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JIEKAPCTBEHHOI O ITPEITAPATA
SPEJI3N®

PerucrpanuoHHbIi HOMeP:
Toprosoe HanmeHoBaHue: Dpeasu®.

Me:xkayHapoaHOe HeIATEHTOBAHHOE WJIHM I'PYNIIMPOBOYHOE HAMMEHOBAaHUe . DTaHEePIICTIT.
JlekapcTBeHnHasi popma: pacTBOp ISl MOAKOKHOTO BBEIACHHUS.

Cocrasn

1 mMJ1 pacTBOpa COACPIKUT:

Heticmsyrowee sewjecmso’ stanepuent S0 Mr; gcnomozamenvhvle geujecmea. TAMOHHAA KUCIOTA
oe3pognas 0,786 mr, HaTpus mutpar guruapar 13,52 mr, matpus xiopun 1,500 mr, caxaposa
10,00 mr, L-musuna rugpoxiopun 4,600 mr, Hatpusi ruapokcuna (.S. (I TOBEIEHHS TpU
Heobxoxumoctu 1o pH 6,1 — 6,5), xmopucroBogopoaHas kuciaota (.S. (Ui JAOBEACHUS MPHU
Heobxoaumoctu 10 pH 6,1 — 6,5), Boga mis uabekumii 10 1,0 M.

OnucaHue: OT MPO3PAYHOTO JI0 CJ1A00 OMATECHUPYIONIEro OECIIBETHBIN UITH CBETIIO-KENTOTO I[BETa
pactBop. Jlonyckaercs Hanuuue HEOONbIINX MMOIYIPO3PAUYHbIX WK O€NbIX MIaBAIOUINX YaCTHULI.
dapmakoTepaneBTHYecKasi TPyNna. MMMYHOJETPECCAaHTH; WHTHOUTOPHI (akTopa HEKpo3a
onyxonu anbda (PHO-anbda).

Kon ATX: LO4ABOL.

DapMaKoJIOrHuecKue CBOMCTBA

@apmakodunamuka

®daktop Hekposza onyxoiu (TNF, ®HO-0) siBnsieTcss OCHOBHBIM IUTOKHHOM, TOICPKHUBAIOIIIM
BOCHAJIMTENBHBIN TpoliecC NMpU peBMaTonaHoM aprtpure. llossimenune koHueHTpaunn PHO-a
TakXke OOHapy)XeHO B CHHOBHMAJBHBIX O0OJIOYKAX M MCOPUATHYECKUX OJIAIIKAX y MalUEHTOB C
MICOPUATHYECKUM apTPUTOM, a TaKKe B IIa3M€ KPOBU M CHHOBHAJIBHBIX TKAHSX IAllUEHTOB C
AQHKUJIO3UPYIOUIMM  CHOHJWJIWTOM. OTaHEpPLENT SBIAETCS KOHKYPEHTHBIM HHTHMOUTOPOM
cszpiBanug @HO-a ¢ ero perentopaMu Ha HOBEPXHOCTHU KJIETKHU, M, TAKUM 00pa3oM, HHTUOUpYeET
6uonornyeckyro akTuBHOCTE @HO-0.. DHO-0 1 TUMPOTOKCHH OTHOCSTCS K MTPOBOCIATIUTEIBHBIM
UTOKMHAM, KOTOpbIE CBS3bIBAIOTCS C JABYMS 4eTKO paznnuumbiMu peuentopamu ®HO-o Ha
MOBEPXHOCTH KJIETKHU: S55-KunonanbToH (pS5) u 75-xkunmomanstoH (p75). Ob6a peunenropa ®HO-a
IOPUCYTCTBYIOT B OpraHu3Meé B MEMOpPaHOCBA3aHHOM U cBOOOAHON Qopmax. CBoOogHBIC
(pactBopuMbIe) penentopsl @®HO-0 perynupyror Ouonorundeckyro aktuBHocts @HO-q.

OHO-0 1 muMGOTOKCHH CYHIECTBYIOT IPEUMYIIECTBEHHO KaK TOMOTPUMEPHI, X OHOIOrHYecKas

AKTUBHOCTh 3aBUCUT OT TMepekpecTHOM cmuBku peuentopoB DPHO-o, Haxompgmuxcs Ha
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

3HA4YUTENBHO OoJiee cuiibHOE cpoacTBO K DHO-0, 4eM MOHOMEpHBIE PELIENITOPHI, U ABJISAOTCS 00J1ee
CHJIbHBIMU KOHKYPEHTHBIMUA HHTHOUTOpaMu cBs3biBaHust @HO-o ¢ ero KiI1eTOYHBIMH pelenToOpaMu.
Kpome Ttoro, mcnonp3oBanue FC-pparmenta mmMmyHOrIIOOyNnMHA Kak 3J€MEHTAa CBS3BIBAHHS B
CTPYKTyp€ AUMEPHOIO PELENTOpa yAJIUHAET IIEPUOJL TOJIyBBIBEICHUS U3 CBIBOPOTKH KPOBH.
3HAUUTENIbHAA 4acTh MATOJIOTMYECKUX HM3MEHEHHMHM B CyCTaBaxX IPU PEBMATOMIHOM apTpUTE H
AQHKUJIO3UPYIOLIEM CIIOHAMJIUTE, a TaKKE M3MEHEHHsS KOXXUM B BUJE IICOPUATUYECKUX OJISIILIEK
BO3HUKAIOT 3a CYET BO3JEHCTBUS IPOBOCHAIMUTEIBHBIX MOJIEKYJ, BOBJIEYEHHBIX B CHCTEMY,
kKoHTponupyemyto @HO-o. MexaHu3M JeWCTBUA STAaHEPIENTa, MO-BUAMMOMY, 3aKJIHOYAETCS B
KOHKYpPEHTHOM MHrubupoBanuu cBszbiBanust PHO-a ¢ ero peentTopaMu Ha HOBEPXHOCTH KIIETKH.
TakuM oOpa3om, 3TaHepUENT MNPEAYNPEKIAeT KIETOUHbI OTBeT, omnocpenoBaHHbliii OHO-o,
crocobctByst 6uosnornueckor mHaktuBanuu ®HO-o. DtaHeprent Takke MOXET MOAYJIUPOBATh
OMOJIOTHYECKHE OTBEThI, KOHTPOJIIMPYEMBbIE JIOMOJHUTEIBHBIMU MOJIEKYJIaMH, IEpeJarolliuMu
CHTHAJI 110 HUCXOAALIEH (HarmpuMmep, HIUTOKHHBI, MOJICKYJIbI a[Ire31UH WU MPOTeasbl). DTH OTBETHI
MOTYT JINOO CTUMYJIUPOBATh, JTHO0 KOHTpoupoBate @HO-q.

Y  nmauMeHToB ¢  aKTUBHBIM  [ICOPUATHYECKMM  apTPUTOM  JTaHEPUENT HHIHOUpyeT
IPOTPECCUPOBAHUE CTPYKTYPHBIX MOBPEXKACHUH, yIydIIaeT (U3NYECKyI0 aKTUBHOCTb U CHIDKAET
BEPOSTHOCTb Pa3BUTHS MOPAKEHUS NepUPEPUUECKUX CYyCTaBOB.

[Tocne mnpekpallleHuss Tepanuu OSTAHEPLENTOM B TEYEHHE Mecslla BO3MOXKHO O0OCTpeHHE
3a0osieBanus. D¢ (HEKTUBHOCTH TOBTOPHOIO HA3HAUYEHMsI IIperapara B TeUeHHe 24 MecsleB 1ocie
IIPEKPALLEHUS TEPAIMU CPAaBHUMA C TAKOBOM y MALMEHTOB, HE IIPEPBIBABILINX JICYCHHUE.

@apMaKOKuHemuKa

DapMaKOKMHETUYECKUE XapaKTEPUCTUKU dTAHEPLIETITA Y MAlUEHTOB C PEBMATOUIHBIM apTPUTOM,
AHKHUJIO3UPYIONINM CIIOHJIHIIUTOM U TICOPHUA30M CXOJTHBI.

Bcacwvisanue

DraHepuent MeAIeHHO abcopOupyeTcs U3 MecTa MOAKOKHOM HHBEKITUH, TOCTUTAsI MAKCHMAaTbHOM
KOHI[EHTPAllMU TPUOIM3UTENHEHO uepe3 48 4 mociie BBEASHHUS OJHOKPATHOM 03Bl Mpemnapara.
AOcomroTHass OMOIOCTYITHOCTh cocTaBisier 76 %. [Ipu BBeneHUM mpemaparta ABaKIbl B HENEIIO
JIOCTUTAIOTCS B JBa pa3za Ooyiee BBICOKHE PABHOBECHBIC KOHIICHTPAIIMH, YeM IIOCIIC BBEICHHS
OJIHOKpaTHOHM 103bl. [lociie 0THOKPATHOTO TMOJIKOKHOTO BBEIACHHUS 25 MI' dTaHeplenTa CpemaHsis
MaKcHUMalbHas KOHIIGHTpalus B IIa3Me KpoBU cocTaBisieT 1,65 £ 0,66 MKr/mil, TUIOMIAAL TOJ
KpHuBOi «koHIeHTparusa-spems» (AUC) — 235 £ 96,6 Mkr - u/Mi1. BUauMoro HachIIeHUs KIIMpeHca
B IPaHMIIAX 03kl HE HAOII01aI0Ch.

BBenennas oqHOKpaTHO 1032 3TaHepienta 50 Mr OMOIKBUBAIICHTHA JI03€, TIOJTYYECHHOU IMTyTeM ABYX

MHBEKIMHI 10 25 MT Ipenaparta, CAeJIaHHbIX IPAKTUYECKHA OJTHOBPEMEHHO.
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Pacnpeoenenue (MOCNEODBATENEHOCTE 0007

3aBUCUMOCTh KOHIICHTPALIMU dSTaHEpIIeNITa OT BPEMEHH OIHKCHIBACTCS OMIKCIIOHCHIIUAILHOU
kpuBoi. CpeaHee 3HaUeHHME OObeMa paclpesieleHus cocTaBiseT 7,6 1, B TO BpeMs Kak 00beM
pacipeieNieHus pyu paBHOBECHOM COCTOsIHUM cocTasisieT 10,4 1.

Buigeoenue

DraHeplenT MeUICHHO BBIBOAWUTCS W3 opraHu3ma. [lepwon momybeiBenenust (Ti2) cocraBisier
okosio 70 4. Y MalMEHTOB C PEBMATOMIHBIM apTPUTOM KIMPEHC COCTABIISACT MPUOIM3UTEIBHO
0,066 n/4, uto Heckonbko HUXke 3HadeHus 0,11 11/9 y 310pOBBIX T0OPOBOJIBIIEB.

Ocobuie 2pynnvl naduueHmos6

Toowcunvle nayuenmul
Knupenc u kaxyuuecs: 00beMbl paciipe/ieIeHus dTaHepLenTa B IpyIle NalueHToB oT 65 1o 87 net
CXOJHBI C TAKOBBIMU Y MAIIUEHTOB MOJIOXKE 65 JIET.

Iemu

IOBeHUABbHBIA NANOMATUYECKUN apTPUT

[Tpodune KOHLIEHTpaLMH B CHIBOPOTKE KPOBHU aHAJIOTMYEH TAKOBOMY Yy B3pOCIBIX MAllMEHTOB C
PEBMaTOUJIHBIM apTpUTOM. MoJenupoBaHue MO3BOJIAET MPEANOI0KUTh, YTO y JETEH cTapliero
Bo3pacta (10—17 ner) m B3poCibIX MALMEHTOB KOHIEHTpAlLUs 3TaHEpIEeNTa B CHIBOPOTKE KPOBU
IPUMEPHO OJIMHAKOBA, a Y JIeTeH Miaiiiero Bo3pacta oHa OyJIeT CYIECTBEHHO HUXKE.

Ilcopuas

PaBHOBeCHBIE KOHIIEHTpAIIMHU ATAHEPIIETITa B CHIBOPOTKE KPOBHU JIeTel B Bo3pacte oT 4 10 17 net ¢
IICOPHA30M M JIeTEN C FOBEHUIBHBIM UAMONATHYECKUM apTPUTOM, KOTOPBIE MOTYyYalld STaHEPLENT,
cooTBeTCTBEHHO B A03¢e 0,8 mMr/kr 1 pa3 B Henenro (MakcuManbHas 103a 50 mr B Heaento) u 0,4 Mr/kr
2 pa3a B Heflenmo (MakcuManbHas g03a 50 Mr B Heleno) Ha NpoTsbkeHuu 48 u 12 Henenb ObUH
cxomubiMu (1,6-2,1 MKr/miT). 3HaueHHE STOTO IOKA3aTeNsi COBMAAAI0 C TAKOBBIM y B3pOCIBIX
MAlEHTOB € IICOPUA30M, KOTOPBIM 3TaHEPLENT BBOAUIICS B 03€ 25 MI 2 pa3a B HEJEINIO.
Hapywenusa ¢ynkyuu nouex u neuenu

HecmoTpss Ha TO, YTO y MalMEHTOB W 3J0POBBIX JOOPOBOJBIEB IMOCIE BBEICHHUS MEUYEHOTO
STaHepLenTa paJuoakTHUBHAs METKa JIMMHHHUPYETCS Yepe3 IOYKM, y MaIeHTOB C OCTpOil
MOYEYHON WJIM TIEUEHOYHOM HEJ0CTaTOYHOCThIO HE HAOII0AAOCh YBEIMUYEHUS KOHIIEHTpAIUU
ATaHEpLENTa B IJIa3M€ KPOBH.

Lion

SIBHBIX paznuuuii B papMakOKMHETUKE dTaHEepIEenTa y My>KUHH U KEHILUH HeT.

IHoka3anus K NpUMeHEHUI0

®

[Tpenapat Open3u noka3aH K IPUMEHEHHUIO y B3pOCIBIX, & TAKXKE y JETEH B Bo3pacTe crapiie 12

JIET ¢ Maccoil Tena 62,5 Kr u 0ollee.
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B KOM6I/IHaHI/II/I C METOTPEKCATOM 9pen3u® HasHa4YacTCA B3POCJIBIM IIpHU JICYCHHUH AKTUBHOI'O

PEBMATOMTHOTO apTPHUTA CPEAHEH M BBICOKOW CTENEHW TSHKECTHU, KOrJa OTBET Ha Oa3WCHBIE
npotuBoBocnanuTenbHbie penapatsl (BIIBII), Bkitouas MmeToTpekcar, Obl1 HeaIeKBaTHBIM.

®

Bpenm MOXET Ha3HadaTbCsAd B BHJAC MOHOTCpallMu B ClIy4dac HCB(b(l)eKTI/IBHOCTI/I 501051

HENEepeHOCUMOCTH METOTpEKcaTa.
Dpen3u® nokasaH JUisl JIGYEHUS TSKEIOTO, aKTUBHOTO M MPOIPECCHPYIOIIEr0 PEBMATOMIHOTO
apTpuTa y B3pOCIBIX, HE [TOJIy4aBIINX PAHEE TEPAIII0 METOTPEKCATOM.

IOBeHNABbHBIA NANOMATHYECKUN TOTUAPTPUT

JleyeHue aKTHBHOTO FOBEHWJIBHOTO WAMONATHYECKOTO TIONHAPTPUTA (CEPOIO3UTHBHOTO H
CEPOHETATUBHOTO) Yy JIeTel B Bo3pacTe crapimie 12 et u ¢ Maccoii tena 6osee 62,5 Kr, y KOTOPBIX
HabroManack HepocTaTouHast 3 ()EeKTUBHOCTD HITH HETIEPEHOCHMOCTh METOTPEKCATA.

JleyeHue pacripoCTpaHEHHOTO OJMIOAPTPUTA Y JeTeil B Bo3pacte cTapiie 12 JeT u ¢ Maccoil Tena
Oosiee 62,5 Kr, y KOTOpPBIX HaOII01aach HEOCTaTOuHAast 3PPEKTUBHOCTh WM HETIEPEHOCHMOCTh
METOTpeKcaTa.

JleueHne MCOPUATUYECKOTO apTpUTa y JeTel B Bo3pacTe crapiie 12 et u ¢ Maccol Tena Oosee
62,5kr, y KOTOpbIX HaOdrofanack HEAOCTaTOuHas APQPEKTUBHOCTb MM HETEPEeHOCHUMOCTb
METOTpeKcaTa.

JleueHne apTpuTa, ACCOMMPOBAHHOTO C SHTE3UTAMH, y JIETeH B Bo3pacTe crapiie 12 jer u ¢ Maccoi
Tena Oonee 62,5kr, y KOTOpeIX HaOmoAanach HeaocTtarouyHas AJ(PQEKTUBHOCTb WIIU
HEMEepeHOCUMOCTb CTaH/IapPTHOW TepanuH.

IIcopuaTnyeckuii apTpUT

JleueHne akTUBHOT'O U TPOTrPECCUPYIOLLETO IICOPUATHIECKOTO apTPUTA Y B3POCIIBIX, KOTJ1a OTBET HA
tepanuto BIIBII Obut HeaekBaTHBIM.

AxcuanpHas hopMa CIIOHAWIOAPTPUTA

AHKURO3UpYOWUL CHOHOUIUM

JledeHue B3POCHBIX C TSDKETBIM AaKTHBHBIM AHKWJIO3UPYIOIIUM CIOHIUIUTOM, y KOTOPBIX
TpaJUIIMOHHAS Teparys He IPUBEJIA K CYIECTBEHHOMY YIIyUIICHHIO.

Hepenmeenonozuueckuii akcuanbhvlil CHOHOUIOAPMPUN

DraHepuent ToOKa3aH JUIs JIeUEHUS B3POCIBIX MAIMEHTOB C  TSOKENBIM  TEYCHHEM
HEPEHTI€HOJIOTUYECKOT0 aKCHAIBHOTO CHOHIUIOAPTPUTA, Y KOTOPBIX OTMEYAJICsl HeaJleKBATHBIN
OTBET WJIM PE3UCTEHTHOCTh K CTAHIAPTHOW TEpalvH, a TaKKe MMEIOTCS OOBEKTUBHBIC MPHU3HAKH
AKTUBHOCTH 3a00JICBaHUs, TOTBEPKICHHBIC MOBBIIIEHUEM KOHIIEHTpanuu C-peakTUBHOTO Oenka

(CPB) w/unu nanasiMu MPT-ckanupoBaHus.
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Icopuas (MOCNEOQBATENLHOCTE 0007)

Jleyenune B3pOCHBIX C NCOPHUA30M YMEPEHHOM M TSKEJIOW CTEIEHH BBIPAXKEHHOCTH, Y KOTOPBIX
MMEIOTCSI MPOTUBONOKA3aHUSI WIIM HEMEPEHOCUMOCTD JIPYTOM CUCTEMHOM TEpaIiy, BKIIOYAKOLIEH
LUKJI0CTIOpUH, MeToTpekcat uinu PUVA-tepanuto.

Jleuenune nmeredd B Bo3pacTe crapmie 12 jeT u ¢ Maccoil Tenma 6Goinee 62,5 K ¢ XpOHHYECKUM
MICOPUA30M TSKEJION CTENEeHH BBIPAKEHHOCTH, Y KOTOPHIX HaOII0Janach HENEPEHOCUMOCTh WU
HEIOCTaTOYHBIN OTBET HA JIPYTYIO CUCTEMHYIO WX (POTOTEPAIIHIO.

HpOTI/IBOHOKZBHHI/IH

FI/IHCP‘IYBCTBI/ITGJIBHOCTB K OJOTaHCpUCITy HIN J'IIO6OMy N3 BCIIOMOTI'aTCJIIbHBIX BCIICCTB

npernapara.

Cencuc uimm PUCK BOSHUKHOBCHHUA CCIICHUCA.

AKTHBHas I/IH(1)CKLII/I$I, BKJIFOYaA XPOHUUYCCKUC UJIU JIOKAJIM30BAHHLIC HH(beKI.IHH.

Jletu B Bo3pacte miuaauie 12 siet uim ¢ Mmaccoit Tesa MmeHee 62,5 Kr.

C 0CTOPOKHOCTHIO

Jemuenunausupytoniie  3a0oneBaHusi  (pacCcesHHBIA — CKJIEPO3), XpOHHYECKas cepaedHas
HenoctatoyHocTh (XCH), nMMyHOE(DULIMTHBIE COCTOSIHMSL, 3a00J1€BaHNUs, PEAPACIIOIAralole K
Pa3sBUTHIO WM aKTHBAIMU WHGEKIUH (caxapHblil nuaber, remaTHThbl), aJKOTOJIbHBIM TenaTuT
CPCOHCTANKEIIOTO U TAXKCEIIOr0O TCUCHMA, BHPYCHBIﬁ rernaTurt C, JUCKpasusa KpOBH, 3a0o0JIeBaHus
HEPBHON CUCTEMBI (HEBPUT 3PUTEIHLHOTO HEPBA, IONEPEUHBIH MUEIINT).

IIpuMeHenue npu 6epeMEHHOCTH U B IEPUO/I TPYAHOI0 BCKAPMJIUBAHUS

JKeHIMHEI, CIOCOOHBIE K ACTOPOIKICHHIO

Kenmunam, CrnocoOHBIM K  JIETOPOXKIACHUIO, CJIEAyeT PEKOMEHJOBaTh HCIIOJIh30BATh
COOTBETCTBYIOIINN CTIOCO0 KOHTpALIETIIIUU BO U30€KaHUE HACTYIIJICHUS] OEPEMEHHOCTU B TE€UEHUE
Tepanuu npenaparom 3pen31/1® U B TEUEHUE TPEX HEEND NIOCIE €€ TPEKPALLICHUS.

bepemeHHOCTB

Brnusiaue staHeprienta Ha HMCXOABI OCPEMEHHOCTH OBUIO HM3YyYEHO B JIBYX HAOIOAATEIIBHBIX
KOTOPTHBIX UCCIIETOBaHMIX. B X0/1e Ha0II0/1aTeThHOTO HCCIICIOBAHMS, TIOCBSIIICHHOTO CPAaBHEHHIO
UCXOZI0B OEPEMEHHOCTH Y JKCHIIUH, MPUHUMABIINX ATAaHEPIENT B TEPBOM TPUMECTpe, OBLIO
3apETUCTPUPOBAHO TIOBBIIIEHUE YACTOTHl PAa3BUTHSl 3HAYUTENBHBIX BPOXKIACHHBIX MOPOKOB
pa3BUTHS, Y€M B TpyMIe, HE MOJy4YaBIIMX 3TaHepuenT uiau uHble aHTaroHuctel ®HO. Tunst
3HAYUTEIBHBIX BPOXKJICHHBIX TOPOKOB COOTBETCTBOBAIHM BBISIBICHHBIM B OOIIECH IOIMYIISINY;
KaKuX-T100 0COOBIX BapUAHTOB TAKUX OCJIOKHEHUW BBISBICHO HE ObLI0. VI3MEHEHHS 4acCTOTHI
CIIOHTAHHBIX a0OPTOB, MEPTBOPOXKACHUI UM HE3HAUYUTEIHHBIX BPOXKICHHBIX MTOPOKOB PAa3BUTHS
OTMe4YeHO He Obuto. B nmpyrom HabmromaTeTbHOM MEXKIyHAPOIHOM PEECTPOBOM HCCIEAOBAaHUH, B

KOTOPOM CpaBHHUBAJIN PUCK BOSHHUKHOBCHH HCKCIIATCIIBHBIX NCXOJ0B 6epeMeHHOCTI/I Y XCHIIUH,
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MOJTy4aBIIUX 3TAHEPIENT B TeueHue nepBbix 90 mueit 6epq¥@§9ﬁﬂ,ﬁ&.ﬁm%: FOILYHABHIX

TEPAIINIO HEOMOJIOTHYECKUMHU InpenaparaMnu, HE OBLIO O6H&py>KeH0 IMOBBIIICHUA PHCKaA
BO3HHUKHOBCHU A 3HAUYUTCIIbHBIX BPOXKACHHBIX ITOPOKOB PA3BUTHUA. I[aHHOG HCCICIOBAHUC TaAKKE HC
BbISIBUWIO IOBBIMICHUSA PUCKAa BOSHUKHOBCHHUSA HC3HAYHUTCIIBHBIX BPOXACHHBIX IMOPOKOB PAa3BUTUA,
MMPEXKACBPEMEHHBIX POAOB, POXKIACHUA MCPTBOI'O ILIOJAA HIIN HH(i)eKHHfI B TCUCHUC IICPBOI'O roaa
KU3HU I MIAQACHICB, POXIACHHBIX MXCHIIMHAMHK, II0JIy4YaBIIMMH OTAaHCPUCIT BO BpEMA

6epemennocTy. [IpumensTs npemnapat Dpensu”

BO BpeMsi OEPEMEHHOCTH BO3MOKHO TOJIBKO IPH
OYEBUIHON HEOOXOIUMOCTH.

DraHeplenT NPOHUKAET B IUIAICHTY U OOHAPYKMBACTCS B CHIBOPOTKE KPOBH MIIAJICHIICB, MaTECPH
KOTOPBIX TOJyYald TEPallio 3TaHEePIENTOM BO Bpemsi OepeMeHHOCTH. KilmHuueckoe 3HaYeHue
9TOTO SBJICHHSI HEU3BECTHO, OJIHAKO Y TAKMX MIIAJICHIICB MOXKET YBEIUYHBATHCS PUCK HHQEKITUH.
He pexomenmyeTcst BBECHHUE )KUBBIX BAKIIMH MJIaJICHIIAM B TeUCHHE 16 HEIeb TOCye TOTyYeHUs

MaTCpbrO HOCJIC,Z[Heﬁ J03bI OTAaHCPIICIITA.

I'pyaHo€ BCKapMJIMBaHUE

OrpanndeHHass MHpOpMaLUs W3 ONYyOJUKOBAHHOW JIMTEPATypbl CBUIECTEIBCTBYET O TOM, 4YTO
dTaHepuenT ObUT OOHAPYKEH B HU3KUX KOHIICHTPALUSAX B TPYJTHOM MOJIOKE. DTaHEPIENT MOXKHO
IPUMEHATh BO BpPEMs TI'PYJHOrO BCKapMJIMBaHUSA, NMPUHMMAs BO BHUMAaHHE IOJb3y TI'PYIHOTO
BCKapMJIMBaHMs JUIs peOeHKa U NOJb3y OT TePaliH Uil MaTepH.

XOTsl OKMJAeTcsl, YTO CHUCTEMHOE BO3JEHCTBHE Ha MIIAJIEHLA, HAXOIIIErocs Ha TPYIHOM
BCKapMJIMBaHUH, Oy/€T HU3KUM, IIOCKOJIbKY 3TAHEPLEIT B 3HAUUTEIBHOMN CTEIIEHU pa3pylIaeTcs B
KEIIyA0YHO-KAIIEYHOM TPAKTE, JAHHBIE O CUCTEMHOM BO3JIEHCTBUU Ha MIIAJICHIIA, HAXOIALIETOCS
Ha Irpy/IHOM BCKapMJIMBaHUH, orpaHudeHbl. [loaToMy BBeZieHHE )KUBBIX BakIUH (Hanpumep, LK)
MIIQJIEHIly, HAXOIALIEMYCS Ha TPYJHOM BCKApMIIMBAaHHMM, KOTJa MaTh IOJy4aeT ITaHEpLENT,
MOKHO paccMaTpuBaTh uepe3 16 Hexenp mociie MpeKpalieHusl TPYIHOr0 BCKapMIMBaHus (WM B
0oJiee paHHUE CPOKH, €CJIM YPOBEHb 3TAHEPIIENTA B CBIBOPOTKE KPOBH MIIAJICHIIA HE OIIPEEIISIETCS).

PenpoaykTuBHas d)VHKI_[I/I}I

JIOKJIIMHWYeCKUe JaHHBbIE MO0 TEPUHATANIBHON M MOCTHATAIBHOM TOKCHYHOCTH 3TAaHEPIENTa U O
BJIMSTHUH dTaHEpIleNnTa Ha PepTUIIBHOCTE M OOIIYIO PEIPOIYKTHBHYIO CIIOCOOHOCTH OTCYTCTBYIOT.
Cnocod npuMeHeHHs U 103bl

ITonkoxHO.

Jleuenue npemnapatom Dpen3u® MOMKHO HA3HAYATHCS U KOHTPOIMPOBATHCS BPAdOM, MMEIOIIUM
ONBIT B JUArHOCTHKE W JICYCHUH PEBMATOMTHOTO apTPUTA, IOBEHWJIBHOTO HIUONATUYECKOTO
MOJINAPTPUTA, ICOPUATUUECKOTO apTPUTA, AaHKUIIO3UPYIOILIETO CIOHAMINTA WK TICOpUa3a.

Ilepen BBegenneM npenapara Jpea3su® HeoOX0IHMO BHUMATEILHO H3YYUTh HHCTPYKIMIO M0

NPHUMEHEHHI0 IINPULIA/IINPHI-PYYKH (B KOHIIE JAHHOIO pa3Jesia).
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 12.05.2026 Nz 3430

Bspocnvie (NOCNEOCBATENEHOCTE 0007)

Pesmamouonwiii apmpum

PexoMenayemas 103a cocTaBiser 25 mr mpemapara Dpemsu® 2 paza B HEJENIO C HHTEPBAIOM
3—4 nus. AnprepHatuBHas no3a — 50 mr 1 pa3 B Heneno, KOTopasi MOXET OBbITh BBEICHA ITyTeM
OJHOKPATHOW MOJIKOKHOM MHBEKIMU S0 MI' WJIM IBYX MHBEKIMHI MO 25 M Ipernapara, cieJIaHHbIX
MPAKTUYECKH OJHOBPEMEHHO.

Ilcopuamuueckuti apmpum

PexoMenayeMas 103a — 25 Mr npenapata Dpensu”® 2 pasa B HEJEIIO ¢ HHTEPBATIOM 3—4 JHS.
AnpTepHatuBHas 103a — 50 Mr 1 pa3 B Heelnto, KOTOpasi MOKET ObITh BBEJIEHA ITyTEM OJIHOKPATHOM
MOJKOXHOW MHBEKIHUU 50 MI UK JBYX MHBEKUUHN 10 25 Mr mpernapara, cIeIaHHbIX MPAKTUYECKU
OJIHOBPEMEHHO.

Axcuanvhas gpopma cnonounoapmpuma

AHKUO3UPYIOWULL CHOHOUIUM

Pexomenyemas 103a — 25 Mr npenapara Dpensu® 2 pasa B HEIEIIO C HHTEPBATIOM 3—4 JHs.
AnpTepHatuBHas 103a — 50 Mr 1 pa3 B Henelo, KOTopasi MOKET ObITh BBEJICHA ITyTEM OJTHOKPATHON
MOJIKOXHOW MHBeKIMK 50 MI WM ABYX MHBEKIUI 10 25 Mr npenapara, CAeJaHHbIX IPAKTUYECKU
OJIHOBPEMEHHO.

Hepenmeenonoeuueckuii akcuanbHwliti CHOHOULOAPMPUM

Pexomenyemas 703a — 25 Mr npenapara Dpemsu® 2 pa3a B HeJIEI0 C HHTEpBaIoM 3—4 JHs.
AnbprepHaTuBHas 103a — S0 Mr 1 pa3 B Hellemto, KOTopasi MOKET ObITh BBEJIEHA ITyTEM OJHOKPATHOM
MOAKOXHOW MHbEKIMHU 50 MI WM IBYX UHBEKIUH 10 25 MT mpernapara, CASIaHHbIX PAKTUUECKH
OJIHOBPEMEHHO.

Iicopua3z

PexomenyeMas 7103a — 25 Mr npenapara Dpemsu® 2 pa3a B HeJIENI0 C HHTEpBAIoM 3—4 JHs.
Bo3MoxHo BBenenue 50 mr npemnapara 1 pa3 B HEAE0 MyTEM OJIHOKPATHOM MOJIKOKHOW NHBEKIIUHI
WJIM IBYX MHBEKLMH 110 25 Mr mpemnapara, CieJIaHHbIX MPAaKTUYECKU OJIHOBPEMEHHO.

B KkauecTBe anbTePHATUBEI MOKHO TPUMEHATh Jpem3u” 1o 50 Mr 2 pasa B HEJENIO Ha MPOTSKEHUH
He Oosiee 12 Henenpb. [Ipr HEOOXOAMMOCTH MPOAOHKCHUS JICUCHHS 9pen31/1® CIeAyeT BBOJIHTH B
no3e 25 mr 2 pasa B Hepemo minn 50 mr 1 pa3 B Hememro. Tepanuro ciienyeT MPOBOAWUTH 0
JTOCTHIKEHUSI PEMHUCCHM M, KaK MpaBWiio, He Oonee 24 Henmenb. BBeneHue mpemapara ciemyeT
MPEeKpaTuTh, €clii Tocle 12 Hemenb JIeYeHHs HE HaOJIONAeTCs TOJOXKUTENbHON JIHMHAMHUKU
CUMIOTOMOB. B HEKOTOpBIX ciyyasx MPOJOJIKUTENILHOCTh JIEYEHUS MOXKET COCTaBUTH Ooliee

24 "enens.
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 12.05.2026 Nz 3430
IIpooonscumenvrocmo nevenus (no ::_-l' E .-:]l':: Ei,-i-.TEJ_; |:.|—J| 0 IEtT & 0007

v B3pOCJIBIX MAIMECHTOB B 3aBUCUMOCTH OT OLCHKH Bpada W HHIAWBHAYAJIbHBIX 0COOEHHOCTEN
NnanueHTa TCpanro MOKHO IPOBOJAUTH HCIIPCPBIBHO WJIM C IICPCPLIBAMMU.

® chmemyer cobmOmaTh

[Ipy HEOOXOAMMOCTH TOBTOPHOTO HAa3HAYCHHUsS Mpemapara Ipen3u
JUTUTEILHOCTD JICYCHHUS, YKa3aHHYIO Bbllle. PekoMeHyeTcst Ha3HauaTh 103y 25 Mr 2 pas3a B HeJIe0
unu 50 mr 1 pa3 B Heeno.

JIMTenbHOCT TEpAuU Y HEKOTOPBIX OOJIBHBIX MOXKET IIPEBBILIATH 24 HEJEIN.

Toocunvie nayuenmot (65 1em u cmapuie)

HeT HEe06X0AMMOCTH KOPPEKTHUPOBATH 103y WU CIIOCO0 MPUMEHEHUS.

Jemu (cmapwe 12 nem u umerwouwyue maccy mena 62,5 ke u 6o.1ee)

VY nereii B Bozpacte miaaue 12 yer U ¢ Maccoil Tena MeHee 62,5 KI IpUMEHEHHE Ipernapara
Bpem3n”® NPOTHBOMOKA3AHO.

FOsenunvHbvIll UOUONamMuUYecKull nouapmpum

PexoMeHiyemas 103a cocTapiseT 25 Mr mpemnapata Dpemsu® 2 pasa B HENETIO C MHTEPBAOM
34 nus.

AnpTepHaTuBHas 103a — 50 Mr 1 pa3 B HEIEI0, KOTOPAst MOKET OBITH BBEJICHA ITyTEM OJIHOKPATHOM
MOJKOXHOW MHBEKIUU 50 MT WK ABYX MHBEKIUI MO0 25 MT mpemnapara, CAeTaHHBIX MPaKTHUECKU
OJIHOBPEMEHHO.

Jleyenue mpemapaToM cieayeT IPEKpaTuTh, €ClU Iociie 4 MecsleB Tepalnuu He HaOoJaeTcs
MOJIOKUTEITHPHON JUHAMHUKH CHMITTOMOB.

Pacnpocmpanennsiii onueoapmpum

V JaHHO¥ TPYIIIEI TAIMEHTOB NpenapaT Dpen3u” IPUMEHSIOT KaK y B3pOCIbIX: pa3oBas 103a 25 MT.
[Ipemapat BBOAMTCS 2 paza B HENENIO ¢ WHTepBaloM 3—4 nHs. JledeHuwe mpemapaToMm cleayeT
MPEKpPaTUTh, €CIM Mociae 4 MecsleB Tepanuyd He HaOMIoJaeTCs MOJIOKUTEIHHOM JTUHAMHKU
CUMIITOMOB.

Bosmoxno BBenenue 50 mr 1 pa3 B Heernto.

Ilcopuamuueckuti apmpum

V JaHHOM rPyYIIIH HAIIMEHTOB Mpenapat Jpensu” MPUMEHSIOT KaK y B3pOCIbIX: pa3oBas 103a 25 M.
[Ipenapar BBOguTCS 2 pa3a B HEAENO0 ¢ MHTepBaoM 3—4 aHs. JleueHue mpemapaTom ciemayeT
MPEeKPaTUTh, €Cclu Tocie 4 MecsIeB Tepanuu He HaOMI0AaeTCs MOJOKUTEIbHOW AMHAMUKHU
CUMIITOMOB.

Bosmosxno BBenenne 50 mr 1 pa3 B Heaeno.

Apmpum accoyuupoanublii ¢ IHmMe3Umamu

V JaHHO¥ TPYIIIEI TAIMEHTOB IpenapaT Dpen3u” IPUMEHSIOT KaK y B3pOCIbIX: Pa30Bast 103a 25 MT.

[Ipenapat BBOIAT 2 pa3a B HeAeno ¢ MHTepBaioM 3—4 nHsA. JleuyeHuwe npemapaToM CIERyeT
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COOTBETCTBYET ZKCNEPTHOMY OTUYETY
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MNPEKpaTuTh, C€CJIN II0CIIC 4 MCCALICB TEpalun HE H&6J’{Iﬂ@?’ﬁ:ﬁ Mgﬁémgﬂi_‘@ﬁl TJ:_[II/LHIQM‘II’IF(I/I

CUIITOMOB.
Bosmosxxno BBeaenue 50 mr 1 pa3 B Henenro.

Iicopua3z

PasoBas no3a npenapara coctasiser 50 mr. [lpenapar BBogutcs 1 pa3 B Hezelnto, JUIUTEIbHOCTh
Tepanuu cocTaBisieT He Oonee 24 Henenb. BBeneHue npenapara cienyer npekpaTUTh, €CIU Mocie
12 Henens iedeHHs He HAOIIOIAETCS OTBETA HA MIPOBOJUMYIO TEPAITHIO.

® chmemyer cobmonarh

[Ipy HEOOXOAMMOCTH TOBTOPHOTO HA3HAYCHHsS TMIperapara peii3u

JUTMTEIILHOCTD JICUSHHMsI, YKa3aHHYIo Bbilie. PasoBas no3a mpemapara cocrasiser S0 mr 1 pas B

HEJICIIO.

B cnyuae nponycka 003vl 8 nonodcenHoe épems HEOOXOAMMO BBECTH Tpemapar cpasy ke, Kak

TOJILKO 00 3TOM BCTIOMHHJIH, HO IIPH YCIOBUH, YTO CIEAYIONIast *HbEKIIUS I0JDKHA ObITh He paHee,

YyeM vepe3 IeHb. B IpoTHBHOM cityyae HEOOXOMMO POIYCTHTD 3a0bITY 0 HHBEKIINIO. [lanrienTam

CJICAYET IPOI0JIXKATh BBOAMTD IPEMapar B OObIYHBIH JIeHb (JIHU). Eciin nanueHT He BCIOMHUT JICHb,

KOTJa JOJDKHA OBITh clieNlaHa CJeNyromas HHBEKUUS, MPOMHCTPYKTUPYHTE NalMeHTa He

MPUHUMATh JTBOWHYIO J03Y.

Hapywenue ¢ynkyuu nevenu u novex: HeT HEOOXOUMOCTH KOPPEKTUPOBATDH JI03Y.

Huske npeacTaBieHbl HHCTPYKIMH MO MOATOTOBKE H BBEAEHHIO PACTBOPA ISl MOJAKOKHOTO

BBeJeHHs npenapara Jpeasu® B NpeIBapuTeJbHO 3aM0JHEHHBLIX IIMPHIAX M B LINPHIL-

pyYKax.

[lepen BBeaeHHEM IpenapaTa MpoBepsiTe JaTy OKOHYAHHs Cpoka rogHocTu. B ciygae, ecnu aTa

JaTa yKe Mpoluia, He UCTIOIb3yHTe MINPHUIL WIH MTIPUL-PYUKY!

[penapar Dpemsu® clemyeT XpaHUTh B OPUTHHANILHON YIAKOBKe (KApTOHHOW Mauke) Mpu

temneparype ot 2 1o 8 °C. OiHOKpaTHO IpenapaTr MOXKHO XpaHUTh Ipu Temneparype 25 + 2 °C B

TeueHue He Oosee 28 mHel (Tociie ATOTo ClieIyeT BBOAUTE IIpernapar, Helb3sl TOBTOPHO MOMEIIATh

B XOJIOAWIBHUK).

Buioop mecma unvexyuu

e PexoMeHIyIOTCS TpHM MecCTa s BBeleHHs npenapara Dpemsu®: (1) mepenHss moBepXHOCTH
cpeaHeit Tpetu O6empa; (2) KUBOT, KpoMe 00JIaCTH pa3MepoM 5 CM BOKPYT Mymka; (3) HapyKHas
MOBEPXHOCTH Tuieya (cM. puc. 1). Ecnu BbI fenaere unbekuio cede, He clieyeT UCIOIb30BaTh

Hapy >KHYIO IOBEPXHOCTbH IJIeYa.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 12.05.2026 N= 3430

1 NOCNEOOBATEMNBHOCTE 0007)

e Kaxayro MHBEKIHMIO CJIeAyeT BBINOJHATH B HOBOE MECTO. MeCTO HOBOM MHBEKIMU JOJIKHO
OBITh HAa PACCTOSIHMM HE MeHee 3 cM oT Mmecta mpensinymux uabekuuid. HE BBOJUTE
mpernapar B y4acTKH, B KOTOPBIX €CTh 0OJI€3HEHHOCTh, IOKPACHEHHE KOXKU, KPOBOTIOJATEK MU
ymiotHenue. He BBoauTe B ydacTKM cO mipaMaMu WM pacTskkamu. (MoskeT okazaTbes
MOJIE3HBIM 3aIMCHIBATh MECTa MPEABIAYIINX UHBEKIINUN).

e JIns manueHToB C MCOPHUA30M: CTAPANTECH HE BBOJAUTH IIPENapaT HEIMOCPEACTBEHHO B YUACTKH,
MPUIIOJHATHIE HAJ MOBEPXHOCTBHIO KOXKH, YTOJUIEHHbIC, MOKPACHEBUIME WJIM B O4Yaru ¢
HIeNyIIeHUuEM («IICOPUATHUECKUE OIIALIKI ).

MHCTPpYKIIMSA 110 MOATOTOBKE M BBEICHHI0) PACTBOPA JIJIS NOJAKOKHOI0 BBEICHMS Npenapara

3pe.113u® B IIPECABAPUTEC/JAbHO 3AII0JJHCHHOM IIINPUILE

[TanmeHThl MM UX POAMTENN/ONEKYHBI, KOTOpblE OyIyT NMPOBOJUTH MHBEKIUH, JOIKHBI OBITh
IpOMH()OPMUPOBAHBI O TOM, KaK IMPaBUIBLHO MPOBOANUTE HHBEKIIMIO. B ciydae, eciiu B ganbHel1em
UHBEKIUU OyayT MPOBOIUTHCS CaMHM MAIlMEHTOM WJIH €ro POAMTEISIMHU/ONEKYHOM, TO TEepBOE
BBEJICHUE HEOOXOJUMO OCYIECTBUTH IO/ KOHTPOJEM KBAIM(UUIHMPOBAHHOTO MEIUIIMHCKOTO
nepcoHania.

Iloozomoexa k unveKkyuu

JTOT mpenapar HeJb3sl CMEIIMBATh B OJHOM IINpHIe WM (uiakoHe ¢ JH00bIMH APYTrHMHU
npenaparamu!

Bceraa kiagure mnpun B MecTa, HeAOCTYIHbIE JJIs1 1eTe.

1. U3BnexkuTe KapTOHHYIO KOPOOKY C MPeBAPUTENILHO 3al0OTHEHHBIMU IITPHUIIAMHU C TIPETapaToM
Dpensu® U3 XONOJUILHUKA U IOMECTUTE €€ Ha YHUCTYI0 XOPOLIO OCBENIEHHYI0 POBHYIO pabouylo
NOBEPXHOCTh. Bo3bMHTE OMH NPEABAPUTEIBHO 3aNOJHEHHBIN INpull. He BCTpsxuBaiTe mmpui.
[TomecTrTe KapTOHHYIO KOPOOKY C OCTaBUIMMHMCS MpEABAPUTEIHHO 3alOJHEHHBIMH IIIPHUIIAMU
00paTHO B XOJOIUIBHUK.

2. OcraBbre mmpun ¢ pacrBopoM Idpeasn® Ha 15-30 MuHYT, 4TOOBI OH HArpesics 10
komHaTHo# Temnepatypbl. HE OTKPBIBAUTE 6mucrep 1 HE CHUMAMTE konma4ox ¢ Mrisl
IIIPHIA, TIOKA OH HE JOCTUTHET KOMHATHOH TemmepaTtypsl. He mogorpesaiite Dpemnsu® kakuM-1u6o

JIPYTUM CITOCOOOM (Hampumep, B MUKPOBOJTHOBOM IEUX WJIU B TOPSTYEH BOJIE).
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3. Beimoiite PYKH C MBIJIOM B TEILJION BOJIC. I'n':“:.-l E,J.':E:-—-TEHI:H': |: TZI ,:| : |:|T'I

4. JloctanbTe mIIpuIil U3 OnucTepa U yOeauTech, 4To pacTBOP B LIMPHUILIE TPO3PAUHBIN WK ¢1ab0
ONaJIECIUPYIOUINi, OT OECIIBETHOIO /10 CBETJIO-KEITOTO IIBETA, MOXKET COJIEPKAaTh HE3HAUNUTEIBHOE
KOJIMYECTBO HEOOJNBIIUX MOTYIIPO3PAYHBIX MK OCIbIX MIABAIOIIMX YacTHIl. B IpOTHBHOM ciiydae
HE BBOJAUTE pacTBOp. Mcnonb3yiiTe Apyroi mImpull, NpeJBapUTEIbHO 3al0HEHHBIN MpenapaTom
Dpensu®. He BBOAMTE Ipenapar, eciy LIIPUL, CIOMAH MM MPef0XPaHUTeN b UIJIbl aKTHBUPOBAH

(cM. puc. 2).

Puc. 2

5. He ucnonp3yiite mnpui, eciau OH ymaja Ha TBEPAYIO MOBEPXHOCTh WM €CIHM OH YIaja Mocie
TOT0, KaK ObLI CHAT KOJIMAYOK HTJIbL.
6. Bawm Taxke nmoHamoosTCs: cnupToBast caideTKa U BaTHBIN IIapUK WM MaplieBas canderka.

Ioozomoeka yuacmka Kodcu u eéedenue pacmeopa Ipenzu®

Puc. 3 e KpyroBeIMu [BMKEHHUSAMH IIPOTPUTE Y4YaCTOK KOXKH, B

KOTOpBIii OyJeTe BBOAMTH HpemapaT Dpensu”®, YUCTOM
crprosoit canderkoit. HE KACAUTECH >toit o6mactu 10

BBITIOJIHEHHS] HHBEKIIUHU (CM. puc. 3).

‘/f {

e CHHUMHUTE KOJNAYOK C WIJIbI, C CHUJION MOTSHYB €ro co
mimpuia (cM. puc. 4). CobJonaiiTe 0CTOPOKHOCTD, He Crudast

U He NepeKpy4YuBas KOJNAa40K BO BpeMsl YIaJeHHs, YTOObI

He MOBPEIUTH UIJIY.
e [Ipu ygaseHnH KOJIna4yka Ha KOHIIE UTJIbI MOKET ITOSIBUTHCS

Karuid )KUAKOCTHU — 3TO AOITYCTUMO.

e He kacaiitech uribl U u3z0eraiite ee COMPUKOCHOBEHHS C

m000# apyroil mMoBepXHOCThIO. He kacaiiTech MOpuiHS W HE

HaI[aBHHBaﬁTC Ha HEro. 9TO MOXKET NPHUBCCTHU K BBITCKAHUIO

JKUJIKOCTH U3 ILIIPHULIA.
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* Korxa oumiieHHbIN (YHACTQE FOWIA TOTHAGTHOTERIRONTPT,

OJTHOM pYyKOW coOepuTe KOXKY B CKIAAKy W YIEp)KUBalTe ef.

BTopoii pykoii epKUTe MIPUIL, KaK KapaHJIalil.
e  DBBICTpBIM KOPOTKUM JBI)KEHHUEM HAlpaBbTE UTIIYy B KOXKY
oz yriiom ot 45° 10 90° (cM. puc. 5). Co BpeMeHeM BbI HaliieTe

yron, HauOonee ynoOHBI mpu BBeaeHuu. Crapaiitech He

BBOJHWTH UIJTYy B KOXY CJIUIOIKOM MCIJICHHO WJIN C YPC3MCPHBIM

YCHUIIUEM.

e 3aTeMm Ha/JaBUTE Ha MOPIIEHb, YTOObI BBECTU BECH PACTBOP
C MeJICHHOM IIOCTOSSHHON CKOPOCTBIO.
® ViepKUBaliTe NOPLIEHb HAXKATBIM, KaK yKa3aHO Ha

pHUCYHKE 6, OKOJIO 5 CEKyH]I.

e Korma mmpury CTaHeT IyCTbIM, YAEpKHBas IOPLICHb
Ha)KaTbIM, OCTOPOXKHO H3BJIEKUTE UIITYy U3 KOXH (CM. puc. 7);
CTapaTech AEPKaTh €€ I0J TEM K€ YIVIOM, IOJ KOTOPBIM €€

BBOAUIIN.

L OCTOpO)KHO OTIIYCTUTC NOPHICHbL — HIJIa aBTOMAaTHYCCKHU

3aKpOETCsI MpeIoXpaHuTeIeM (CM. puc. 8).
e HagaBuTe BaTHBIM IMIAPUKOM HIJIM MapJieBo candeTkoi Ha
MecTO MHBEKIUU B TeueHue 10 cexyHa. MoeT BO3HUKHYTh

HeGonpmas kposotounsocts. HE ITPOTUPAUTE wmecto

HHBEKIUH. MOXHO HaI0XKUTh IMMOBA3KY.

Ymunuzayus omxoooe
e [IpenBapuTenbHO 3aMOJHEHHBIN IIMNPUIl TPEIHA3HAYCH TOJBKO [UJII OJHOPA30BOTO

npumeHenus. HUKOI'IA ve ucnons3yite mmpuil 1 urity nosropuo. HUKOI'IA ne
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
5 0B IN7E

ot 12.05.2026 N= 5430
OJIeBaliTe KOJIMAYOK HAa WIVIy HOBTOPHO. YTHnH:ﬁWZI?I:I_*qEIEgE;;pEPWH HKOIFAHPK B

COOTBETCTBHUH C YKa3aHUAMU Bamero Bpada Ui MEACCCTPHI.

Ecam y Bac ectb Bonmpochl, moxajyicra, odparurecb K Bpadyy MJIM MeIUIIMHCKOW cecTpe,
KOTOpbIe pafoTaloT ¢ npenapaTom Jpeisu®.

MHCTpYKIIMA 110 NOAT0TOBKE M BBEIEHHIO PACTBOPA JIJIs MOAKOKHOIO BBEIEHHS Npenapara

®

Dpea3n” B IpeaABAPUTEJILHO 3aI0JTHEHHOH INNPUHIT-PYYKE

He npITaiiTech BBINOJHUTHD UHBEKLIMIO CAMOCTOSATEIBHO, €CJIM BBl HE IOHSUIM, KaK CIEIyeT
Ha/JIeXKaMM 00pa3oM HCIIONIb30BaTh MIPHIT-PYUKY. [Ipy HATM4YMK y Bac BOMPOCOB, KACAIOIUXCS
WHBEKLNH, MIOKATYHCTA, 3a1aiTE X Bpayy WK MEAULUHCKOMN CeCTpe.

IlpedsapumenvHo 3ano1HeHHaA WNPUY-PYUKA

Puc. 9

Urna

MpenoxpaHuTenb

Urnbl “
Konna4ok \

BHYTpeHHUH
Konna4ok urnbl

CMOTpOBO€E OKOLUKO

Aman 1. [loozomoska K éeedenuio npenapama Ipenzu®

e BriGepure uncTy0, XOPOILIO OCBEUICHHYIO, IUIOCKYIO0 pad0uyI0 MOBEPXHOCTb.

[Ipenapat Dpen3u® HeTb3s CMEIIMBATE B OJHOM IITIPHUIlE WK (IIAKOHE ¢ APYTUMH HpernapaTamu!
Cobepute creayronye MOpeaMETbl, KOTOpbIE HEOOXOOUMBI JJsl BBIOJHEHHUS WHBEKIUHU, U
MIOMECTHUTE UX Ha pabouyro MOBEPXHOCTh:
a. OaHy nmpeaBapuTeIbHO 3aN0JTHEHHYIO IINPHUI-PYYKY M OJHY CNHMPTOBYIO caiagerky. He
BCTPSIXMBAWTE IPU STOM HIMPULI-PYUKY.
6. OnuMH BaTHBIH IAPUK WJIM MapJieBYIo cajderky.
e [lpoBeprTe naTy OKOHYAaHMsI CpoKa FOJHOCTH Ha IINpUI-pydke. B ciydae ecim ata nata
y’Ke MpoIIUIa, HEe UCTIONb3YHTe MNPUI-pyuKy. OOpaTUTECh K JieHalleMy Bpady.

e OreHnTe COCTOSIHUE PACTBOPA B IIPHUII-PYUKE Ye€Pe3 MPO3PauHOE CMOTPOBOE OKOIIKO.

JlommycTMO BBOAMUTH TOJBKO MPO3PAYHBIA WM CJIa00 OMANECIUPYIONINi, OT OECIBETHOTO /0
CBETJIO-’KEITOrO0 IIBE€TAa PACTBOP, KOTOPBIA MOMKET COAEpPKaTh HE3HAUUTEIbHOE KOJIMYECTBO
HEOOJIBIIUX TOMYNPO3PAYHBIX WM OENbIX IJIaBAIONIMX YacTHIl. B MPOTHBHOM ciy4ae cleayeT
MCIIOJIb30BaTh JPYTyI0 WNpHUI-pyuky. He ucnonp3yiite mmpun-pydky, eciu 3aliuTHas IioMoOa

BCKpBITA.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
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L T S B
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®

npenapara Dpei3u - B IIPHUI-PYUKE COTpelics 10 KOMHATHOM TeMIiepaTypbl. DTO MO3BOJIUT

MOBBICUTH KOM(MOPTHOCTh UHBEKIIMU. He corpeBaiiTe mIpHUI-PyUdKy APYTUM CIIOCOOOM.

Bceraa kinaguTe LINPUL-PYYKY B MeCTA, HeIOCTYIHbIE /15 1eTeil.
e [loka pacTBOp B IIMPHI-PYYKE COrpEBaeTCS JO KOMHATHON TeMIepaTyphl, MPOUTUTE

CBEICHUS O MepONpUATUAX DTana 2 (MPUBEACHHbBIC HIXKE), U BEIOEPUTE MECTO BBEICHHUS.

Oman 2. Beedenue npenapama Ipen3u®

Puc. 10
e [locie corpeBanus pacTBOpa 10 KOMHATHOW TEMIIEPATyPhI

B TeyeHue npuodauszurenabHo 15 — 30 MuUHYT, BBIMOWTE PyKH

MBLJIOM U BOJIOH.

e KpyroBeIMH [BWKCHHUSMH IPOTPUTE YYaCTOK KOXH, B
KOTOpBIA OyneTe BBOAMTH mpemapaT Dpemsu®, 4YHCTOM
CHUPTOBOM candeTkoil u Aaiite BEICOXHYTH (cM. puc. 10). HE

KACAMTECDH 510ii 06aCTH 10 BHIIOJHEHNS HHBEKIIUH.

Puc. 11 e CHUMHTE KOJIIAYOK INIPUL-PYYKH, TOBEPHYB €ro, Kak

MoKa3aHo Ha pucyHke (cM. puc. 11). He mblTaiitech 3aKpbITh
HINPUL-PYYKY KOJIIIaYKOM OBTOPHO!
e lcnonp3yiTe MNPUL-PYYKY B TEHYEHHE 5 MHHYT I10CIE

CHATHA KOJIITadyKa.

e He ucnone3yiTe IWIPUI-PYUYKY, €CIU OHA yIaja, IOCIe

TOr0 Kak BBI CHSJIM 3aIIUTHBIA KOJIMAYOK.

e JlepkuTe MIMPHUI-PYUYKy O MPsiMBIM yriioM (90°) k MecTy

BBesleHus (cM. puc. 12).

HenpaeunbHo
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(NOCNEOQCBATENBHOCTL 0007)

e [lioTHO NPWXMUTE HINPUI-PYUKY K KOXKE JJIsi BBEJCHUS
npenapata (cM. puc. 13). Bbl JOKHBI yCIbIIIATh JBA IIETYKa:
¢ Il-pIii mMEJYOK O3HAYaeT Hayajlo BBEJCHUS Ipernapara.

[IponomxkaiiTe INIOTHO NMPUKUMATD IIIIPULI-PYUKY K KOXKE.

e 3eJeHbl MHAMKATOP B CMOTPOBOM OKOIIKE yKa3bIBaeT Ha
MpoIIeCC BBEJAECHUS IIpenapara.

e Uepes HECKONBKO CEKYH[ BBl ycaplmuTe 2-0i 1ETY0K —
OH YKa3bIBa€T Ha TO, YTO BBEJCHHUE MOYTHU 3aBEPLICHO.

e [IpoBeppTe, YTO OKOIIKO CTaj0 IMOJHOCTBIO 3EJIICHBIM U

WHIUKATOp O0JbIIe He cMentaeTcs (CM. puc. 14).

e Bgsenenue nmpenapara 3aBepuieHo (cM. puc. 15).
Ilpumeuanue: ecni WHAMKATOP HE CTaJl TIOJHOCTHIO 3€JICHBIM,

cienyeT oOpaTUThCS K Bpavy.

B MecTe MHBEKIIMN MOXET BOZHUKHYTh HeOOJIbIlasi KPOBOTOUMBOCTh. HanaBure BaTHBIM
[IApUKOM WJIM MapieBo candeTkoil Ha MecTo nHbeKuu B TedeHue 10 cexynn. He tpure

MECTO MHBCKIINHU. Ecmu HGO6XOJII/IMO, MOXHO HaJIOXKUTH IMMOBA3KY.

Oman 3. Ymunuzayusa ucnoib308anHol WIRPUY-PDYYKU

[IpenBapuTeNbHO 3allOHEHHAs IHIIPUI-PYUYKA IIPEAHA3HAYEHA TOJIBKO /Il OJJHOKPATHOTO
HCIIOJIB30BaHUs, TO3TOMY €€ MOBTOPHOE NpUMEHEHue He aomyckaercs. He mbITaiiTech
3aKpbITh MIIPHUI-PYUYKY KOJIAYKOM IOBTOPHO! YTHIM3aLMs MCIOJIB30BAHHBIX LINPULL-
PyYeK M KOJmadka JOJDKHA IPOU3BOAUTHCS B COOTBETCTBUM C MHCTPYKLMSAMHU Bpada,

MEIUITMHCKOU CeCTPhI Uik (hapMalieBTa.
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
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IIpn Hanu4Yuu y Bac BONMPOCOB, NMOKaJdyiicTa, 3ajaiiTe ‘FWFE?‘TBEMELWEM:WSTﬁMﬂ“

(dapmManeBTy, HMEIOIIHM ONBIT PA0OTHI ¢ MpPenapaToM Jpea3u’®.

ITo0ouHoOE neiicTBHE

Kparkue cBenenus o npoduse 6e30MacHOCTH

K nambonee pacmpocTpaHEHHBIM HEKENATEIbHBIM PEAaKIUAM OTHOCATCS PEaKIHd B MECTe
UHBEKINHN (TaKue Kak 00Jb, IPUITYXJIOCTb, 3y/l, IOKPAaCHEHUE M KPOBOTEUEHHE B MECTE ITPOKOJIA),
uHEeKH (Takue Kak MH(EKIUU BEPXHUX JIBIXATeIbHBIX MyTeH, OPOHXUT, HHPEKIINH MOYEBOTO
ny3bIps U1 UHOEKIUU KOXKH), aJUIEPTUYECKUe PeaKkiuy, 00pa3oBaHUE aHTUTEIN, 3y U MOBHIIICHHE
TeMITEPaTYPHL.

[lpn npuMeHeHMM >TaHeplenTta ObUTM TaK)KEe 3aperMCTPHPOBAHBI CEPhE3HBIC HEXKETAaTeIbHBIC
peakun. Antaronuctel ®HO, Takme Kak 3TaHEpIENT, OTPUIATEIBHO BIHMSIOT HA UMMYHHYIO
CHCTEMY, M X IIPUMEHEHUE MOYKET OTPHIIATEILHO MOBIUATH Ha 3allIUTHHIC CBOMCTBA OPraHU3Ma OT
UHQEKIUH 1 3710Ka4YeCTBEHHBIX HOBOOOpa3oBaHuil. Cepbe3Hble MH(EKINU MopaxaT MeHee 1 u3
100 mamueHToB, HOJyYaroOIUX JedeHue 3TaHepuenTtoM. OTYeThl BKIIOYAIM COOOLIEHHS O
JIeTaIbHBIX U YTPOXKAIOIINX KU3HN HH(PEKIHUAX U cericuce. bpumn Takke 3aperucTpupoBaHbl CIydan
pasHBIX 3J0KAYECTBEHHBIX HOBOOOpA30BaHMU NpPHU IMPUMEHEHWH STaHEPIIENTa, BKIIOYAs pPak
MOJIOYHOMH JKeJe3bl, JIETKOT0, KOXKH U JIUM(paTHUECKUX y3JI0B (TUMpoma).

bbun Taxke 3aperucTpuUpoBaHbl CIIydad CEphE3HBIX I'€éMaTOJIOIMYECKHX, HEBPOJOTHUECKUX H
AyTOMMMYHHBIX peaknuii. K TakoBBIM OTHOCSATCSI peAKHE COOOIICHUS O MAHIMTONICHUH M OYCHb
penkue coobuienns o0 aracTudeckoi aneMuu. [Ipu mpuMeHeHHH ATaHeplenTa HEeHTPAIbHBIE U
nepugepudeckre JeMUEIMHU3UpYIoMmre 3a0ojeBaHus HAOMIONANNCh PEIKO U OYEeHb PEeAKo
COOTBETCTBEHHO. PerucrpupoBaimuch peAkHe Cllyyal BOJYaHKH, MAaTOJOTHYECKUX COCTOSHUM,
CBSI3aHHBIX C BOJYAaHKOM, U BaCKyJIHTA.

CIIHCOK HEeXEATEIbHBIX PEAKIINI B BUIE TAOJHIIEI

Crhenyromuil CIIMCOK HEXeNATeIbHBIX PEeakliii OCHOBaH Ha OIbITe NMPHUMEHEHHUS Mperapara y
B3pPOCJIBIX MAIUCHTOB B KJIMHUYECKUX HMCCIICOBAHUSAX WM HA OMBITE MOCTPETHCTPAIMOHHOTO
NpUMEHECHHUS TIpernapara.

B pamkax cHCTEMHO-OPraHHOTO Kjlacca HeXelaTeJIbHbIE PEaKIIMU Paclpe/IeIeHbI 10 CIIE Y OIUM
KaTCropmuiaM 4aCTOThI (HpOl"HO?;PIpyeMOC KOJIMYCCTBO MAlMCHTOB, Y KOTOPHEIX BO3ZHUKACT peaKHI/Iﬂ)Z
oueHb yacto (>1/10), gacto (ot >1/100 mo <1/10), mewacto (ot >1/1000 mo <1/100), peaxo
(ot >1/10000 mo <1/1000), ouenp penko (<1/10000), yacToTa HEU3BECTHA — MO UMEIOIIIMCS

JaHHBIM YCTAHOBHUTD YaCTOTY BOSHHMKHOBCHUA HE NPEACTABIISATIOCH BO3SMOXXHBIM.
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CucremHo- Ouens yacto | Yacro He4acro (I_ll:lig_ ﬂ':Ei.-f-.TE:ﬁ‘:- BCTh Ilﬁ?flrlom
OpraHHbIN KJIacc PETRO HEN3BECTHA
Hngexyuonnvie u | Nnpexunn CepbesHble Ty6epxymnes, PeakTuBanus
napasumapnoie (BruTIOUAs nHpexun OIIIOPTYHHCTH BHpYca
3abonesanus HHpEKIHIN (BKITIOTAST YeCKHue remarura B,
BEPXHUX ITHEBMOHHUIO, nHpeknun JIHUCTEPHO3
JBIXaTEIbHBIX MTAHHUKYJINT, (BxirOUas
My TeH, OakTepuaIbHBI | WHBAa3UBHbIE
OpoHXUT, apTpUT, CeNcUC | TPHOKOBEIE,
IIUCTHT, U mapa3uTapHble | MPOTO30HHEIE,
nHbeKIn nHpexuun)* OakTepuaIbHbI
KOXH)* €, AaTUIUYHBIC
MUuKoOaKkTepua
JbHBIE,
BUPYCHBIE
HHPCKIUH |
UHPCKIIH,
BBI3BaHHbIC
OaxTepusIMu
pona
Legionella)*
Jlobpoxauecmeen Hemenanomueie | 3nmokadyecTBeH Kapuunoma
Hble, 3JI0KAYeCTBEHH | Has MellaHOMa Mepxkens (cM.
3710Ka4ecmeeH bl ble omyxonu | (cM.  pazgen paszen
eu KOXHU* (cM. | «Ocobbie «Ocobble
HeymoyHeHHble paszen yKa3aHus»), yKa3aHum»),
HOB000pA308aHUS «Oco0b1e mmMpoma, capkoma
(8Kx104aAsL KUCMbL yKa3aHus») Jenko3 Kanomm
u noaunvl)
Hapywenusa  co Tpombormrone | [Manmuronenn | Ammactuuec | ['emaTtodarorn
CIMOPOHbL KPOBU U HUs,  aHemus, | a* Kasi aHeMHA™ | WTapHBIHA
aumeamuyeckou JICHKOTIeHUS, CHUHJIIPOM
cucmembl HEUTPONECHUS (curgpoMm
aKTHBAI[H
Makpogaron)*
Hapywenusa  co Annepruueck | Backynur CepbesHble Ycyrybnenue
CMOpOoHbL ue  peakumu | (BKiIIOYas JUIePrHYeCcKU CHUMITOMOB
UMMYHHOU (cm. BaCKyJIUT ¢ | e/anadunakTu JepMaTOMHUO3
cucmembi nozapasuen o0pa3oBaHHEM YecKue ura
«Hapymienus aHTUHEUTpOPUII | peakmuu
CO  CTOpOHBI | BHBIX (BxirOUas
KOKH U | OUTOMIAa3MaTHd | aHTHOHEBPOTH
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Hapywenus  co
CMOpOHbL
HepeHolL

cucmembnl

T'omoBHas

oomn*

SIBneHM,
CBSI3aHHBIE C
JeMHCITHHN3A
muern  IHC,
CBUJICTCIIBCTB
yIOIIHe 0
paccessHHOM
CKJIepO3e HWIIH
MECTHBIX
JEMHCITHHU3N
pyromux
3a00JIeBaHHUSAX,
TaKuX Kak
HEBPUT
3pUTEITHHOTO
HEepBa u
MONEePEUHbIN
MHETUT  (CM.
paszmen
«Ocobbie
yKa3aHus»),
nepugepudec
KHe
JEMHCITHHU3N
pytomue
3a00JIeBaHuA,
BKJIXO4aAa
CHHJIPOM
T'uitena-
Bappe,
XPOHHYECKYIO
BOCITAJIUTEIIBH
yio
JEeMHCITHHU3N
PYIOILY1O
TOoJIMHEHpoIar
HI0,

JACMHUCIIMHU3 U
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HOJIMHCHDPOIIAT
Hio "
MYJIBTH(OKAT
BHYIO
MOTOPHYO
Hellponatuto

(cm.  pazmen

«Ocobble
yKa3aHus» ),
CYIOPOXKHBII
MIPUCTYTI
Hapywenus  co VBeur, ckneput
CMOpPOHbL OpeaHa
3penus
Hapywenua  co YcyryOnenue Hogerit
Ccmoponbl cepoya CHMITOMOB MIPUCTYTI
cepAe4HOn 3aCTOMHON
HEJ0CTaTOYHOCT | CEpIeYHOH
n (cM. paszen | HeIOCTaTOYHO
«Ocobble CTH (cm.
yKa3aHus») pasnen
«Oco0rb1e
YKa3aHMD»)
Hapywenus  co Wurepcrunua
CMOpOHbL JIbHAs1 00JIE3HB
ObIXamenbHol JIETKUX
cucmemoi, (BKITIOUAs
0p2anos 2pyoHoll MHEBMOHUT H
KemKu u JIETOUHBIN
cpedocmenus ¢udpo3)*
Hapywenusa  co BocnanurensHel
CMOpOHbL e 3aboneBaHUsA
JICeNYO0UHO- KUIIIETHHKA
KUUEeUHO20
mpaxma
Hapywenusa  co [oBsleHne AyTOMMMYHH
CHOpPOHbI neveHu YPOBHS Bl remaTuT®
u MIEYCHOYHBIX
JHCENYEBbIBOOAUU (depmeHTOB*
X nymetl
Hapywenuss  co 3yx, ChITb Anruonesporny | CHHIpPOM Tokcuuecku
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CIMOPOHBL KOJMCU U ecKhi OTFﬁ,l:I:E:_ ﬁlﬁa.ﬂ.TE:ﬂbHC CTh 0007
HOOKOIICHBIX rncopnas JKOHCOHT, SIUACPMalb
mKaweti (BKITIOTAST KOJKHBIN HBIN
HOBBIM  ciyyaill | BacKyJHUT HEKpOJIN3
BO3HUKHOBEHUS | (BKIIOYAs
WA BaCKyIIUT TIpH
000CTpeHHe, a | TMIEepPUYyBCTBH
TaKKe TENLHOCTH),
Iy CTYJIE3HBII MHOroopMHa
ricopuas c | spuTeMa,
MIPEUMYIIECTBEH | JTUXCHOUIHBIC
HBIM peaxmn
opakeHUEM
KHCTEH W CTOII),
KpanuBHHLIA,
NICOPUa30noa00
Hasl ChIIb
Hapywenuss  co Koxnas
CMopoHbl KpacHas
CKelemuo- BOJTYAHKA,
MbIULEUHOU moTocTpast
cucmemsi u KOXKHAs
COeOUHUMENLHOU KpacHast
mKaHu BOJIYAHKA,
BOJIYQHOYHOI
0100HbBII
CHUHIIPOM
Hapywenus  co I'momepynone
CIMOPOHbBI NOYEK U ¢bpur**
MOUEBbI80OAUSUX
nymet
Obwue Peakuun B | ITupexcus
paccmpoicmsa u | MecTe
Hapyulenus 6 | MHBEKIHUU
Mecme 8gedenus | (BKITIOUAS
KpPOBOTEUECHHUE
, oOpa3zoBaHHe
CHHSIKOB,
apuTemy, 3y,
6016 u
TIPUIYXJIOCTB)

*
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* Cm. «Onucanue OTAEIbHBIX HEKEIaTeNbHbIX PeaKIIHi) Wﬁ-‘:j g ;]l': BATE J'i H_J| 0 lifi'l' L 0007

** HesxenmarenbHas p€aKuus, BEIABICHHAA B XOA€ ITOCTPErUCTPAalMOHHBIX I/ICCHe,Z[OBaHPlﬁ.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKHHﬁ

3noxauecmeennvie H0600Opazoeanus u UMponponugepamusnvie 3a001e6aHUA

Cro nBanuath AeBsTh (129) HOBBIX 3J10Ka4ECTBEHHBIX HOBOOOpPA30BaHMM pPa3IMYHBIX BHJIOB
HaOmomanoce y 4114 mnanueHToB ¢ peBMATOMAHBIM —apTPUTOM, HOJIYYaBIIUX JICUEHHE
ATAHEPLUENTOM B XOJ€ KIMHMYECKUX MCCIEN0BAaHUN MPOAOKUTENBHOCTBIO 6 JIET, BKIIIOYas
231 maruenTa, B TeueHWE 2 JIET MOJyYaBIIUX JICYCHHE STAHEPLENTOM B KOMOHWHAIIUU C
METOTPEKCAaTOM B HCCIIEJOBAHUU C aKTHBHBIM KOHTposieM. IloiydeHHble B 3THUX KJIMHUYECKUX
UCCJICIOBAaHMSIX 3HAUEHUS YaCTOThI M 3a00J1€BAEMOCTH COOTBETCTBOBAJIM 3HAUCHHSIM, 0’KUAAEMBIM
JUISL CCIIEAYEMOM MONyJIIuU. B KIMHUYECKUX UCCIEeI0BAaHUAX MPOJIOJKUTEIBHOCTBIO JI0 2 JIET €
yuactueM 240 mnanuMeHToB € ICOPUATHUYECKUM apTPUTOM, IOJIyYaBIIMX STaHEPLENT, ObUIO
3aperUCTPUPOBAHO BCEro 2 ciyyas pa3BUTUS 3JI0KAYECTBEHHBIX HOBOOOpa3oBaHuil. B
KJIMHUYECKHX MCCIIEOBaHUAX C ydyacTheM 351 mamueHra ¢ aHKWIO3UPYIOIIUM CIOHIMIINTOM,
MPOJIOJDKUTENIBHOCT  KOTOPBIX TMpeBbIMIaia 2 rojaa, ObUIO 3aperucTpupoBaHo 6 ciiydaeB
3JI0KAYECTBEHHbIX HOBOOOpPA30BaHMN Yy MAalMEHTOB, MOJYy4YaBIIMX JTaHepuent. B rpymme,
BKJIt04aBIIel 2711 mannueHToB ¢ GJIAIIKOBUIHBIM IICOPUA30M, MTOTYYaBIINX 3TAHEPLENT B JBOUHBIX
CJIETIBIX M OTKPBITBIX MCCIEOBAHUAX MPOJOIDKUTEIEHOCTBIO 10 2,5 J1eT, ObUIO 3aperucTpUPOBAHO
30 ciydaeB 3710Ka4€CTBEHHBIX HOBOOOpPa30BaHUM U 43 ciryyasi HEMEJIaHOIIMTAPHOTO paka KOXKH.

B rpynme, BkimrouaBmieid 7416 manueHTOB, MOMYYaBIIUX JICYEHHE dTAHEPLENITOM B KIMHHUUYECKUX
UCCIICIOBAaHUSX PEBMATOMIHOTO apTpuTa, ICOPUATHUECKOTO apTpUTa, AHKHUIIO3HPYIOLIETO
CHOHAMJINTA U IICOpHa3a, ObIJIO 3aperUCTPUPOBaHO 18 ciydaeB pa3BUTHUS JIUM(POMBI.

B nepuoj noctperucTpainoHHOro HabJII0AEHUS TaKkKe COO0IIAI0Ch O Pa3BUTHH 3710Ka4eCTBEHHBIX
HOBOOOpA30BaHUM pa3IUYHBIX BUJOB, BKIIOYAs paKk MOJIOYHOM XKeje3bl M JIETKHX, a TaKXKe
mumbomy (cm. pazaen «Ocobble yKazaHUs»).

Peakyuu 6 mecme 6sedenus npenapama

VY DanMeHToB C pEeBMAaTMYECKMMM 3a00JIEBaHUSIMM, IOJMY4YaBIIMX OHTAaHEpPLENT, OTMeYalach
3HAYUTENIbHO OoJiee BBICOKAs YacTOTa Pa3BUTHUSI peaklUMil B MeECTe BBEJIEHHUs INpernapara Io
cpaBHeHHUIO ¢ rpymmoin manedo (36 % vs. 9 %). Peakuuu B mMecTe BBEIEHHUS MperiapaTa, Kak
NpaBUJIO, Pa3BUBAIMCh B MEPBbIM Mecsl npuMmeHeHus. CpeaHsst MpOAOoKUTEIbHOCTh peaKIuii
COCTaBJIsIa MPUOTU3UTENBHO OT 3 10 5 nHeld. B OosbIIMHCTBE cilydaeB JieueHHE, B CBS3U C
pa3sBUTHEM pEakLUi B MECTE€ BBEJCHMs Ipenapara, B IpyIiax, IPUHUMABIIUX 3TaHEPLENT, HE
IPOBOJWIOCH. BOJBIIMHCTBO MAalMEHTOB, KOTOPBIM HAa3HAYajM JIEYCHHE 10 JaHHOMY IOBO.Y,
NOJy4yalyd CpeACTBA Uil HApy)KHOTO MpPHUMEHEHHs, TakKue KakK KOPTUKOCTEPOUIbI, WIIH
AQHTUTUCTaMUHHBIC Tpemnaparbl BHYTpb. KpoMe TOro, y HEKOTOPHIX MNAaIlMEHTOB OTMEYaloCh

MOBTOPHOE  PAa3BUTHE pEaKIUii B MecTe BBEACHHS TNpenapara, XapaKTepU3yIOIIeecs
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

uHbeKkiui. Kak mpaBuiio, JaHHbIE peakMy HOCHUIU TPAH3UTOPHBIM XapakTep U IMpH JCUCHUU
MOBTOPHO HE Pa3BUBAJIHCh.

B KOHTpONHMpYEeMBIX HCCIIEOBAHUSX C yYaCTHEM IalMEHTOB C OJSIIKOBUAHBIM TICOPHA30M B
TE€UeHUE IepBbIX 12 Hexenp JiedyeHus npuMmepHo y 13,6 % manueHToB, MOJIy4aBUIMX JIEUYEHUE
STaHEepLENTOM, Pa3BUBAIKNCH PEAaKIMM B MECTe BBEJIEHHUs Mpernapara mo cpaBHeHuro ¢ 3.4 %
NAIMEHTOB, II0JyYaBUINX IU1anedo.

Cepbvesnvle uHgpexyuonHvle 3a001e6aHUs.

B mnnaneGoKOHTpONMUPYEMBbIX HCCIEIOBAHUSX TOBBIINICHHE YacTOThl CEPhE3HBIX HH(MEKIHiA
(aranpHBIX, YTrpOXKAIOUIMX JKU3HH, TPEOYIOIIUX TOCHUTAIM3ALMA WIW BHYTPUBEHHOTO
NpUMEHEHHS aHTHOMOTHKOB) He Habmomanock. Cepbe3Hble MH(EKIHMH, BKIOUYaBIIME alciecc
(pa3nuuHOM JIOKAIU3aIUK ), 0aKTepUEeMHIO, OPOHXUT, OYpCUT, BOCTIAJICHHUE ITOIKOXKHOM KIETUYaTKH,
XOJICIIUCTUT, TUAPEI0, TUBEPTUKYIIUT, SHAOKAPAUT (II0I03PEBAEMBIN ), TACTPOIHTEPUT, FenaTuT B,
herpes zoster, s3By HWXHEH KOHEYHOCTH, MH(MEKIIMIO POTOBOM IMOJOCTH, OCTCOMHEIHMT, OTHUT,
NEPUTOHUT, TTHEBMOHHIO, THEIOHE(PHUT, CEINCHC, CENTHYECKUH apTPHUT, CUHYCUT, UHQEKIHIO
KOXXKHBIX TIOKPOBOB, SI3BYy KOJKHBIX ITOKPOBOB, MH()EKIIMIO MOYEBBIBOIAIINX ITyTCH, BACKYIUT H
paHeBYI0 MH(DEKIHIO0, OBLITN 3aperuCcTpUPOBaHbl y 6,3 % MalMeHTOB ¢ PEBMATOUIHBIM apTPUTOM,
MOJTy4aBIUX JIYCHUE dTaHepienToM 10 48 MecsieB. B 2-x neTHeM UCClIeJOBaHUM C AaKTUBHBIM
KOHTpPOJIEM, B TEYEHHWE KOTOPOTO TMAIUEHTHl TIOJyYald MOHOTEPAHIO JTaHEePIENTOM,
MOHOTEPAIUI0O METOTPEKCATOM HWJIM JTaHEepIENT B KOMOMHAIMKM C METOTPEKCAaTOM, YacToTa
BO3HUKHOBEHUS CEPhE3HBIX MH(EKIHNI ObUTa OJJMHAKOBOW B TPEX pa3HBIX Ipynmnax. TeM He MeHee
HENb3s MCKIIOUUTh BEPOSTHOCTH TOrO, YTO MPHUMEHEHHE JTaHeplenTa B KOMOWHAIUU C
METOTPEKCATOM MOTJIO OBITh CBS3aHO C MOBBIIICHHBIM PUCKOM Pa3BUTHUS HHPEKIUH.

B mnnaneGokoHTpOIMpPYEMbIX HCCIIENOBAHUIX MPOJOJDKATEILHOCTRIO 10 24 Henenb He ObUIO
BBISIBJICHO PAa3JIMYMil B YacTOTE BO3HUKHOBEHUS HWHQEKIMH MEXKIy TpylIamMH ITalueHTOB C
OJIAIIKOBUIHBIM TICOPUA30M, TMONYyYaBIIUX dTaHepuent u Iuianebo. Cepbe3Hble HHOEKIHH,
pa3BUBABINKECS Yy MAI[MEHTOB, MOJTYYaBIIMX JICYCHHE ASTAaHEPIENTOM, BKIIOYAId BOCMAJCHUE
MOJIKO’)KHOW ~ KJIETYATKH, TaCTPOIHTEPHUT, ITHEBMOHHIO, XOJICIICTUT, OCTCOMHEIUT, TacTpHT,
aTTEeHIUIINAT, CTPENTOKOKKOBBINA (DaCIIUUT, MHO3UT, CEITUIECKUHN IIOK, TUBEPTUKYIUT U adciecc.
B 1BOIHBIX cHembIX W OTKPBITBIX HCCIENOBAHUSX IICOPUATHYECKOTO apTpuTa Oblia
3aperucTpupoBaHa cepbe3Hast uHpekIus (MHeBMOHUS) y | marueHTa.

CooOuranoch 0 pa3BUTHH CEPhE3HBIX U (aTalbHBIX MHGEKIUA MpU MPUMEHEHHH STaHepLernTa,
KOTOpBbIe OBUTM BBI3BAaHBI OAaKTEpUAMH, MUKOOAKTEpHUsMHU (BKJIIOYas TyOepKyJe3), BUpyCaMu H
rpubamu. B HEKOTOpBIX ciay4asx MH()EKIUN Pa3BUBAINCH B TEUCHHE HECKOIBKUX HENETh MOCTe
Hayaja JICYCHHUsS STAHEPIENTOM Yy TMAalUMEHTOB, WMEIOMIMX MOMHMO pPEBMAaTOMAHOTO apTpuTa

MpeapacIionaramiue OCHOBHBIC 3a0oJieBaHHsS (HampuMep, caxapHbId auadeT, XPOHHYECKYIO
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CEPACUHYIO HCOAOCTAaTOYHOCTHb, C AKTHMBHBIMH H XpOHI/I‘IeCW.P_I:_W W?}Eﬁ I_PHQ'_I-:IIE_U‘CIH;LCaeh(I(}M

pazznen «OcoOble yka3zaHus»). JledeHne 3TaHeplenToM MOXKET MMOBBIIIATh CMEPTHOCTh MallMEHTOB
C TMIOATBEPKICHHBIM CETICHCOM.

[Ipu nedeHUM 3TaHEPLENTOM OTMEYAIOCh PAa3BUTHE ONMIOPTYHUCTHUECKUX MH(EKUNH, BKIIOYAs
MHBA3HBHYIO IPUOKOBYIO, TAPAa3UTAPHYIO (B TOM YHCIIE BBI3BAHHYIO IPOCTEUILINMU), BUPYCHYIO (B
ToM uuncie herpes zoster), OakTepuanbHyl0 (B TOM YHCIIC BBI3BAHHYIO JIUCTEPUSAMH U
JIETHOHEIJIAaMH), @ TAKXKE aTUITHYHYI0 MUKOOAKTepHaTbHYI0 HHPEKIHI0. B 00beIMHEHHBIX TaHHBIX
KIIMHUYECKUX HCCIEIOBaHUN 00Ias YacToTa ONNMOPTYHHCTHYEeCKHX wuHQekiuid y 15 402
MAlMEHTOB, MOJy4YaBIIMX 3TaHepuent, cocraBisuia 0,09 %. Yactora sBiaeHUN C NMONpPAaBKOM Ha
Bo3jeicTBUe Tmpenapara coctaBisuia 0,06 sBienuit Ha 100 mnanuento-nmer. B mepuox
MOCTPETHUCTPALIMOHHOTO NMMPUMEHEHUS Tpernapara MpHOIU3UTENBHO TTOJOBHHA BCEX KIIMHUYECKUX
CIIy4aeB ONMNOPTYHHCTUYECKUX HHQPEKIUH BO BceM MHpe Obuta O0YCJIOBICHAa HHBA3HBHBIMH
rpuOKoBbIMH HH(EKIuAMHU. Yallle BCero perucTpupoBaliuCh WHBA3UBHBIE TPUOKOBBIC WH(EKIINH,
BbI3BaHHbIC rpuOKamu poaa Candida, Pneumocystis, Aspergillus u Histoplasma. boiee moioBuHbI
JeTaTbHBIX HMCXOJIOB MAIMEHTOB C ONMNOPTYHHUCTUYECKMMH HH(EKIusMu ObU10 00yCIOBICHO
WHBa3WBHBIMH  TPHUOKOBBIMM ~ MH(EKIHMSIMU. bBOJBIIMHCTBO JIETANBHBIX HCXOJOB  OBLIH
3aperucTpUpOBaHbl y TMAIMEHTOB C MHEBMOHHWEH, BbI3BaHHOW Pneumocystis, cucTeMHbIMU
IpUOKOBBIMU MH(EKIUAMHI HEYCTaHOBIEHHON ATHOJIOTUH U aclepruiuie3oM (cM. pasaen «Ocobble
YKa3aHUsD?).

Buipabomka aymoanmumen

VY B3pOCHBIX NAllMEHTOB C IEJbI0 OOHAPYXKEHHs ayTOAHTUTEN MPOBOJIWICS aHaJIM3 00pa3loB
CBIBOPOTKHM KPOBH, B3STHIX B pa3Hble BpeMeHHble TOUKHU. Cpenu MalMeHTOB C PEBMATOMJIHBIM
apTPUTOM, y KOTOPBIX MPOBOJIMIIOCH ONpEeAETeHHE aHTUHYyKJIeapHbIX aHTuTen (AHA), mons
NAIMEeHTOB, Yy KOTOPHIX BIEpPBbIE OBUT TONYYEH TIIOJOKUTENBHBIA pe3ylbTaT TecTa Ha
aHTUHYKJIeapHble anTuTena (> 1 : 40), Obuia Bblllle y MAMEHTOB, ody4yaBunx tanepuent (11 %),
[0 CPAaBHEHMIO C MAIMeHTaMH, MOoJydaBIIUMH Iutanedo (5 %). Jlons manmeHToB, y KOTOPBIX
BIIEpBbIE OTMEYaJIach BbIpaObOTKa aHTUTEN K ABycnupansHoi JIHK, Taxoke Oblia BbIIIe IpU OLEHKE
C TIOMOIIBIO PATUOMMMYHOJIOTHIECKOTO aHanm3a (15 % maiueHToB, MoyJaBIIuX dTaHEePIENT, 0
CpaBHEHHUIO C 4 % MaIMEeHTOB, MMOJIyYaBIIMMU I11a11e00) U ¢ OMOIIBI0O UMMYHO(IYyOPECIEHTHOTO
ananm3a Ha xietkax Crithidia luciliae (3 % naumeHToB, Momy4YaBIIMX 3TaHEPLENT, IO CPABHEHUIO
c orcyrcTtBUeM aHTuTen K aBycnupaibHoi JIHK y manumentoB, momywaBmux miane6o). ons
MAIMEHTOB, MOJIYYaBIIMX 3TaHEPLIETIT, Y KOTOPhIX OTMEYallach BRIPAOOTKA aHTUKAPIUOIUITUHOBBIX
aHTHUTEJI, YBEIMYMBajIach aHAJIOTMYHBIM 00pa3oM IO CPaBHEHHUIO C MAlUEHTaMH, MOJTyYaBIIMMHU
wiane6o. BiunsHue [IMTENBHOTO JIEYEHUS HTAHEPLENTOM Ha pa3BUTHE ayTOMMMYHHBIX

3200J1€BaHUI HEU3BECTHO.
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Y TalMeHTOB, BKIOYAs NAUMCHTOB C TOJOXKHTEIbHBIM PEBMATQUAHKIM QQKTPHQNM @B

wt L1,

3aperUCTPUPOBAHbl pEAKHE Cilydal oOOpa3oBaHUS JPYrMX AayTOAQHTUTE] B COYETAHUU C
BOJ'YAHOYHOIIOIOOHBIM ~CHHIPOMOM WJIM  CBINIBIO, KOTOpPHIE€ IO JaHHBIM KIMHHYECKOTO
o0ciief1oBaHUS. U OMOIICHH COBMECTHMBI C TIOJJOCTPO KOXKHOM (POPMOI KpacHOM BOTYAHKU WIIH
JMCKOUTHOM (hOpMOI KpaCHOM BOJTYAHKH.

Tlanyumonenus u aniacmu4eckas aHemusl

B nepuoa noctperucTpaioHHOr0 HabII0ACHUS COOOIIATIOCH O CAyYasX Pa3BUTUS MAHIIMUTOIICHUN
Y aIJIaCTUYECKON aHEMUH, HEKOTOPBIE U3 KOTOPBIX UMENH JIETaIbHBIA UCXO0 (cM. paszen «Ocobble
YKa3aHUsI» ).

Humepcmuyuanvhvle 3a601e6aHUsA 1€2KUX

B koHTponupyeMbIX KIMHMUYECKUX HCCIIEJOBAHMSIX 3TAHEPLENTa MPU €ro NPUMEHEHUH 110 BCEM
MOKA3aHUsM 4acToTa (J0Js MAlUEHTOB) HEXEJIATeNbHBIX SIBJICHUM B BHUJE MHTEPCTULUAIBbHBIX
3a00J1€BaHUI JIETKUX Yy MAlMEHTOB, MOJYyYalOUIMX ATaHepLenT Oe3 COMyTCTBYIOIIEH Tepanuu
MmetoTpekcaToM, coctaBisiia 0,06 % (kareropus 4YacToThl «peako»). B KkoHTpomupyembix
KJIMHUYECKUX MCCIENOBaHUSAX, B KOTOPBIX pa3peliajioch COIMYTCTBYIOLIEE IPUMEHEHHE
JTaHeplLenTa M METOTpeKcara, 4acToTa (J0Js IMAalUEHTOB) HEXKENATEIbHBIX SIBJICHUN B BUJE
MHTEPCTULMANIBHBIX 3a00eBaHuil nerkux cocrasisuia 0,47 % (kareropus 4acToThl «HE4YacTo»). B
MOCTMApKETUHTOBBIX HMCCJEIOBAHUAX COOOIIATUCH CIyyau HPOSIBIEHUS HHTEPCTULHAIBHBIX
3a00JIeBaHNM JIETKUX (BKJIIOYasi MHEBMOHUT U (hUOPO3 JIETKOT0), HEKOTOPBIE U3 KOTOPBIX OBLIN CO
CMEpPTEIbHBIM UCXO0M.

Conymcemeyrowas mepanusi GhakuHpou

B wuccrenoBaHusX, B KOTOpBIX B3pOCibIE IALIMEHTHI IOJy4Yadd COIYTCTBYIOIIEE JICUYCHHE
ATaHEPLENTOM M aHAaKMHPOW, Habroganachk Oojiee BBICOKAsh YAaCTOTa BOSHMKHOBEHHS CEpPhE3HBIX
MH(pEKINH 0 CPaBHEHMIO C TPUMEHEHHUEM ATaHEPIENTa B BUJIE MOHOTEpANuu, Uy 2 % MalueHToB
(3/139) pasBuBanmach HeHTpONeHHs (aOCOMIOTHOE KOMMYecTBO HenTpoduao < 1000/mm°). Bo
BpEMsI HEMTPONEHMM Yy OJHOTO NAIlMEHTa Pa3BUJICS NAHHUKYJUT, KOTOPBIA pa3pelwics Iocie
rocoutanu3auu  (cM. pasgensl  «OcoOble  ykazaHus» U «BsauMmopeiictBue ¢ apyrumu
JIEKapCTBEHHBIMU CPEACTBAMM).

Tlosviwenue akmugHocmu neYueHOYHbIX (hepMeHmos

B 1BOMHBIX clenbplX KOHTPOJMPYEMBIX KIMHUYECKMX HCCIEHOBAHMSX JTAHEPLENTAa IPH €ro
NPUMEHEHUH TI0 BCEM MOKa3aHUSAM 4YacToTa (JOJIs MallMeHTOB) HeXeNaTeJIbHbIX SBICHUN B BUE
MOBBIIIEHUS] AKTUBHOCTU NEYEHOYHBIX ()EPMEHTOB Yy MAIMEHTOB, MOJYYaBIIMX STaHEpLENT Oe3
COITYTCTBYIOILIEH Tepanuu MeToTpekcaToMm, coctaisiia 0,54 % (kareropusi 4acTOThI «HedacToy). B
JBOMHBIX CIJIETIBIX KOHTPOJUPYEMBIX KIMHUYECKUX MCCIEAOBAaHUAX, B KOTOPBIX pa3peliaioch

COMYTCTBYIOIIEE MPUMEHEHUE JTAHEepLeNnTa U METOTpeKcara, vacTtoTa (JoJii MalMEHTOB)
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4,18 % (kaTeropusi 4aCTOTHI «4aCTO»).

AymoummyHnnwii cenamum

B koHTponupyeMbIX KIMHMYECKUX HCCIIEOBAHMSIX 3TAHEPLENTA MPU €ro NPUMEHEHUH 10 BCEM
MOKAa3aHUsAM 4YacToTa ([0l TMalMeHTOB) HEKENaTeNbHbIX SBJICHUNH B BHJE ayTOMMMYHHOIO
renaTuTa y HalleHToB, MOTYyYarolluX 3TaHepLenT 0e3 COMyTCTBYIOIICH Tepauu METOTPEKCaTOM
cocrapimsia 0,02 % (kareropust 4acTOThl «pPEOKO»). B KOHTpomupyeMbIX KIMHMYECKUX
UCCIIEIOBAHMSIX, B KOTOPBIX pa3peliajloch COIYTCTBYIOIIEE IPUMEHEHUE JSTaHEpLENnTa MU
METOTpeKcaTa, 4acToTa (J10Jid IMalMEHTOB) HEXeNATENbHbIX SBICHUN B BUIE ayTOMMMYHHOTO
renaruta coctapisiia 0,24 % (kaTeropusi 4aCTOTHI «HEYACTOY).

Ilobounsie peaxyuu y oemeii

Heowcenamenvhule s6nenus y nayuenmos 0emcko20 803pacma C 108eHUTbHbIM UOUONAMUYECKUM
apmpumom

B niennom wactoTa 1 BUABI MOOOYHBIX PEAKIINH y AeTel ObUIM MOX0XKHU Ha T€, KOTOPbIE HA0JII01aJIiCh
y B3pOCHBIX ManueHTOB. OTINYHSA OT B3pPOCIBIX M JPYTHE XapaKTepHbIE 0OCOOCHHOCTH OIMCAHBI
HUXKE.

WNudexnun, KoTopble HaOMIOAANMCh B KIMHUYECKUX HCCIEIOBAaHMUAX y JETed C IOBEHUJIbHBIM
UMONATHYECKUM MTOJUApTPUTOM B Bo3pacTte oT 2 a0 18 ser, ObUIH JIeTKOM U yMEpEeHHOH CTeneHH
BBIPQXEHHOCTH, @ WX BHUJbl HE MPOTUBOPEUHIIM TEM, KOTOpPble OOBIYHO BCTPEUAIOTCS CpEau
aMOynaTopHbIX ManueHToB. CoOOLIEHUS O TSHKENbIX HEXKEIaTeNbHBIX SBICHHUSIX BKIIOYAIH
BETPSHYIO OCIly C CHUMIOTOMaMM aceNTUYeCKOr0 MEHUHIWTAa, KOTOpble pa3peliuch 0e3
ocnoxHeHud  (cM.  pazmen  «OcoOble  yKa3aHHSA»),  aNlEHAWIUT,  TacCTPOIHTEPUT,
JIeTIPECCUIO/PAaCcCCTPOMCTBA JIMUHOCTH, S3Bbl KOXH, 330()aruT/racTpuT, CENTUYECKUH MIOK,
BBI3BAHHBIN CTPENTOKOKKAMU Ipynimbl A, caxapHblil 1uadet | Thmna u MHPEeKuu MATKUX TKaHEH 1
MOCJICONEPAIMOHHBIX PaH.

B onHOoM unccnenoBanuu y neredl B Bozpacte oT 4 10 17 neT ¢ IOBEHWIBHBIM HIUONATUYECKUM
aptputoM y 43 u3z 69 (62 %) nereir Oblna 3aperucTpupoBaHa MHQEKIHMs BO BpeMs JIEUCHUs
STaHEePLENTOM Iocie 3 MecsLEeB UCCIeT0BaHus (YacTh 1, OTKPBITOE), IPU STOM YacToTa U CTENEHb
TsOKECTH MH(EKIN ObljIa aHAIOTHYHON y 58 MalMeHToB, KOTOPhIE 3aBepIniau 12-Mecsaunyto dhazy
OTKPBITON JOINOJHUTEIBHON Tepanuy. THUIBI U 4acTOTa HEXENATENbHbIX PEAKIUI y MMAllUEHTOB C
IOBEHWJIBHBIM HJIMOTIATHUECKUM apTPUTOM OBbUIM aHAJIOTMYHBIMH TaKOBBIM B HCCIIEJOBAHUAX
NPUMEHEHUS OJTaHEpLENTa y B3pPOCIbIX NAIMEHTOB C PEBMATOUIHBIM apTPUTOM, IMPUYEM
OOJBIIMHCTBO OBLIM JIETKOM CTEMEHU TsKEeCTH. HEecKoIbKO HeXelaTelnbHbIX —SBICHUI
PETUCTPUPOBAINCH Yalle y 69 MalMeHTOB C IOBEHWIBHBIM UJIMOMATUYECKUM apTPUTOM, KOTOPHIE
NOJIydaau ATaHEpUENT B TE€UEHHE 3 MECSUEB, B CpaBHEHUU C 349 B3pOCIBIMM NALMEHTAMU C

PEBMATOUIHBIM ApTPUTOM. DTH SBJICHUS BKIIIOYAIH TOJI0BHYI0 60116 (19 % mauuenTos, 1,7 siBneHus
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Ha TanuMeHTo-roxa), tomHoty (9 %, 1,0 sBneHus Ha Ha‘f’{"{?ﬁff’@%&éﬁ@%ﬂ%%}ﬁ?‘?—@ ,:&:ll%--l%,

0,74 aBnenus Ha mauuenTo-ron) u pBoty (13 %, 0,74 sBieHus Ha NALIMEHTO-TON).

B KIMHMYECKHMX ~ HMCCIENOBAaHMAX  IOBEHWJIBHOTO  HMJIMOMATHYECKOTO0  apTpura  ObLIO
3aperucTpUpPOBAHO 4 Cilydasi CHHApPOMAa aKTUBAIIMH Makpodaros.

B mocTpeructpanMoHHBIA MEpPHOA OBUIM  3apETUCTPUPOBAHBI  CIy4aW BOCHAIUTEIBHOTO
3a00JICBaHMUs KMIIIEYHUKA U YBEUTA Y MTAIIMEHTOB C FOBCHUJIbHBIM UAMONATHYCCKAM ITOJIUAPTPUTOM,
NOJYYaBIIMX JICYCHHE JTAHEPLENTOM, BKIIOYAs OYEHb HE3HAYUTEIHHOE KOJHMYECTBO CIIy4yaeB,
CBUJICTEJICTBYIOIIUX O BO30OHOBIICHHMH PEAKIMK NpU MOBTOPHOM Ha3HAYEHHU Ipernapara (CM.
paznen «OcoObie yKa3zaHUs).

Heocenamenvhule s6nenusi y nayuenmos 0emcKko2o 603pacma ¢ O1suedHbiM ncopuazom

B 48-nenensHoM uccnenoBanuu y 211 nmeteii B Bo3pacte oT 4 10 17 neT ¢ IeTCKUM OJISIICYHBIM
NICOPHA30M 3apETHCTPUPOBAHHBIC HEXKEIATENbHbIC SBICHHS OBLUIM AHAJTOTMYHBIMH TAaKOBBIM B
NPEIBIAYIINX UCCIICJOBAHUSIX Y B3POCIBIX C OJISIICYHBIM IICOPUA3OM.

ITepeno3upoBka

®

Ilpu nepedosuposxe npenapamom Opensu” HeMeOleHHO CcoodOwume 06 >3MoM 6payy Uil

¢dapmayesmy.

CoxpaHuTe KapTOHHYIO YIIAKOBKY IIpernapata Dpel3u®, Jaxe eciid OHa MycTasl, B COOTBETCTBUM C
yKa3aHUSAMH Jeyallero Bpaya.

MakcuMaibHas 103a IIpenapara Dpensu” He ycTaHOBeHa. B paMkax KIMHUYECKOTO HCCIIeN0BaHuUs
3I0pOBBIM J06POBONIBIIAM BBOAMIACH 1032 60 MI/M? OJHOKpPATHO, YTO HE TIPHBENO K PA3BUTHIO
JUMUTHUPYIOIIEH 103y TOKCHYHOCTH. [IpH jeueHUM ManueHToB ¢ PEeBMATOMIHBIM apTPUTOM HeE
ObUIO 3apETUCTPUPOBAHO CITyYaeB MPEBbIMICHHS MpeaeabHON TOKCHYHOM 103bl. HauBeiciias o3a,
BBE/ICHHAS BHYTPMBEHHO, COCTaBUIA 32 MI/M? ¢ HOCIIEIYIOIIMM MOAKOKHBIM BBEICHHEM 16 Mr/M?
2 pasa B Hezemo. Crienuduueckuii aHTHOT I Mpenapara Dpen3u” HeU3BeCTeH.
B3aumoseiicTBHe ¢ APYTrHMH JIEKAPCTBEHHBIMH CPeACTBAMH

Anaxunpa

Ha ¢one koMOMHMPOBaHHOM Tepanuu 3TaHEPLENTOM M aHAKWHPOH Ha0JII0JaIoCh 3HAYUTEIHHOE
MOBBIIIEHUE YacTOTHl PAa3BUTUS CEPbE3HBIX HWHQEKIMA W HEHTPOIIEHHH 110 CPAaBHEHHIO C
MalMeHTaMH, KOTOPHIM BBOJWJIM TOJBKO ATAHEPHENT WM TOJNbKO aHakuHpy. COBMECTHOE
NpUMEHEHHE 3TaHepleNnTa U aHAKUHPbI HE MOKA3a10 KIMHUYECKOTO MPEUMYIECTBa, IOITOMY He
PEKOMEH/IyeTCs.

Abamayenm

OpHoBpeMeHHOE NpHMEHEHHEe abaralenTta M STaHeplLenTa COMPOBOXIAJIOCH MOBBIIICHHEM
YaCTOTHI CEPbE3HBIX HEXKEIATeIbHBIX ABICHUN. J[aHHast KOMOMHALIMS JIEKAPCTBEHHBIX MpenapaToB

HC NPOACMOHCTPUPOBAJIa KIIMHUYCCKUX IMTPCUMYIICCTB, TIO3TOMY HC pCKOMCHAYCTCA.
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Cynvgpacanasun (NOCNEOCBATENEHOCTE 0007)

COOTBETCTBYET SKCNEPTHOMY OTUYETY

VY manueHToB, KOTOPhIM Ha (oHEe JieueHus Cylbdacana3suHOM BBOAMIN 3TaHEPLENT, OMUCAHO
3HAUYMUTEJIbHOE CHIKEHUE 4YHucia JIEMKOLMTOB MO CPAaBHEHHUIO C TEMU MAllUEHTaMH, KOTOpbIE
NPUHUMAIU TOJBKO STAHEPIEIT WK TOJBKO cyibpacanasun. Crnemyer coOIr0AaTh OCTOPOKHOCTh
IpU OJHOBPEMEHHOM Ha3HAYEHHUHU dTaHeplenTa U cylbdacanazuHa.

Omcymcemeue 83aumoo0encmeus

He wabmoganoch HexenaTeNbHBIX B3aUMOJCHCTBUM TIPU  OJIHOBPEMEHHOM NPUMEHEHUU
dTaHEpIENTa C TIFOKOKOPTUKOCTEPOUIaMH, CaTHUIMIaTaMH (32 HCKIIIOUEHUEM Cylb(dacana3zuHa),
HECTEPOUIHBIMU MpOTUBOBOcHanuTenbubiMu  npenaparamu (HIIBII), ananmereruxamm wim
METOTPEKCATOM.

Memompexcam

MeTtoTpekcaT He OKa3bIBaeT BIMSHHS Ha (DapMaKOKWHETHKY dTaHeplenTa. BiusHue sranepiienra
Ha (apMaKOKMHETUKY METOTpPEKCaTa y 4eJIOBeKa HE U3y4alnocCh.

Jueokcun

He oOHapy»)eHO KITMHUYECKH 3HAYUMOTO BIIHSIHHS Ha (DapMaKOKUHETHKY dTaHEePIICIITa.
Bapgapun

He oGHapykeHO KIMHHUYECKHU 3HAYUMOTO BIIMSHUS HA (JapMaKOKHHETUKY dTaHEpIEeNTa.
Bakyunayus

JKuBbIe BaKIIMHBI HE CJIeIyeT BBOAUTH Ha (POHE JeueHus dtaneprentom. Het qaHHBIX 0 BTOpUYHON
nepeaade nHQPEKIUU yepe3 )KUBYIO BaKIIMHY MAIlMeHTaM, MOJyYaroIIUM dTaHEPIIEIT.
PexoMenayercs, 9ToObI 10 Hayaja JICYSHHs TaHEPIENTOM JETH U MOJPOCTKH MO BO3MOKHOCTH
MONyYUIM BCE HEOOXOAMMBIE TMPHUBUBKH B COOTBETCTBUU C JCHCTBYIOIIUM HallMOHAIBHBIM
KaJICHJJapeM MPUBUBOK.

Y OOoJbIIMHCTBA TMAIMEHTOB C TICOPUATUYECKHM apTPUTOM, TMOJYYaIOUIUX OSTaHEPIIENT,
HAONIOZAIOCh  TIOBBIIIIEHUWE  B-KJIETOYHOTO WMMYHHOTO OTBE€Ta Ha MMHEBMOKOKKOBYIO
MOJIMCAXapUAHYIO BaKIIMHY, HO TUTPHI B IIEJIOM OBLIM HECKOJIBKO HUXKE, IBYKPATHOE YBEITUUYCHUE
TUTPOB HAONIONAJIOCh y MEHBIIEro 4YHcla NAaIlMeHTOB IO CPAaBHEHUIO C TAaIlMeHTaMH, He
MOJTYYaIOIUMHU dTaHEPIIENT.

Oco0ble ykazaHus

[locne mpekpalieHusl JieUeHHs MpernapaToM Jpel3su”  CHMIOTOMBI  3a00€BAHMS  MOTYT
pPELUIUBUPOBATH.

Hnghexyuu

[TarueHTsl 1OKHBI 00Ce0BaThCS Ha HalWyue WHMEKIHA 10 Hadajga MpUMEHEHHs MperapaTa
Dpen3u®, B X0ie NeUeHHs U MOCIe OKOHYAHHS Kypca Tepaluy, IPUHUMAs BO BHUMAHHE CPETHION

IPOJIOJKUTEIBHOCTD MIEPUO/IA MOTYBBIBEIACHUS dTaHEpLENTa, paBHyo npuMepHo 70 4 (7-300 u).
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[Ipn mpuMeHeHHMH mpemapara Dpemsu” coobImaniochk o GPJICHO ﬂY_‘:SEB, 030, FIAPASHTANHBIX

UHOEKIMIX (BKIIOYasi BBI3BAHHBIC MPOCTEHIIMMU OPraHU3MaMH) U TSDKEIBIX MH(OEKIHUIX, B TOM
YHCclie OMNMOPTYHUCTUYECKUX, BKIIOYAsh WHBA3WBHBIE T'pPHOKOBBIE WH(MDEKINH, IHCTEPUO3 H
JeTHoHeIIe3 (HEKOTOphIE C JICTAIBHBIM HCXOJIOM), BUPYCHbIC WH(MEKIMK (BKIIOYasl BHI3BAHHBIE
Herpes zoster). Haubosece 4acTo perucTpupyeMblc MHBAa3MBHBIC I'PUOKOBBIC MH()EKIHUH ObLIH
Bei3Banbl Candida, Pneumocystis, Aspergillus u Histoplasma.

HempaBwibHass NUAarHOCTUKA TMEPEUMCICHHBIX HHQEKIUH, OCOOCHHO TPUOKOBBIX U APYTUX
OMIMOPTYHUCTHYECKUX HH(DEKIUI, TPHUBOIMIA K 3aM03JaJIOMy HA3HAYCHUI0 HEOOXOIMMOr0
JICUCHHSI U, B HEKOTOPBIX CIIydasx, JIETAIBHOMY HCXO0y. Bo MHOTHX CiTydasix MaIl[MeHThI OTyJalli
TEpanuio IPYTMMHU JICKAPCTBEHHBIMH CpPEACTBaMHU, B TOM 4YHCJIE UMMYyHOJENpeccantamu. [Ipu
00CJIeIOBaHUY IMAIIMCHTOB HY)XHO TNPUHUMATh BO BHUMAHHE BO3MOXXHOCTh Pa3BUTHS y HUX
OMIOPTYHUCTHYCCKUX HH(QEKIMI, HampuMep, dHIESMUYHBIX MHUKO30B. [lallueHTBI, y KOTOPBIX
HOBBbIE MH(EKIUK PA3BUBAIOTCA Ha (OHE JIedeH s TIpernapaToM Dpensu”, T0MKHbl HaXOAUTHCS 0]

TIIAaTCIbHBIM Ha6J'IIOI[eHI/IeM. Jleuenue nperaparom 9peJ’I3I/I® CJICayCT IpEPBaTh, €CJIN Yy MallUCHTA

pasBuBaercss Tskenas uHdekuus. CleayeT ¢ OCTOPOKHOCTBIO HasHayaTh Mpenapar Dpensu”
NalMeHTaM C YacThIMH WM XPOHHYECKUMH HWHQEKIMSIMA B aHAMHE3€ WIH MMM
COITyTCTBYIOIIME 3a00JI€BaHMsI, KOTOPbIE MOTYT CIIOCOOCTBOBATh Pa3BUTHIO HH(EKIUI (Hanmpumep,
TSOKETIBI WM TIJIOXO KOHTPOJIMPYEMBIH caxapHblii auaber). bezomacHocTs M 3¢ (eKTUBHOCTH
npenapara Dpen3u” y MAalUMEHTOB ¢ XPOHMYECKMMU MH(DEKIMAMH He oleHuBanach. Ciemayer
coOiroAaTh OCTOPOKHOCTH NMPU NMPUMEHEHUM ITaHEpLENTa y MOKUJIBIX MAlMeHTOB M 00pamarh
0co0oe BHUMaHHE Ha pa3BUTHE WHPEKIHI.

Tybepkynes

Ha ¢one Tepanmuum sTaHeprentoM cooOIIATIOCh O CIydasx aKTMBHOTO TyOepKyJses3a, BKIOYas
MUJIMApHBIA TyOepKyse3 u TyOepKyse3 BHeNeroyHod Jmoxamuzanuu. Cpenud ManueHTOB C
pPEBMATOUIHBIM apTPUTOM, IO BCEW BUIMMOCTH, OTMeuaeTcsi 0ojiee BBICOKAs YacTOTa Pa3BUTHS
TyOepkyne3Hoil uHpeknun. PazButue TyOepkyrne3a MOXKET ObITh CBS3aHO C peakTHBaLUEH
JaTeHTHON MH(EKLINH, a TAK)Ke ¢ Pa3BUTHEM HOBOW MHQekmu. J[o Hayana Tepanuy Bce MaueHThl
JOJIKHBI ObITH 00CIIeI0BaHbl HA HAJTMYKE aKTUBHOTO WJIM JIATEHTHOTO TyOepKye3a. O0cienoBanue
JIOJDKHO BKJIFOYATh JIETAIbHOE U3YUEHNE aHaMHE3a OTHOCUTENBHO 3a00J1€BaHUs TYOEPKYJI€30M WU
HaJINYMS KOHTAKTOB C TyOepKyJIe3HBIMH MAlMEHTaMH U JJAHHBIX O MPEIIECTBYIONICH WK TeKyIeh
UMMYHOCYTIPECCUBHOM Tepanuu. Y BCeX MallMEHTOB JOJUKHBI OBITh BBIIOJHEHbI HEOOXOIAMMBbIE
CKPUHHHIOBBIE HCCIIEJIOBAHUS, COOTBETCTBYIOIIUE JIOKAIBHBIM TpEOOBaHUAM, O0O0SA3aTENBHO
BKJIIOYAOIME TyOEepKYJIMHOBBIM KOXKHBIM TeCT U peHTreHorpaduio yerkux. Cneayer yduTbiBaTh
BO3MOXKHOCTb JIO’KHOOTPULIATENILHOTO TYOEPKYJIHMHOBOTO TECTa, 0COOEHHO Y MAIlUEHTOB B TSKEIOM
COCTOSIHUM WJIM y TAIMEHTOB C HAPYUICHHBIM HMMYHHTETOM. Takke He0OXOIMMO YYUTHIBAThH

BO3MOXKHOCTh Pa3BUTHs TyOepKyJe3a y MalueHTOB, y KOTOPhIX /10 Hayaja Tepamuu Mpernaparom
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Dpensu® He ObUIO OOHAPYKEHO TPU3HAKOB TyOep KyJ'IGSHQ-ffI-l WH@E%?MWZW% AQFKeH

COOTBETCTBYET SKCNEPTHOMY OTUYETY

KOHTPOJIUPOBATH COCTOSIHUE IMAIMEHTa Ha MPEJMET MOSBJICHUS MPU3HAKOB TyOEpKyse3a, B T.4. y
NAIMEeHTOB C M3HAYAJIIbHO OTPHIIATEIBHBIMH PE3yJIbTaTaMH TECTOB HAa HAJIMYHME TYOCpKYJIE3HOU
UHQEKIHH.

He crefyer mpuMeHsaTh npenapar Dpeii3u® Ipy HAIMYMK Yy MalMeHTa akTHBHOro TyOepKyesa. B
cllyyae HalWyMs HEAKTMBHOIO TyOepKyliesa Ilepe]] HayajoM TepanuM MpernapatoM Jpeisu”
HEOOXOIMMO Ha3HAYEHUE CTAHAAPTHON NPOTUBOTYOEPKYJE3HOW TEpanmuu B COOTBETCTBHH C
JOKaJbHBIMU PEKOMEHIAIUAMU. B 3TOM ciyyae MOJKHO OBITh THIATEIBHO NPOAHATH3HPOBAHO
COOTHOILIEHHE TI0NIb3bI  PUCKA JICYEHHUS TIpernapaTtoM Dpensu®.

Bce marnueHTs! T0MKHBL OBITH TPOMH(OPMHUPOBAHBI 0 HEOOXOAMMOCTH OOpalleHHus K Bpady Ipu

® WM HOCie HEero ajuo® WM CHMIITOMOB,

NOSIBJICHUHM Ha (POHE JeueHus MpernapaToMm Opei3u
XapakTepHBIX I TyOepkysie3a (Hampumep, YIOPHOTO Kaluisg, TOTEpU MacChl Tea,
cyOhebOpunuteTa).

Axmueayus supyca cenamuma B

Coo0mrasioch 0 ciryJasix akKTHBAIMH BHpYyca renaruta B y Hocurenei (B TOM YHCIe y MallueHTOB C
MOJIOXKHUTEIBHBIM pe3yiibTaToM Ha awmu-HBC m orpunarensasiM HBSAQ), koTopbie mosydanu
uaruoutopel ®HO-0, BKIrOYas TaHepuent. bonbiias yacTh ATHX CIydyaeB HMMeNa MECTO Y
MAalMEeHTOB, OJHOBPEMEHHO TOJYYAIOUIMX JPYrue JIEKapCTBEHHBbIE CPEIACTBA, IOJABIISIONINE
MMMYHHYIO CHCTEMY, KOTOpbIE TaKKe MOTYT CIIOCOOCTBOBAaTh PEAKTHUBAIIMHM BHpyca remarura B.
Ilepes mpuMeHEHHEM Mpenaparta Dpen3u” y MalUeHToOB, BXOIAIMIUX B IPYIITy BBICOKOTO PHUCKa
3a00yieBaHUA TeMaTUTOM B, He0OX0IUMO MPOBECTH COOTBETCTBYIONIUI TUATHOCTHYECKHM MOWCK.
Hecmotps Ha TO, 4TO CBSI3b C IPUMEHEHHEM dTaHEPIIETITa He I0Ka3aHa, CIeIyeT COOII01aTh 0OCOOYIO
OCTOPOKHOCTH NPH TIPUMEHEHHH MpenapaTa Jpe3u” y MalueHToB-HocuTeNell Bupyca renatura B.
Heo6xoauMo mpoBOIUTE KOHTPOJb COCTOSIHHS MAIlUEHTOB HA MPEeaMET MPU3HAKOB Tematuta B B
MepHO/I MPUMEHEHHUSI dTaHEPIIENTa U B TEUEHNE HECKOJbKUX HENEIh MOCIIe OKOHYAHUS JICUCHHS.
[Tpu MOSIBJIEHUM CHMIITOMOB ITOTO 3a00JeBaHUS, CIEAYEeT OOCYIUTh BO3MOXHOCTh MPOBEACHHUS
crenupuIecKoil Teparnuu.

Obocmpenue cenamuma C

3aperucTpupoBaHbl ciiydau oOocTpeHusi renmatuta C y MaMeHTOB, MOMYYaBIIUX TEPaIUIo
ATaHEPLENTOM, OJIHAKO MPUUYUHHO-CIIECCTBEHHAs CBSI3b C MPUMEHEHUEM IIpenapara He JI0Ka3aHa.
Tem He MeHee, clielyeT coOMIOIAaTh OCTOPOKHOCTH NMPM MPUMEHEHHH Ipenapata Dpemsu® y
nanueHToB ¢ rernatutoM C B aHaMHe3e.

Annepauueckue peakyuu

Amiepruyeckue peakiiuyd 9acTo COMYTCTBYIOT MPUMEHEHHIO dTaHepienta. [Ipu Mo0bIX TSHKEIbIX
AUIEPTUYECKUX WM aHA(DUIAKTUYECKUX PEAKIHMSIX CIEAYeT HEMEUICHHO MPEKPaTHTh JeUeHUE

npenaparoM Dpen3u® ¥ HauaTh COOTBETCTBYIOIIEE JIeUeHHUE.
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Humynocynpeccus (MOCNENOBATENLHOCTS 0007)

COOTBETCTBYET SKCNEPTHOMY OTUYETY

[MIpu tepamuu wunruburopamu DOHO-0, B TOM dYHCIIE MpernapatoM OpPea3d , CYIIECTBYET
BO3MOXXHOCTh YTHETEHHs 3aIlMTHBIX MEXaHHW3MOB OpraHM3Ma YeJlOBeKa MPOTUB HHGEKUUi H
3JI0KauYeCTBEHHBIX HOBOOOpazoBaHuii, mockonbky @HO yuacTByeT B mporeccax BOCHAICHUS U
MOJAYJIUPYET KIETOYHBIM MMMYHHBIA OTBET. OHAKO Yy B3pOCIBIX MALMEHTOB C PEBMATOUIHBIM
apTpuTOM Ha (POHE JIeYeHMs STaHEpPLENTOM He ObLJIO BBISIBJICHO CIy4yaeB YTHETCHMsS peakiuil
OTCPOYEHHOM TUIEPUYYBCTBUTEIBHOCTH, IMaJ€HUS KOHLEHTPAlMd HMMYHOIVIOOYyJIMHA WU
W3MEHEHUS YHCICHHOCTH TOMYJISIIIMKA KIIETOK-3PEKTOPOB.

VY nereil ¢ IOBEHWIbHBIM HJIMONATUYECKUM apTPUTOM B PEAKUX CIydasX pa3BUBAJIACh BETpSHAs
Ooclla M CHUMIITOMBI AaCENTUYECKOr0 MEHHHIUTA, KOTOpBIE pa3pemanuch 0e3 OCIOKHEHUH.
[TarmenTam, OBIBIIMM B KOHTAKTE C OOJBHBIMH BETPSHOM OCIIOMH, CIIeIyeT BPEMEHHO MPEKPATUTh

®

JIeYeHHE TpenapaToM Dpen3u . W Ha3HAuYuTh MPO(UIAKTHYECKOE JICYEHHE MUMMYHOTIOOYIHHOM

npotuB Bupyca Varicella zoster.

D PeKTUBHOCT U 6E30MACHOCTD JIEUeHUs penapaToM Jpeasu”

MAIMEHTOB C UMMYHOCYTpeccueit
HE M3Y4aJIUCh.

3nokauecmsennvle u tumponpoaugpepamusHvle 3a001€6aHUL

B noctmapkerunrosom nepuoze (cM. pasaen «IlobouHoe neficTBre») ObUIM MOTYYEHBI OTYETHI O
pa3IMYHBIX 3JI0KAYECTBEHHBIX HOBOOOPA30BaHUAX (BKJIIOYAs KapLMHOMY MOJIOYHOHM »Kene3bl U
JIETKOTO, a TaKXke JIUMPOMY).

B psne KoHTponupyembIX KIMHMYECKHUX HCCIIEOBaHMM JuM@oMma 4alle AMArHOCTHPOBAJach y
NalMeHTOB, NpUHUMAaKOIUX HHruouTopel PHO-0, ueM y nanueHToB, KOTopble X He noiaydanu. C
JPYroil CTOPOHBI, 3TU CIyyau ObUIM PelKUMH, a MEepUoJl HaOIIOJeHH 3a MallUeHTaMHt U3 TPYIIIbI
ianebo ObUT KOpoue, YeM 3a MalMeHTaMH, MOJIydaloUMMHU JiedeHue umHruouropamu GHO-a.
Nmerotcst cooOieHus o pa3BUTHH Jieliko3a Ha (poHe Tepanuu uaruoutopamu ®HO-a. CymectByer
BBEICOKHI PUCK BO3ZHHKHOBCHHA J'II/IM(l)OMI)I " JIeliKo3a Yy NaoueHTOB C PEBMATOUJHBIM apTPHUTOM,
SBIISIONIMMCS JITUTENBHBIM 3a00J€BaHUEM, XapaKTePU3YIOUTUMCS aKTUBHBIM BOCHAJICHHUEM, UYTO
camMo 1o cebe OCIOXHsET OLeHKY pucka. Ilocmenyromuii aHanu3 KIMHUYECKUX HCCIIECAOBAHUM
OTAHCPICIITA Y MIAMUCHTOB C pCBMAaTOUJIHBIM aPTPUTOM HEC ITOATBEPANIT U HE NCKITFOYNII ITOBBIIIICHU A
pUCKa pa3BUTHS OHKOJOTMUECKUX 3abojeBaHuii Ha ¢GOHE TNPUMEHEHHs »dTaHepienrta. B
COOTBETCTBUM C COBPEMEHHBIMH JaHHBIMU HENb3s HCKIIOYUTH BO3MOXHBIH PUCK Pa3BUTHA
auMQOMBI, JIeiiko3a UK APYTUX 37I0KAYECTBEHHBIX HOBOOOPAa30BaHUH Y MALMEHTOB, MOJTyYaIOINX
uaruouTopel ®HO-q.

Ectep cooOmieHnss o pa3BUTHH 3JIOKAYECTBEHHBIX HOBOOOpa3oBaHWU (B TOJOBHUHE CIydacB
XOJKKUHCKUX U HEXO/KKUHCKUX JTUM(OM), YaCTh KOTOPBIX UMEIH JICTAIBHBIA UCXOM, Y AeTeH U
MOJIPOCTKOB, NONy4aBIIMX JedeHue uHruoutopamu DHO-0, B TOM uuClie 3TaHEPLENTOM.

BoNbIIMHCTBO MalMEHTOB MOJIyYadd COMYTCTBYIOIIYIO TEpanui0 HWMMYHOJemnpeccaHTamu. B
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APYTMX CIydYasX UMEIM MECTO APYTHME 3I0KaYECTBEHHBIG mg%@g@gvgﬁ LBKROFAA (PEKHIE

BapHaHThI, CBs3aHHBIE C UMMYyHOcynpeccueil. [lpm mnpuMeHneHunm mnpenapara HEOOXOIMMO
YUUTBHIBaTh PUCK Pa3BUTHUS 37I0KaUE€CTBEHHBIX HOBOOOpa30BaHUIA.

Paxk koorcu

MenaHoma ¥ pak KoXd, He oTHocsmuiics k Menanome (PKHM), Obutn 3apeructpupoBaHbl y
MAIMEHTOB, MOJIy4yaBIUX JiedeHue unruouropamu ®HO-a, Birouas stanepuent. Yaie Bcero
PKHM nuarHOCTHpYIOT y HAaIMEHTOB C MCOPHA30M. BBUIM MOIy4eHBI COOOLICHHS O Pa3BUTUU
KapuuHoMbl Mepkend. [ Bcex NaIMEHTOB, BXOAAIMX B TIPYNIy PHUCKA, PEKOMEHIYETCS
NEepPUOANYECKOE 00CIIeIOBAaHUE KOXKHBIX IIOKPOBOB.

Buvipabomka aymoummynHvlx anmumen

Jleuenne npenapatom Dpemsu®

MOJKET COIIPOBOXKJIATHCSI 00pa30BaHNEM ayTOMMMYHHBIX aHTUTEIN
(cm. pazgen «[lobouHoe neicTBUE»). DTH aHTUTENIA HE OTHOCATCS K HEUTPATU3YIOIHUM U OOBIYHO
ObIcTpO Hcye3aroT. He oTMeYeHO KOppessiuu MeXIy OOpa3oBaHHEM aHTUTEN U KIMHUYECKOU
3¢ peKTUBHOCTHIO MpemnapaTa, a TaKKe YaCTOTOM pa3BUTHSI MOOOYHBIX PEaKIU.

Enuauuneie ciiydan (QOpMHpOBaHUS ayTOAHTHTENI B COYETAaHMH C BOJYAHOYHOIIOJOOHBIM
CHHJIPOMOM WJIM CBIIIBIO, CXOAHOM € MOJOCTpOil (hOpMOM KpPacHOW BONYAHKH WM AUCKOMIHOM
¢dopmoii KpacHOW BOJYAHKU (JaHHbIE KJIMHUYECKOTO OOCIe0BaHMS U OMOICHM) OTMEYAIUCh Y
NAIUEHTOB, BKIKOYasl NALUEHTOB C PEBMATOUIHBIM apTPUTOM C MOJIO)KUTEIbHBIM PEBMAaTOHIHBIM
dakTopom.

I'emamonocuueckue peaxkyuu

Co00111a110Ch 0 peAKHUX CIIy4asX Pa3BUTHS MAHIUTOICHUN U OYE€Hb PEIKUX CIyYasiX alIacTHYeCKOM
AQHEMHH, B TOM YHCJE C JIETAIBHBIM MCXOJI0M, Y NAIlMEHTOB, NOJy4YaBIIMX dTaHepuent. Ciuenyer
NPOSBUTH OCTOPOKHOCTH MPH TIPUMEHEHUHU Tpenapata Dpen3u” y MalMeHToB ¢ yKa3aHWeM Ha
3a0o0sieBaHNs KpPOBM B aHamMHe3e. Bce maiueHTbl, UX pPOACTBEHHMKHU/CUAEIKU JIOJKHBI OBITH
OCBEIOMJIEHBI O TOM, YTO, ECIIM y MAIMEHTa BO BPEMs JIeYeHHs IIPenapaTtoM Dpensu” pa3BUBAIOTCA
NOPU3HAKM U CUMITOMBI, XapaKTepHbIE A WHQPEKIUH HIM TeMaTOJIOTMYECKHX HapylleHHH
(HampuMep, NPOJODKUTENbHAS JHMXOpaJKa, aHTMHA, CUHSIKU, KPOBOTEUEHME, OJIETHOCTH), UM
clielyeT HeMEUIEHHO 00paTUThCs 32 MEAUIIMHCKON MTOMOIIBI0. Y TaKUX MAllUEHTOB PEKOMEHTyeTCsl
CPOYHO MPOBECTH 00CieI0BaHUE, BKIIIOUas MOJTHBIN aHaan3 KpoBU. [Ipu moaTBepKIeHNN TUarHo3a
reMaToNOrHYecKOro 3a60eBaHus ieueHne npenapaToM Dpei3u® clefyeT MPeKpaTHTb.
THopaowcenue [[HC

NmeroTcs peakue coOOOIIEHUS O Pa3BUTHH AeMHUETHHN3NpYoNX 3a0oneBanuii [IHC y marueHTos,
MOJTy4aBIIUX Tepanuio sTaHepuentoM. OueHb peko coO0IIaNoch O Pa3BUTUU NepUPEepUUECKUX
JEMHUENIMHN3UPYIOINUX TNoJauHelponaThil (Bkimrodas cuHapoM ['mitena-bappe). WccnenoBanuit
TIpUMMEHeHHs Tpenapata Dpensu® y HallueHTOB C PACCESHHBIM CKIIEPO30M He IIPOBOAMIOCH, OJHAKO

uccienoanus Apyrux uHruoutopos ®HO mpu 3ToM 3a005IeBaHUU MOKA3alud BO3ZMOKHOCTH €TI0
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oboctpenus. [lepen HauaIoOM Tepanuu mpenapaTom 9pen3q-%gggmgg§_gmﬁgﬁwg QUGHHTH

COOTHOIICHHUE T0JIb3a-PHCK, HEBPOJOTMYECKUN CTATYC Yy MAIIMEHTOB C JIEMHEITMHU3UPYIOIMMHU
3a6OHeBaHI/I5'IMI/I, B T.4. HCAABHO BO3HHUKIIMMH, @ TAKKC Yy IMAIIUCHTOB, UMCIOIIUX MOBBIIICHHBIN
PHCK pa3BUTHSI ICMHUCIMHU3UPYIOIIETO 3a00JICBaHHSI.

XCH

CreyeT cobII01aTh OCTOPOKHOCTh B OTHOIIEHUM HA3HAYEHHMS MpernapaTa Jpei3u” HalueHTaM ¢
XCH. Coobmanoce o penkux (<0,1%) cinyuasx passutuss XCH, B T.4. y manueHToB 03
HOATBEPKACHHOTO MMEIOIIErocs 3a00JeBaHus CepIeUHO-COCYAUCTON crcTeMbl. Hexoropsie u3
nanueHToB Obutk Mosioke 50 ner. JlaHHBIE psiga MCCIIEAOBAHUN MO3BOJIAIOT MPEANOIOKHUTH
BO3MOXHOCTh yXyamenus TeueHusi XCH y nmanueHToB, mojydyaromnx 3TaHepICTIT.
Kombunuposannas mepanus

KOM6I/IHaIII/I$I STaHCPpLLCNTa MW MCTOTpPCKCaTa HEC JajJla HCOXUIAHHBIX PCE3YyJIbTAaTOB IIPU
uccien0BaHuy 6e30macHOCTH. J{oarocpouyHoe u3ydeHue npoaonkaercs. JlanHbie mo 6€30macHOCTH

®

npcerapara BpeHSI/I . KOTOprﬁ HasHa4dalll B KOM6I/IHaI_II/II/I C MCTOTPCKCATOM, OBUIH CXOXH C

TAaKOBBIMH TIPH IPUMEHEHHH Npenapara Jpen3u® U METOTpeKcaTa 10 OTAeIbHOCTH.

Jlonrocpounas 0e30MacHOCTh HPUMEHEHHs Mperapata Dpemsu”

B KOMOWHAIIMU C JPYyTUMH
0a3uCHBIMU TPOTUBOBOCTIATTUTENILHBIMY MpENapaTaMu He UCCIIeI0BaNIACh.

W3yuenne npuMeHeHus mpenapata Dpensu” B KOMOMHAIMM C JPYTOi CHCTEMHOM Tepanuei uim
doToTepanueii mcopraza He MPOBOIUIIOCH.

I'panynemamos Bezenepa

YacroTa pa3BUTHS Pa3IMYHOTO THIA 3JI0KAYECTBEHHBIX OMyXO0JIel BHEKOKHOMN JOKaU3aluu Oblia
3HAUYMTENIHO BBIIIE y MAlMEHTOB C TpaHysieMaro3oM Berenepa, moiqydaBmIMX 3TaHEPLENT, YEM B
KOHTpOJIbHOM rpymme. [TosToMy npenapat Dpensu® He PeKOMEHIYeTCs sl IedeH s MallUeHTOB C
rpanyjaemaro3om Berenepa.

Anxozonvrolu cenamum

[IpumeHeHue sTaHeplienTa AJs J€USHHs aIKOTOJIbHOTO MeNaTuTa He PEKOMEHIYETCS.

Caxapnviii ouabem

CooOmjasioch 0 ciy4asX TUIOTJIMKEMUH Ha (OHE Tepamuu STaHepUENTOM Yy TalleHTOB,
MPUHUMAIOIINUX THIOTIMKEMAYECKHE TPerapaThl, YTO TPEOOBAIO KOPPEKITUU UX TO3bI.

Biiusinue Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMYU CPEeACTBAMH, MEXaHU3MAMH
W3ydenue BIHUsIHUS HA CIIOCOOHOCTD YIPAaBISTh aBTOMOOUIIEM U MOJIB30BAThCS CIOKHON TEXHUKON
TIpY IPUMEHEHMH MpenapaTa Dpen3u” He NPOBOAMIOCH. B CBA3H ¢ 9THM, yHIpaB/IATh aBTOMOOUIEM
WM T10JIB30BAThCS CIOXKHOU TEXHUKOU CIIEyeT C OCTOPOKHOCTBIO.

®opMa BbINTYCKa

PactBop s nonkoxHoro BBeaenus, S0 Mr/mn
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1. ITo 0,5 mn (25 mr) umum 1,0 Mt (50 mr) pacTBopa B IITTPHIIE YU POl HOPATOBOFO- MO QL 30BAHMU

U3 MPO3PAYHOro CTEKJIA; MIMPHUI MOMEIIEH B MPEIOXPAHUTENb UTJIbl, CHAOKEH UTIJIOH, 3aKpBITOM
PE3WHOBBIM KOJITAYKOM, YIOPOM JJisl MaNblieB M IUIACTUKOBBIM mopiiHeM. [lo 1 mmpuiyy B
onucrepe. Ilo 1, 2 unu 4 Gauctepa B nauke KapTOHHON BMECTE C MHCTPYKLHUEH 110 IPUMEHEHHUIO.
Wnmu nmo 3 mauku KapTOHHBIE MO 4 OinucTepa BMECTE C WHCTPYKIMEH IO NPUMEHEHHIO B
JIOTIOJIHUTEIIbHOM NauKe KapTOHHOM.

2. TIo 1,0 M1 (50 Mr) pacTBOpa B LIIPHIIE U3 IPO3PAYHOTO CTEKIIA, PACIION0KEHHOM BHYTPU PYyUKH
TPEeyrojbHOU (POpPMBI AJII OJHOPA30BOrO MCIOJIB30BAaHUS C TUIACTUKOBBIM KOJMA4YKOM (IIMPHUIL-
pYUKa) C ITUKETKOH ¢ po3padyHbIM okowkoM. I1o 1, 2 win 4 mnpun-pydxu B nayke KapTOHHOH ¢
KapTOHHBIM JIepKaTeJIeM BMECTE C MHCTPYKLIMEN 10 mpuMeHeHuto. Mnu 1o 3 nmayky KapTOHHBIE 110
4 WnpHUI-pyYyKH BMECTE C MHCTPYKIMEH MO0 MPUMEHEHUIO B JOIMOJHUTEIHHON MadyKe KapTOHHOM.
Ilpumeuanue: ¢ 1eNBI0 KOHTPOJIS TIEPBOTO BCKPBITUS HA KAPTOHHOW MayKe JOMYCKAeTCsl HaJludue
HaKJIeeK.

YciaoBus XxpaHeHus

XpaHUTh B OPUTHHAJIBHOM yIaKOBKe Mpu Temiiepatype ot 2 1o 8 °C.

He 3amopaxuBats!

XpaHUTb B HEJOCTYITHOM IS IETei MecTe.

Cpoxk rognocTu

3 roa.

He npuMeHsTh 10 HCTEYEHNH CPOKA TOJHOCTH.

YcaoBust ornycka

OTITyCKarOT MO perenTy.

JlepaaTesib perucTpaliOHHOI0 YA0CTOBEPECHHUS

Canno3 a.1., Beposmkosa 57, 1000 JIro6nsna, CroBeHus.

IIpousBoaurenn

IIpoussooumens (6ce cmaouu npouzeoocmea):

Hogaptuc ®@apmacerotukan Maustopexaypunr ['M0X, buoxemumrpacce 10, 6336 Jlanrammnden,
ABcTpus.

Opranusanus, NPUHAMAKOLIAsA NIPETEH3UH MOTpeduTe el

AO «Cannos», 125315, r. Mocksa, JIeHuHTpackuii mpoctiekt, a. 70;

tenedon: (495) 660 75 09, dakc: (495) 660 75 10.
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