCS JUIHTEJTBHBIM  3a00/1EBaHHEM, XapaKTepH3YIOLIMMCA AKTHBHBIM BOCMaJICHHEM, YTO
camo 1o cebe OCIOKHSICT OLEHKY pHCKa. Hocnenyrommii ananus kiIMHHuECKMX WccrenoBaHmI
ITAHEPLENTa y NAUHEHTOB C PEBMATOHAHBIM APTPHTOM He MOATBEPAMI M HE MCK/IOHHIT MOBBILICHHS
PHCKA  DA3BUTHSA  OHKONOrMYecKHX 3aloneBaHuii Ha (oHe npUMeHeHus JTa”HepuenTta. B
COOTBETCTBHH C COBPEMEHHBIMH IAHHBIMH HEJIb3 MCKTIOYHMTH BO3MOKHBII PHCK pa3sBUTHA JTHMGOM,
NEHKEMHH WM JPYFHX 3/10KAYeCTBEHHbIX HOBOOOpa30BaHHli y NAaUMEHTOB, MNOJYYAOWKMX
HHrubuTopel ®HO.

EcTe coolmennss o pa3sBuTm 3710KauecTBEHHBIX HOBOOOpasoBaHuii (B MOJIOBUHE Ciyyaes
XOMKKHHCKMX H HEXOJUKKMHCKHX JIMM(IOM), YacTh KOTOPBIX MMENH JIeTaJbHBIi HCX0M, Y aeTeil u
MOAPOCTKOB, TNO/y4aBWIMX jleyeHHe uHruburopamu ®HO, B Tom umcie npenaparom IuGpen”.
BonbumHeTBO nauueHToB nonyyanu COMYTCTBYIOULYIO TEPanuio HMMyHoZlenpeccaHTamMu. B apyrux
CIydasx HMENH MECTO pas/iM4HbIC 3/I0KAYCCTBEHHBIE HOBOOGDA30BAHMA, BKIIOYAS penxue
BAPUAHTEL,  CBA3AHHBIE C MMMYHOCynpeccHeil. [lpu mnpumeneHuu npenapara HeoOGXOIUMO
YUHTLIBATE PHCK Pa3sBHTHS 3710KAYECTBEHHBIX HOBOOGPA30BAHMI.

Pax xoxcu

Menanoma u pak koxu, He oTHOCAWMIICH K MeaHOMe (PKHM), Ovmi 3apeructpupoBaHs y
OOMBHBIX, MONYYABIIMX JEUEHHE vuHruburopamu ®HO, Brimouas Ou6pen”. Yame Beero PKHM
AHATHOCTHPYIOT y 60MBHBIX Ncoprasom. EcTh coobmenus o Pa3sBUTHH KapUMHOMBI Mepkens.

/U1t BeeX MaLMEHTOB, BXOASUIMX B IPYIY pHCcKa, PEKOMEH/yeTCs MepuoanvecKoe obcaeJoBaHHe
KOKHBIX [10KPOBOB.

Obpasoeanue aymoummynnuix anmumen

Jleuenne npenaparom DuGpen® mosker COTIPOBOXKIATLCS 00pa3oBaHUEM AYTOMMMYHHbBIX AHTHTE
(cM. paspen «[ToGouHoe aeficTBue»). DTH aHTHTENA HEe OTHOCATCS K HEUTPAIN3YIOWMM M 0OBIYHO
OplcTpo Mcuesalor. He oTmeueHo koppensumu Mexay oOpazsoBaHMeM aHTHTE] M KIMHHYECKOH

3(Q(eKTUBHOCTBIO penapara, a Tak»ke 4acToTol Pa3BUTHs 1TOOOYHBIX peaKiuii.
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Ennnuuneie  ciyvan  GopMHpoBaHMS  IOMONHHTE/IBHBIX ayTOaHTHTE]l B COYETAHWH ¢
BOJTHaHOYHONOAOOHBIM CHHAPOMOM HJIH CBINBIO, CXOIHOI ¢ noaocTpoii hopMoii KpacHO# BoTYaHKH
WM IMCKOM/IHO#H (hOpMOii KpacHOH BOTYaHKHM (IaHHBIE KIMHHYECKOrO obcneoBaHus U GHONCHH)
OTMEHANCE y MAUHEHTOB, BIUIOYas OOJBHBIX DPEBMATOMAHBIM APTPHTOM € MOMONKHTE/bHBIM
PeBMAaTOMIHBIM (haKTOpOM.

TI'emamonoeuveckue pearxyuu

Coobwanock o peikuX ciydasx NaHIUTONEHUH H OYeHb PEAKHX Clly4asX arlacTHYeCKOH aHEMMH, B
TOM HMC/i€ C JICTANLHBIM MCXONOM, y NAaUMEHTOB, noiyyaswux DuGpen”. Cnenyer nposButh
OCTOPO3KHOCTB MPH NPUMEHEHHH Npenapata DHGpen” y OONBHEIX, ¢ YKa3aHMAMM Ha 3a60JeBaHUs
KpOBH B aHaMHe3e. Bce nauueHThbl, MX poACTBEHHMKH/CH/IENKH O/KHBI OBITE OCBEJIOMJIEHBI O TOM,
470, €C/IM y MauMeHTa BO BPeMs mpueMa npenapara DHOpen” Pa3BHBAIOTCA MPHU3HAKK H CHMITTOMBI
XapakTepHele 11 HHOEKLUHH WJIH FeMaToIOrHYecKUX HapyleHui (HanpuMmep, MpoAoIKHTEIbHAS
/IMXOpajika, aHrHHa, CHHAKH, KPOBOTeYeHHE, 6JIHOCTB), UM ClIe[lyeT HeMELIEHHO obpaTuThcs 3a
MEIMLIMHCKO#H MOMOIBIO. V TakuX NMauueHToB PCKOMEHIYETCsl CPOYMHO MpoBecTH 06cieaoBaHKe,
BIJIIOYast MOJIHbIH aHaM3 KpoBH. [1py MOATBEpKAEHHH AHArHO3a FeMATOIOMHYECKOT0 3aboneBaHus,

nevenue npenapatom DuGpen” cieyer NPEKPaTHTb.

Hopaxcenue LJHC

Hwmetotes peskue cooGuienns o pa3BHTHH AeMuenuHu3upylomunx 3abonesanuii LIHC y naumentos,
MOTYHaBUIMX TEPanui0 STaHepuenToM. bBbum Takke oveHb pelkHe cooGmEHMS O Pa3sBUTHH
nepudepuyeckux ACMHETMHU3HPYIOLINX  MOJIMHEeHponaTHii (BIUIIOYAs CHHIPOM I'nitena-Bbappe).
Hccneposanuii npumenenns npenapara Dubpen® Yy OOJIbHBIX pacCesHHBIM CKJIEPO30M MPOBEEHO
He Obll0, OJIHAKO HCCIE/I0BAHHS IPYIHX uHruburopos ®HO npu sToM 3a6oneBaHMM MOKazanu
BO3MOMKHOCTb ero obocrpenus. Ilepea Hadanom Tepanum npenapatom Dubpen” peKoMeHayeTcs
TUIATENEHO  OLCHHTE COOTHOIEHHE «PHMCK/TIONB3a», HEBPOIOrHYECKHil CTaTyC y NAalUWeHTOB C
ACMHCIHHU3HPYIOWHMH  3a00/I€BAaHMAMH, B T.Y. HeIaBHO BO3HUKLIMMH, a Taloke Yy OOJIbHBIX,
MMEIOLUMX MOBBILUEHHBIH PHCK PAa3BUTHA AEMHEIMHU3HPYIOLIETO 3a601eBaHMS.

Xponuueckas cepdeunasn nedocmamounocme (XCH)

Cnenyer cobmoaaTs 0CTOPOKHOCTE B OTHOMIEHHH NPUMEHEHHUA npenapara 3H6pen® y MaLlueHTOB ¢
XCH. Coobmanoce o peaxux (< 0,1 %) cnyuasx passutus XCH, B Tom yncie y nauueHToB Ge3

TMOATBEPKACHHOIO HMeErLerocs 3aboneBaHus cepneqﬂo-cocynncroﬁ CHUCTECMBI. HeKOTopble H3
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nauMeHToB ObuM Monoxke 50 ser. JlaHHble psga MCCHENOBAHMI TO3BONSIOT NPEIoJIOKHTh
BO3MOXKHOCTB yXymeHns Teuenns XCH y nauuenros, monyuarommx Ducpen”.

Kombunuposannas mepanus

Kombunaums npenapara Dubpen” u METOTpeKcaTa He nana HEOKMJAaHHBIX Pe3yJbTaToB MpH
uccienoBanun GezonacHocTH. JonrocpouHoe M3yueHHe 3TOro noKa3aTes nponomkaerca. laHHeie
no GesomacHoctH mpenapara DuGpen”, KOTOpBIH Ha3HaYaiM B KOMOMHALMH C METOTPEKCaToM,
ObUIH CXOKH C TAKOBBIMH M3 OTYETOB O MPHMEHEHHM npenapata Dubpen” u METOTpeKcaTa B
oTAeIbHOCTH. [lonrocpounas Ge30macHOCTh NpUMeHeHH s npenapara 3H6pe.ﬂ® B KOMOMHALMH ¢
ApYruMH 6a3MCHBIMH MPOTUBOBOCHAIHTELHBIMU npenaparaMH He WCCIIE[0BaHA.

M3y4enns npumenenus npenapara Dubpen” B kKoMGMHALMH C APYroii CHCTEMHOM Tepanuel uiu
(poroTepanueii ncopuasa He NPoBOAMIOCH.

I’ panynemamos Bezenepa

YHacToTa pasBMTHS PasIMYHOrO THMA 3/10KAYECTBEHHBIX OMyXOJIeH BHEKO)KHOM JIOKanH3aLuMu Gbuia
3HAaYMTCJIPHO BBIUIE Y MNAUMEHTOB C rpaHy/iemato3oM Berewepa, mosmyuasuimx Dubpen®, uem B
KOHTPOJILHOM rpynre.

Iosromy Du6pen” He PEKOMEHIyeTCA 1 ieueHms GONbHBIX rpaHyIemMaTo3om Berenepa.
Anxozonenviit 2enamum

Hpﬂmeﬁeﬂue dTaHepuenTa s JICHeHHUA aJIKOT0JIbHOIO renaTHTa He PEKOMEHYETCH.

T'unoznuxemus y nayuenmos c caxapnoim duabemonm

Coobmanock 0 cinydasx rUNOMIMKEMHHM Ha (one Tepanuu npenapatom Du6pen® y MaluHeHTOB,
MPHHUMAIOLUHUX MPOTHBOAHAOETHYECKHE NIPENIAPAThI, YTO TPEGOBAIO CHUKEHHS X JI03L.

Bauanue na cnocoénocme ynpasaiame asmomoéunem u nonvzoeamocs CONCHOU MEXHUKOT
H3y4eHne BAMsAHHA Ha CIOCOGHOCTH YNPABIATE ABTOMOGHIIEM H T0JIL30BATLCA CJIOKHOM TEXHHKOI
[pH NpUMEeHeHHH npenapara JH6pen” He NPOBOIMIIOCH. B CBA3M ¢ 3THM, ynpaBasaTh aBTOMOOHIEM

WJIH TI0J1b30BATBCA CIIOKHOM TeX HUKOM CJICYET C OCTOPOKHOCTBIO.

®opma BbImycKa

Jlnopunmsar a1s NpUroTOBNEHUsS PACTBOPA TS MOJKOIKHOTO BBELEHUS 25 Mr-
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25,0 mr sTanepuenta Bo (rakoH M3 GECLBETHOrO CTeKia (tina 1), ykynopeuuslit pesuHOBo
NpoOKO# M 3aKaTaHHBIi ATOMHHHEBHIM KO/IMA4YKOM, CHAOKEHHBIM TUIACTUKOBBIM OTPBIBHBIM
KOJIMAuKOM Thna «paun-odd.

1,0 ms1 pacTBOpHTENs B WINpHIL AIs OAHOPA30BOTO HCMOMb30BaHKA W3 GecLBeTHOrO cTekna (Tum I) ¢
PE3MHOBOI IPOOKO# 1 CHCTEMOI AMsl KOHTPOIA [IEPBOT0 BCKPBITH.

1 ¢nakon B kommuekte ¢ 1 LUIMPHLEM, CONCPXKALIMM PaCTBOPUTEND, | HHBEKLIMOHHON MIJION, |
azantepoM and  ¢uakoHa M 2 HHAMBHAYAIbHO YNAKOBAHHBIMH  CIIUPTOBBIMU  casipeTKaMu
MOMEILAIOT B MIACTHKOBYIO yMaKkOBKY M 3aneuaTblBAIOT OyMaroll ¢ ajre3dBHBIM  CJIOEM.
4 MIaCTUKOBBIX YNIAKOBKH BMECTE C HHCTPYKUKEH 110 IPUMEHEHHIO TIOMEIAIOT B KAPTOHHYIO nayky

C KOHTPOJIEM IIEPBOr0 BCKPBITHA UK Oe3 Hero.

Cpok roanoctu
3 rona.

He ucnone3oBats [TOCJIE HCTEYECHHUA CpOoKa F'OAHOCTH, YKa3aHHOI0 Ha YIaKOBKE.

YceaoBus xpanenus

XpaHuth npu Temneparype ot 2 1o 8 °C.,

He 3amopaskusaTs.

BoccranoBneHHbIl pacTBOp Mcmonb3oBaTh B Teuenue 6 uacoB. HeucnosnbzoBauublii npenapar
HOJJIEKUT YHHUTOXKEHHIO.

XpaHuTh B HEAOCTYNHOM /1151 JieTeii MecTe.

YcioBus ornycka

Ilo peuenry.

ITpousBoauTens
laiizep MOT'. benbrus H.B., Benbrus (modummsar + pacTBOpUTEL)

Berrep ®apma-Deprurynr I'm6X n Ko KT, I'epmanus (pactBopurens)

PacoBmuK (MepBHYHAN YNAKOBKA)

[daiizep MOI'. Beabrus H.B., Benbrus (modmmsar + pacreopurens)
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Berrep ®apma-Deprurynr I'm6X u Ko KT, Fepmanus (pacTBOpHTENH)

YnakoBmuk (BTOpHYnas (morpeduTe/IbCKAN) yHAKOBKA)
Baiier ®apmaceiotukans, Muk., Coeuuensoe Koponesctso
Iaiizep MOTI'. Benbrus H.B., Benbrus

Beinmyckalommii KoHTpoab KayecTBa
Baiier ®apmacekiotukans, Unk., CoeuHeHHOE Koponesctso

Ijaiizep MOT'. benbrus H.B., Benbrus

IIperensun morpebureneii nanpapasTs no aapecy OO0 «lpaiizep Unnosamuu»:
123112 Mocksa, [pecHenckas Hab., 1. 10

Bl «bawmns na Habepesxnoii» (Bnok C)

Tenedon: + 7 (495) 287-5000

Daxc: +7 (495) 287-5300/287-5067
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