COOTBETCTBYET 3KCNEPTHOMY QOTYETY
ot 14.09.2023 N= 17836
(Bxopawmit M3 N24244413)

MUHUCTEPCTBO 3/IPABOOXPAHEHW POCCUMCKOH ®EJIEPALIMU

MHCTPYKLMA

10 MEAUILUHCKOMY MPHUMECHCHHIO JIEKAPCTBCHHOT O Mpenapara

PuBusa®

PETUCTPALIMOHHBI HOMEP: JIH-()_07057

TOPrOBOE HAUMEHOBAHHE: Pumsi® -

MEXIYHAPOJHOE HEHATEHTOBAHHOE;HAI/IMEHOBAHHE: OTaHepLent

JIEKAPCTBEHHAS ®OPMA: pacTBOp AJIsI [TOJAKOXKHOI'O BBCICHHUA

COCTABHA 1 MJI:

Heticmeyowee eewgecmeo:

OtaHepuent 50,0 mr
Bcnomozamenvhvie gewjecmea:

B7iZ000%03 5,6 Mr
Hatpus umrtpata JMrupat 4,5 mr
Harpus nurunpodocdata quruapat 2,6 Mr
Caxapo3a 10,0 Mr
Harpus xnopun 3,8 mMr

6M pacTBOp XJOPUCTOBOAOPOIHOM KHCIIOTHI
u SM pacTBOp HAaTpus THAPOKCHIA

Bona a1a uHbeKUuid

OIUCAHME

Hpozpaqﬂbm WIH ¢ HeOOBLIOM onaieCueHUMENR OT 6€CLIBCTHOI‘0 10 3KEJITOBATOrO LIBETA PacTBOP.

1o pH 6,1 - 6,5

1o 1,0 ma

®APMAKOTEPAIIEBTHUECKAS [PYIIIA: akTop Hekposa omyxon -0 (PHO-o) nHruGurop.

Kox ATX: L0O4ABO1
O APMAKOJIOTMUYECKHUE CBOMCTBA

dapMaKoAHHAMHKA

®axrop Hekposa omnyxonu (TNF-a, ®HO) spnseTcss OCHOBHBIM LIUTOKHHOM, NOUICPIKUBAIOLIMM
BOCTIAJIMTENBHBL MPOLECC Mpu peBMaToMmHoM aprpure. [loBbllIeHHE KOHLCHTPALHUH ®HO
TaKKe 06GHAPYKEHO B CHMHOBHATBHBIX 000/0YKaX U IICOPHATHISCKHX GnAlKax y MNaLMeHTOB ¢

[copruaTH4IECKUM apTpUTOM, a TAKKC B njasMe KpoBH H CAHOBHAJIBHBLIX TKAHAX [MALlUEHTOB C



COOTBETCTBYET 2KCNEPTHO
ot 14.09.2023 Nz 1
(Bxogmwmia M3 N24244413)

AHKMJIO3UPYIOLMM  CIIOHIMIMTOM. OTaHEpLENT SABJAETCA KOHKYpPCHTHBIM WHTUOUTOPOM
cesizsieanys ®HO ¢ ero pelenTopamy Ha MOBEPXHOCTH KJIETKH, H, TAKMM 00pasoMm, UHrHOHpYyeT
6uonornyeckyto akrusHocts @HO. OHO v uMGPOTOKCHH OTHOCATCS K MPOBOCHATHTE/BHBIM
[MTOKHHAM, KOTOpBIE CBS3BIBAIOTCA € JIBYMs YETKO DA3MYMMBIMH PELENTOpaMH ¢axropa
Hekpo3a onyxonu (PHOP) Ha MOBEPXHOCTH KIETKH: 55-KUIOANIBTOH (p55) u 75-KunoaansTOH
(p75). O6a ®HOP npucyTCTBYIOT B OpraHU3Me B MeMOpPaHOCBA3aHHOH U cBOOOAHON popmax.
Pacteopumeie @HOP perynupyroT 6HONOrH4eCKy 0 aKTHBHOCTh ®HO.

®HO u nuMQOTOKCUH CYIIECTBYIOT NPEUMYIIECTBEHHO KaK FOMOTPUMEPBI, HX 6uonoruyeckas
AKTHBHOCTD 3aBUCHUT OT mepekpecTHol cuuku @HOP, Haxoasmuxcs Ha MOBEPXHOCTH KIICTKH.
JlMMepHBIe pacTBOPUMEIE PELIEIITOPBI, TAKHME KaK STAHEPLENT, MMEIOT DOJbIIIee CPOACTBO K ®HO,
qeM MOHOMEPHBIE PELENTOphl, M [03TOMY SBIAIOTCS 3HAYMTENBHO Oonee  CHIIBHBIMH
KOHKYpeHTHBIMHM HHruOuTOpamu cBssbiBanusi OHO ¢ MX KIETOYHBIMA PELENTOPAMH. Kpome
TOr0, HCMONb30BaHKe Fe-pparmMeHTa HMMYHOTIOOYIMHA KaK 3JIEMEHTA CBA3BIBAHUA B CTPYKTYpPE
JMMEPHOTO PeLenTopa YIMHAET NEPHOJ [OJIyBBIBEICHHS U3 CHIBOPOTKH KPOBH.

3HaYMTeNbHAS YAacTh IMATOJOMMYECKUX M3MEHEHMH B CyCTaBax MpU peBMAaTOMIHOM apTPHUTE U
AHKUJIO3UPYIOLIEM CIIOHIUIIUTE, a TaloKe H3MEHEHUAX KOXU B BHC COPUATUYECKUX OJIAIIeK
BO3SHMKAIOT 3a CYET BO3AEHCTBUS [POBOCMANUTENIBHBIX MOJIEKYJ, BOBJICHEHHBIX B CUCTEMY,
koHTpoyupyemyto ®HO. MexanusMm JeHCTBHA STAaHEPLENTA, MO-BUIMMOMY, 3aKIIO4ACTCA B
KOHKYpeHTHOM unruGupoBanuu csseiBands ®HO ¢ peuentopamu ®HO Ha noBepxHOCTH
ek, Takum 00pa3oM, STAaHEPUENT NpPeAYNPENKIAeT KIETOUHBIH OTBET, OMOCPEIOBAHHBIM
®HO, cnocobersys 6uosoruyeckoit HHaktupauumn @OHO. Ortanepuent Takke MOXET
MOJIyJIMPOBATh OHUOJOTMYECKHE OTBETHl, KOHTPOIMPYEMEIE OMONHHTENIbHBIMU MOJEKYIaMHy,
MepefarolMH  CUTHAI [0 HUCXoAsAmed (Hampumep, LMTOKMHBL, MOJEKYNbI aire3svu Hiu
npotentassl). U 5Tu 0TBETHl MOTYT IUGO CTHMYIJIMPOBATh, MO0 KOHTPOJIMPOBATH ®HO.

YV [AUMEHTOB C AKTUBHBIM TMCOPHATUUECKMM apTpuTOM mperapaT PuBus®  uHrubupyer
POrpPEeCCHPOBAHHUE CTPYKTYPHBIX MOBPEKICHUH, YTy 4INaeT GU3HIECKYHO aKTUBHOCTD M CHIDKACT
BEPOATHOCTb PA3BUTHS MOPaXEHUs IEPUPEPUIECKUX CyCTaBOB.

[locite mpekpalueHus Tepamiy npernapatoM PuBusA® B TeYCHUE MECsUA BO3MOXHO oboctpenue
3aboneBanus. DPHEKTUBHOCTD MOBTOPHOrO Ha3HAYCHHA MpernapaTa B TCHEHHE 24 MecsUeB mocie
MpEeKpAIIEHHs Teparlii CPaBHMMA C TAKOBOH [T MAIMEHTOB, HE PEPLIBABLIMX JICHEHHUE.
DapMaKoKHHETHKA

DrtaHepuenT MeeHHo abcopOupyeTcs M3 MeCTa NOJKOXHOW — MHBCKLHMH, JOCTHIad
MAKCHMANBHONH KOHLEHTpALMK NpuOnu3uTeNnsHo depes 48 uacoB mnocie O/IHOKpAaTHOH HO3BI

npenapara. AGCoOMOTHasi GMONOCTYITHOCTE OCTaBJIAeT 76 %. Ilpu BBeACHMM [O3BI Mpernapara




(Bxopmuwwmit M3 N24244413)

JBaXIEI B HEJAEIO JOCTUIatOTCA B IBA pa3a 0oJiee BEICOKHE paBHOBECHBIC KOHLICHTpaluHy, Yem TC,

4TO HabIOIAKOTCS TIOCIE OHOKPATHO#H 10361. [locne 0AHOKPATHOrO MOAKOXKHOIO BBCACHHA 25 mr
pemapata CpeiHsis MaKCHMajbHas KOHLCHTpalMs STaHepuenta B masMe KpoBd Oblia
1,65+ 0,66 Mkr/ma, Mmiomanb ﬁon KpUBOH <<KOHueHTpauﬁﬂ-BpeMﬂ» (AUC) — 235+96,6
MK-4ac/MJ1. BHAMMOTO HACHIIEHHs KIMpEHca B rPaHHLAX J03bI He HAOMOAAIIOCh.

3aBUCHUMOCTh KOHLIEHTpALIUH éTaHepuenTa OT BPEMEHH OMHCHIBAETCS OUOKCIOHEHUHMANBHOH
kpuBoil. Cpejisiee 3HaueHHe oGbemMa pacrpeleNieHus COCTaBIACT 7,6 1, B TO BpeMsl KaK 00BeM
pacrpeieNieHus PK PaBHOBECHOM COCTOsHUU cocTasisieT 10,4 1.

I3 opraHM3Ma JTaHepLENT BHIBOXMTCA MeJeHHO. [lepHosl mosyBBBEACHUS (T1) cocraBngeT
0k0J10 70 4acoB. Y MAaLHEHTOB C PEBMATOMHBIM apPTPUTOM KIMPEHC PaBeH NPHOJM3HTENHHO
0,066 "1/yac, YTO HECKONBKO HWXKE €ro 3HaYCHHU: O,Il 1 n/gac y 310pOBBIX HOOPOBOJIBLEB.
dapMaKOKHHETUYECKHE XapaKTEPHCTHKHU STAHEPLICTITA Y [ALHEHTOB ¢ PEBMAaTOUHBIM apTPHTOM,
AHKMJIO3UPYIOLIMM CIIOHIHIOAPTPUTOM U [ICOPUAZOM CXOMIHEL.

Jlosa nperrapata 50 Mr, BBE/IEHHAs OJHOKPATHO, GMOIKBHBAJIEHTHA 03¢, OJyYeHHOH My TeM /IBYX
MHBEKLMI 110 25 MT penapata, CAEIaHHbIX PaKTHYECKH OJIHOBPeMEeHHO. HecmoTps Ha TO, 4TO
Y NMAIMEHTOB U 30POBBIX 0OPOBOJIBLIEB MIOCIIE BBEJCHHS MEYEHOIO STAHEPLICHTA paIOaKTHBHAS
METKa SMMMHHHPYETCS 4epe3 MOYKH, y MAlUEHTOB C OCTpOii [0YeUHOi KM MeYeHOHON
HEJIOCTATOYHOCTHIO He HAOJIFOAANIOCH YBEMHYEeHHsl KOHIEHTPALMK 3TaHepUEIITa B [1a3Me KPOBH.
V NauMeHTOB C OCTPOMl IOYEHHOW WM I1€YEHOYHOH HEJOCTATOYHOCTBIO BO3PACTAHUS
KOHILEHTPALIMHU dTaHepLenTa He HabIoAaeTes.

SIBHEIX pa3nuyuii B papMaKOKMHETHUKE STAHEPLENTa Y MY>KYHH H XEHIIHH HET.

Hoocunvie nayuenmot

Knupenc u xaxyumecs: o0beMbI pacrpe/ieieHust STaHepLeNnTa B rpylne NauueHToB oT 65 mo
87 JleT CXOHBI ¢ TAKOBEIMH Y [ALIMEHTOB MOJIOXKE 63 JieT.

Hemu

IOBEHUIBHBIN nnnonamqecxnﬁ NOJIHAPTPHUT

IIpod ¥t KOHLEHTpALMIA B CHIBOPOTKE KPOBU aHANOTMHYEH TAKOBOMY Y B3POCIIBIX MAUCHTOB C
pEeBMaTOM/IHEIM apTPUTOM. MoienupoBaHHe MO3BOJISET NMPEATONOKHUTE, YTO Y JeTeld CTaplero
pospacta (10-17 seT) W B3POCHBIX MALMEHTOB YPOBEHb JTaHEpLENTa B CHIBOPOTKE KPOBHU
MPUMEPHO OJJMHAKOB, a 'y JA€Te# MIIa/IIero BO3pacTa OH OyAeT CYyIECTBEHHO HIDKE.

IIcopwua3s

PaBHOBECHbIE KOHLEHTPALIMK STAHEPLENTa B ChIBOPOTKE KPOBH JIETEH B BO3pacTe OT 4 o 17 ner
¢ [COPHWA3OM M [JeTel C IOBEHMJIbHBIM HIHONATHYECKMM MONMAPTPHTOM, KOTOpBIC NoJIyYau

DrtaHeplenT, COOTBETCTBEHHO, B 103€ 0,8 Mr/Kr ouH pa3 B HeJIeJto (MaKCHUMalbHas 1032 50 Mr B
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nepemo) u 0,4 mMr/kr 2 pasa u Hefiemo (MakCHMasbHas 1032 50 Mr B HEJIENIO) Ha MPOTSHKEHUH 48

u 12 uenens, 66 cxomubiMa (1,6 - 2,1 Mxr/mn). 3HaueHHE 3TOrO rOKasaTeNls COBNAAAIO C
TAKOBBIM Y B3POCIBIX MALMEHTOB C ICOPHA30M, KOTOPBIM STaHepUENT BBOAHICS B 03¢ 25 Mr

2 pa3a B HEJEIIO.

ITOKA3AHUA K IPUMEHEHHIO

Peemamoudnviu apmpum

B koMOuHALMM C METOTpekcaToM mpernapat PuBusa® HasHadaeTcs B3pOC/BIM MPU JICICHHH
AKTHBHOIO PEBMATOM/IHOTO apTpMTa CpelHed M BBICOKOH CTENEHH TDKECTH, KOrja OTBET Ha
GasucHble MpoTHBOBOCTanuTeNbHple rnpenapatsl  (BIIBII), Bkmouas METOTpeKcaT, ObLI
Hea/IeKBaTHBIM.

[perapar PuBus® MOXET Ha3HA4aThCsl B BUAE MOHOTEpANUU B CIyqac He3pPEeKTHBHOCTH HIIH
HENepeHOCHMOCTH METOTpEKCaTa.

[Ipenapar Pupua® moKa3aH Ui JleYeHMS TSDKENOro, AKTHBHOTO K IIPOrpeccHpyrollero
PEBMATOMIHOLO aPTPHTA Y B3POCIBIX, HE MOJY4aBLIMX paHee Teparui METOTPEKCATOM.
FOgenunbiblli UOUONAMUECKUTE ROUADMPUIN

Jleyenue AKTHBHOIO FOBEHHIBHOTO WAMONATUYECKOTO MOJHAPTPHTA (CEPOMO3UTHBHOTO U
CEpPOHEraTHBHOIO) y A€TeH  MOJPOCTKOB B BO3pacTe CTaplie 12 ner ¥ ¢ maccoit Tena Gonee
62,5 Kr, y KOTOpBIX HabrOjaNach HeHocTaTouHas S((EKTHBHOCTH HIM HENEpPEeHOCHMMOCTR
MeTOoTpeKcara.

JleueHue pacnpoOCTPaHEHHOTO OJNIMrOapTPHUTa Y ACTEl U MOAPOCTKOB B BO3PACTE CTApLIC 12 net u
¢ Maccoll Tena Gonee 62,5 Kr, y KOTOPBIX HabMofanack HeIOCTaTouHas SQeKTHBHOCTE MM
HETEPEeHOCUMOCTb METOTPEKCaTa.

JleueHue MCOPUATHYECKOTO apTPHUTa HOJAPOCTKOB B BO3PACTE CTapuie 12 neT u ¢ Maccoil Tena
Gonee 62,5 Kr, y KOTOpHIX HabM0/aNack HelocTaToHast SPGEKTUBHOCTE HITH HECPEHOCUMOCTE
MEeTOTpeKcara.

Jledenue apTpUTa, ACCOLMUPOBAHHOTO € SHTE3UTAMH, Y MOAPOCTKOB B BO3PACTE CTAPIIC 12 net u
¢ Maccoii Tena 6onee 62,5 Kr, y KOTOpHIX Habyrofanach HEJOCTaTO4YHas 3¢ peKTUBHOCTD MU
HENepeHOCUMOCTB CTAHIAPTHOM TeparuH. |

ITcopuamuueckuil apmpum

JledeHue aKTHBHOTO M IPOTPECCHPYIOLIEro NCOPHATHYECKOro apTpUTa y B3POCIBIX, KOrA@ OTBCT

Ha Tepanuto BIIBII 6611 HealeKBaTHBIM.




COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 14.09.2023 N= 17836

(Bxopmwmit M3 N24244413)

Axcuanvnas popma cnonounoapmpuma

AHKunozupyiowuii CROHOUAUM

JleyeHue B3pOCIBIX C AKTUBHBIM aHKHJIO3MPYIOLIMM CIIOH/IMIIUTOM, Y KOTOPBIX TpajiMLHOHHAA
Tepanus He MPUBENA K CYLIECTBCHHOMY YTy 4IICHHIO.

Jlopenmaenonozuueckas cmaous akCuaibHou gopmbl cnonouwioapmpuma

DTaHepuenT MOKasaH JUIA JieYeHHs B3POCHBIX MAUMEHTOB ¢  TOKENBIM - TCHCHHCM
JOPEHTTEHONIOTMYECKOH CTA/IMU aKCUaIbHON (OPMBI CIIOH/IMIOAPTPUTA, Y KOTOPEIX OTMEHANCH
HeaZleKBATHBI OTBET WM PE3UCTEHTHOCTh K CTAHIAPTHOW Tepamud, a TakKe HMCIOTCA
OOBEKTHBHBIE TpPU3HAKK  AKTUBHOCTH 3a60/€BaHUsA, TOATBEP)KACHHBIE  MOBBIICHUEM
koHueHTpauun C-peaktustoro 6enxa (CPB) W/niti JaHHBIMH MPT-cxkaHUpOBaHHUS.

IIcopuas

JleyeHne B3POCIBIX C [ICOPHA3OM YMEPEHHOH U TDKENOH CTENMEHBIO BBIPAXEHHOCTH, y KOTOPBIX
UMEIOTCS [IPOTHBOTOKA3AHHUS Il HENEPEHOCHMOCTE JIPYTOd CHCTEMHOH Tepanuy, BKJIFOYAIOLIEH
LMKIOCTIOpHUH, MeToTpekcaT uiu PUVA-repaniio.

Jleuenue neteil B Bospacte crapme 12 ner u ¢ Maccoil Tena 6onee 62,5 K ¢ XPOHHYECKUM
[ICOPUA30M TKENION CTEIIEHH Bmpameﬁﬂocm, y KOTOpBIX HabJoanach HEMEPeHOCUMOCTD I

HEeJOCTATOYHBIM OTBET Ha APYTYIO CUCTEMHYIO MM HOTOTEPAIIHIO.

TIPOTUBOIIOKA3ZAHUSA

L4 IToBeIIIEHHAsS ‘lyBCTBI/lTeHBHOCTB K 3Taﬂepuem"y HIIA JIEO60My IlpyI‘OMy KOMITOHCHTY .
npenapaTa.

L CCHCI/IC UK pPUCK BO3HUKHOBEHUS CEIICUCA.

L4 AXTUBHAsA HH(beK[lP[ﬂ, BKJIrOHaA xpOHH'-leCKI/Ie MU JIOKAJIU30BAHHBIC HH(beKI.II/IPI.

. [lepuon rpysHOro BCKapMJIMBaHHA.

. ITaugeHTs! B BO3pacTe Miuajuie 12 neT U ¢ MacCoi Tefia MeHee 62,5 kr.

C OCTOPOKHOCTBIO

JleMHeTMHI3UpYIOIHMe  3a00JI€BaHMs, XPOHUYECKAs CEpeYHas HENOCTATOHHOCTD (XCH),
COCTOAHUA HMMyHOﬂe(bﬂuﬂTa, 3a60ﬂeBaH[/Iﬂ, Hpellpacrlona[‘a[OlnHe K pa?:BHTH[O HWJIX aKTHBaluHu
undexuuit (caxapHblil 1uabeT, renaTuTsl), ATKOrONBHBIA [ENATUT CPEAHETKENIONO U TAKEIOTO
Teyenus;, renatut C, AMCKpa3usi KPOBH, HepBHBIE GOne3Hu (pacCesHHBIH CKIEpo3, HEBPUT

3pUTEIBHOrO HEPBA, HOl'Iepe‘{HBIﬁ MHCJII/IT).

IIPUMEHEHME TP BEPEMEHHOCTH ! B IEPHOJ TPYJJHOI'O BCKAPMJINBAHUS

JKeHIIMHBL, cnocobHbie K IETOPOXKJICHHUIO
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JKeHmuHamMm, CIIOCOOHBIM K JACTOPOXKIACHULO, CIICAYCT PEKOMEHAOBATDH HCITOJIB30BAThH

COOTBETCTBYIOIHH CI10CO0 KOHTPAUEMLIMY BO 130exKaHUE HACTYIUICHU OEpEMEHHOCTH B TCUCHHUE
Teparuy MpenaparoM Pusus® 1 B TeueHue TpexX HEAENb MOCIIE €€ MPEKPAIICHUS.

bepeMeHHOCTH

BiustHME STaHEpUENTa Ha HCXO[bl 6€peMEHHOCTH OBUI0 M3YYEHO B JBYX HaOMOaTENBHBIX
KOTOPTHBIX ~HCCNENOBaHUAX. B XO/e HaONIOJATENBHOTO HCCIENOBaHUs, MOCBSIIEHHOrO
CPABHEHHIO UCXOIO0B OEPEMEHHOCTH Y XKEHILMH, TPHHUMABLIMX STaHEPLIENT B [IEPBOM TPUMECTPE,
GBIJIO 3aPETMCTPUPOBAHO TOBBILICHUE YaCTOTHI Pa3BUTHSA 3HAYUTENBHEIX BPOXKICHHBIX MOpPOKOB
pasBUTHUs, €M B IPYMIE, HE MOJYYaBIUMX ITAHEPUENT WM MHEIC aHTArOHHCTHI ®HO. Tunw
3HAYMTENHHBIX BPOXJICHHBIX TMOPOKOB COOTBETCTBOBANIM BBHIABICHHBIM B obuieit MmomyJIsAluy;
KaKuX-nub0 0coOBIX BapHAaHTOB TAKMX OCJIOXHEHHH BBISBICHO HE obU10. M3MeHeHHsT YacTOTHE
CIIOHTAHHBIX a6OPTOB, MEPTBOPOXKAEHUH Ml HE3HAYUTEBHBIX BPOXK/CHHBIX MOPOKOB pasBUTHA
OTMEYeHO He OpLT0. B IpyroM HabmOAATEIbHOM MEXIYHAPOJHOM PECCTPOBOM HCCIICIOBAHMH, B
KOTOpPOM CPaBHUBAJIM PUCK BOSHUKHOBEHHS HEXKEJATENBHBIX HCXON0B 6epeMEHHOCTH Y JKEHIIMH,
MOJIy4aBLIMX ITAHEPLENT B TECUCHUE MEPBBIX 90 nHeit 6epeMEHHOCTH, U Y JKSHIIHH, MOTyYaBIIHX
Tepanuio HeOMONOTMYECKUMH [penaparamu, He ObUI0  OOHApPYXXEHO TMOBBILICHHUS pucka
BO3HHUKHOBEHUS 3HAYMTENBLHBIX BPOXKAECHHBIX MOPOKOB Pa3sBUTHA. JlaHHOE HCCNEIOBAaHHE TAKKE
He BBISBWJIO MOBBIIIEHMS pPUCKA BO3HMKHOBEHHMS HE3HAYMTENIBHBIX BPOMICHHBIX TOPOKOB
pa3sBUTUS, PSKACBPEMEHHBIX POJIOB, POXICHHI MEPTBOTO IIOKA WIH vuH}EeKUUil B TEYCHHUE
MEePBOTO TOJla HKU3HU AJ MJIAIEHLEB, POXKICHHBIX XEHIIMHAMH, MOTy4aBIIMMH STaHEepLENT BO
Bpems GepeMeHHOCTH. [IpMMeHATE npenapat Pueus® Bo Bpems GepeMEHHOCTH BO3MOXKHO TOJIBKO
TIpU OYEBHU/IHOM HEOOXOAMMOCTH.

DraHepUenT MPOHUKAET B IUIALIEHTY H 06Hapy>KUBAETCS B CHIBOPOTKE KPOBU MIIA/ICHLIEB, MaTEpH
Koropr;lx MOJIy4ai TEPAIUIO STAHEPLETITOM BO BPEMS GepemeHHocTH. KnHuyeckoe 3HA4CHHUE
3TOrO SIBJIEHHUS HEM3BECTHO, OJHAKO, Y TAKMUX MJIJICHIEB MOXKET YBEITUYHUBATHCA PHCK UHEKUHH.
He pekoMeH1yeTcst BBEIEHUE XKUBBIX BAKIHH MJIa/ICHIAM B TEHEHHE 16 Hesienp noce NoNIyYeHus
MaTepbio MOoCeAHEH H03BI ITaHEepLIENTA.

I'pyaHoe BCKapMJINBAHHE

JTaHEepPLENT MPOHUKAET B XKEHCKOE [PYIHOE MOJIOKO MOCIE MOAKOKHOrO BBECHHUA. [TockosbKy
MMMYHOTTIOOYJIMHE, KaK M MHOTHME JpyrHe JCKapCTBEHHBIE MpEnapatsl, MOTYT MPOHUKATE B
JKEHCKOE T[PYAHOE MOJIOKO, CNEAyeT JMGO NpEeKpaTUTh TIPYAHOC BCKApMIMBAHHC, 6o
NpeKpaTUTh MpUEM Mpenapara Pusus® BO Bpems pYIHOrO BCKapMJIMBAHHSA, MPUHUMAs BO

BHUMAHUE MOJIb3Y IPYAHOTO BCKapMJIMBaHUA A pe6em<a U II0JIB3Y OT Teparuu A MaTepH.
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PenpoaykTuBHag (QYHKLMS

JIOKJII/IHH‘JCCKI/IC JAHHBIC 110 HepHHaTaHbHOﬁ H MOCTHATAJIEHOM TOKCHYHOCTH 3TAHEPLENTa H O

BJIMSIHUM STaHepLenTa Ha GepTHILHOCTE U OGIILYIO PENPOLYKTHBHYIO CIIOCOOHOCTH OTCYTCTBYIOT.

Criocob IPUMEHEHHAA Y 103bI

[ToaxoxHo.

Jleuenue npenapatom PuBii® NOLKHO Ha3HAYATHCA M KOHTPONMPOBATBECS BPAiOM, HMCIOLIMM
OMBIT B JMATHOCTUKE M JICYEHMHA DPEBMATOMAHOrO apTPHUTa, FOBEHHJIBHOTO HAHONATHHECKOTro
[OIHAPTPUTA, ICOPHUATHYECKOTO aPTPHTA, AHKHIO3MPYROIETO CTIOHAUTUTA HITH TICOpHA3a.
[penapar KCNONB3yeTCs AJisl IALMEHTOB, UMEIOIMX Maccy TeJa 6onee 62,5 Kr.

Ilepen BBeeHMeM MpenapaTa Heo0XOAMMO BHHMATENLHO M3YYMTH HHCTPYKIMIO N0 €rO
NpHMeHEHHI0, KOTOPasi HAXOJHTCS B KOHIE JaHHOIO pa3aeia.

Bspocnsie

Peemamouonbsi apmpum

PekoMeHayeMas 103a - 25 Mr npenapata PuBusa® ABaxpl B HENEMO C HHTEPBA/IOM 3-4 pHs.
AnbTepHaTHBHAs 1033 - 50 MI OJMH pa3 B HEJCIO, KOTOPasd MOXET ObITH BBEJEHA MyTEM
0JIHOKPATHOH MOAKOXKHOH MHbEKLUHA 50 MI WJTH IBYX MHBEKLHMA 10 25 Mr nperiapara, CAETIAHHBIX
NpaKTUYECKU OHOBPEMEHHO.

IIcopuamuyeckuii apmpum

PekoMeHayeMas 1032 - 25 Mr npenapata Pususi® ABakipl B HEACMO ¢ HHTEPBAJIOM 3-4 nHs.
AJlbTepHATHBHAA 71032 - 50 M OJluH pa3 B HEJENIO, KOTOpasd MOMET OBITH BBEJEHA IyTEM
OJJHOKPATHO# TO/IKOKHOM HHBEKLUK 50 MI HITH ABYX HHBEKLMH [10 25 MT fpernapara, CIe/IaHHbIX
ﬁpaKmqecm OJJHOBPEMEHHO.

AHKUNO3UpYIOW ULl CROHOUTUM

PexomeHayemas 103a - 25 Mr mpenapara PuBna® ABaXIBI B HEJIENIO ¢ MHTEpPBAIOM 3-4 IHs.
AJpTepHaTuBHas 033 - 50 Mr OfMH pa3 B HEJCIIO, KOTOpad MOXCT ObITH BBEICHA MYyTEM
onHoxpaTHoﬁ [IOIKOXKHOM MHBEKIMH 50 MT WA ABYX HHBEKUMI 110 25 MT [pETIapara, CACIaHHbIX
MPaKTUYECKH OJJTHOBPEMEHHO.

Jlopenmzenonozuteckas cmaous AKCUATLHOTL (hOPMbL CROHOUNOAPMPUMA

PekoMeHayemast o3a - 25 Mr Ipenapara PuBisi® IBaXAHl B HEAEMO C UHTEpBANoM 3-4 JHI.
AnpTepHaTusHas no3a - 50 Mr OJMH pa3 B HCICO, KOTOpast MOXET OBITH BBEJEHA [yTEM
01HOKDATHOH MOAKOXKHOM MHBEKLIMHU 50 MT WITH JIBYX MHBEKLMI 110 25 M [pernapara, CAeNaHHbIX

NpaKTH4CCKH OJHOBPEMEHHO.
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Ilcopuas

PexoMmerayemas 103a - 25 Mr npenapata PuBus® nBaIBl B HENEIIO C MHTEPBANIOM 3-4 pHs.
AnbTepHaTHBHAs J03a - 50 Mr OMH pa3 B HEJENO, KOTOpas MOXCT ObITh BBEJEHA ITyTEM
OIHOKPATHO# MOIKOKHOM MHBEKLUH 50 MI WK [IBYX HHBEKUMH N0 25 Mr nipenapata, cieJJaHHBIX
PaKTUYECKU ONHOBPEMEHHO.

B KkauecTBe aNbTEPHATHBE MOXKHO [PUMEHSTH Npenapat Puwi® no 50 Mr ABDKAB! B HEAGIIO Ha
nporsvkenud He Gonee 12 Hesenb. Ilpu HEOOXOMMMOCTH MPONOMKCHHA JEHEHWT Mperapat
PuBus® crefyeT BBOXUTH B 03¢ 25 Mr JABaXIBl B HEAEO MK 50 MI OJUH pa3 B HEACIIO.
Tepanuio cieAyeT MPOBOAUTH 4O AOCTHKEHHUS PEMHUCCHH M, KaK MPaBUIIO, HE Gonee 24 Henenb.
Bregenne mpenapara ciedyeT NPEKPaTHTh, €Ciu mocne 12 Helenb JeyeHus He HabmopaeTcs
[TOJIOXKUTENHLHON TMHAMUKA CUMIITOMOB. B HEKOTOPHIX Clly4yasX MPOAOJDKUTENBHOCTE JICICHUA
MOJKET COCTaBUTH Oonee 24 Heaeb.

V B3pOCIIBIX MALHEHTOB, B 3aBUCUMOCTH OT OLEHKHM Bpata M MHIMBUIYAIbHBIX ocobeHHoCTEN
MaLUeHTa, TEPANMIO MOXHO TPOBOJAUTH HEMPEPHIBHO UK C NICpephIBAMHU.

[Ipy HeOOXOAMMOCTH MOBTOPHOTO HA3HAYEHWS Mperapata Pusus® cnenyer cobmopaarh
JUIMTEIGHOCTD JICYEHHs, YKa3aHHYIO Bhllle. PeKOMEHIyeTCs HasHadaTh KO3y 25 Mr gBaxisl B
Henemo Wik 50 Mr oiMH pa3 B HEJCIO.

JIUTETBHOCTD TEPAIHU Y HEKOTOPBIX MALUEHTOB MOXKET MPEeBBILIATH 24 Henenu.

Ioxcunvie nayuenmot (65 nem u cmapute)

Her HeoB6X0AUMOCTH KOPPEKTHPOBATH 03y MM CIIOCOO MPUMEHEHHSL.

Jlemu (6 eo3pacme cmapwie 12 nem u umerouiue maccy mena 62,5 k2 u bonee)

FOserunbmbiii uduonamuseckuii nonuapmpum (Oemu 6 éospacme cmapute 12 nem u ¢ maccou
mena 6onee 62,5 k2)

V faHHO# CpPYIibl MAIMEHTOB Tperapat PHBHA® MPUMEHIOT Kak y B3POCIBIX: pasosai Jo3a
25 mr. [Ipenapar BBOAMTCS IBAXBI B HEIENO ¢ MHTepBaioM 3-4 jaua. Jledenue npenaparom
clieflyeT TNpeKpaTdTh, eclu Mocne 4 MECAUEB Tepamuu HE HaOJOHAeTCA MONOXKHUTENbHON
JMHAMUKH CUMIITOMOB.

Bo3MOXHO BBEEHUE 10361 50 MI OIMH pa3 B HEAICIIO.

Pacnpocmpanennylii onueoapmpum (Oemu € 6ospacme cmapuie 12 nem u ¢ maccoi mena bonee
62,5 k2)

V fnaHHOHM TpyMIbl MAalUMEHTOB Mpenapar PuBusA® NPUMEHSIOT KaK Yy B3pOCIBIX: pa3oBas J103a
25 mr. [IpenapaT BBOJHMTCS ABAKIBI B HEAENIO C HHTEPBAIIOM 3-4 pHa. Jleyenue mperiapaToMm
ClleyeT MpeKpaTuTh, €CIM mnocie 4 MECAUCB Teparuu HE HaGIIONaeTCs  MOJIOXKUTEILHOM

JUHAMHWKH CUMIITOMOB.
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Bo3MoxHO BRefeHHE 10361 SO MI OIMH pa3 B HELEITIO.

Icopuamuyeckuii apmpum (Oemu 8 so3pacme cmapue 12 nem u ¢ maccoti mena bonee 62,5 ke)
V HaHHOM rpyINB! MAIMEHTOB MperapaT PUBHA® NPUMEHSIOT KaK y B3POCIBIX: pasoBast n63a
25 mr. [lpenapaT BBOAMTCS ABKABI B HEJEMIO ¢ MHTEpBaNoM 3-4 jHs. JleueHue mpenapaTtom
ClIedyeT TpeKpaTHTh, eciu mocie 4 MecsleB Tepanuu He HaOMOJAeTCA MOJIOKUTETBHON
JUHAMHKHA CUMIITOMOB.

BO3MOHO BBEeHHE 10361 50 MI OJIHH pa3 B HEZIENIO.

Apmpum, accoyuuposannbiii ¢ sHmesumamu (Oemu 6 6ospacme cmapuie 12 nem u ¢ maccoi mena
" bonee 62,5 ke)

V [aHHO# rpymimsl MauMeHToB npenapar Pusua® NpuMEHSIOT Kak y B3pOCI]BIX: pa3oBas 1032
25 mr. Ipenapar BBOAMTCS ABAXABI B HEAEMO ¢ MHTEpBajsoM 3-4 nHs. JleyeHue mpenapaTom
CledyeT MpeKpaTHTh, eCld Mocie 4 MecAlEB Tepanvd He HAGMOACTCS MOJNOKUTENBHOH
JUHAMUKY CHMIITOMOB.

Bo3moxHO BBeJIeHHE 10361 SO MI OIMH pa3 B HEJIEJIO.

copuas (demu 6 603pacme cmapuie 12 nem u ¢ maccoti mena bonee 62,5 ke)

PasoBas no3a npenapara PuBua® cocrapnser 50 mr. Ilpenapar BBoaMTCA ofMH pa3 B HEAEIIO,
JUIMTENBHOCTh Tepalud cocTaBiser He Oonee 24 Helens. BeeneHue rnpemapata Crepyer
MPEKPATUTE, €C/U mocie 12 Hellenb eyeHus He HabIIoAaeTCs OTBETa Ha IPOBOAMMYO TCPAIIHIO.
I[Ipy HEOOXOAMMOCTH MOBTOPHOIO Ha3HaueHus mpenapata Pusua®, cremyer cobronath
JUTUTEJIBHOCTS JIEYEHHs, YKa3aHHYIO BhIlle. PazoBast 103a npenapara cocrasiser 50 Mr ofiuH pas
B HEJEJIO.

B ciyuae nponycka 003bl 6 NOJOJCEHHOE 6peMs, HEOOXOAUMO BBECTH Mpernapar cpasy xe, Kak
TOJIBKO 06 3TOM BCHOMHHIIM, HO MPH YCJIOBUM, YTO CIEYIOas UHBEKUUI AO/KHA ObITh He
pamee, ueM 4epe3 JeHb. B IPOTHBHOM Cllyyae HEOOXOAMMO MPOMYCTUTH 3a0BITYIO MHBEKLIMIO.
[TaleHTaM cliefyeT NpoAoJDKAaTh BBOAUTE Npenapar B o6b1uHbIA feHb (qHHK). Ecu nauueHt He
BCIIOMHHT JeHb, KOTJA JOJDKHA OBITh CHENaHa CICAYIOWas WHBEKUUs, POMHCTPYKTHPYHTE
faLMenTa He IPUHUMATh JBOMHYIO 103Y.

Hapywenue @ynxkyuu neueHu u novex:

Het Heo6X0JUMOCTH KOPPEKTUPOBATH JO3Y.

Huske nipeacTaBIeHbl HHCTPYKIMH [0 NOATOTOBKE U BBEICHHIO PACTBOPA TS MOAKOMHOTO
BBeJeHus npenapara Pusua®.

Boi6op MecTa HHBEKIHH

- PexoMeH1ytOTCS TPU MECTa IS BBEJICHHSA Npenapara Pueua®: nepeaHsisi MOBEPXHOCTH CPEAHEH

Tpet Gepa; XKHBOT, Kpome 06IacTH pasmepoM 5 cM BOKpYT IIyIKa; Hapy>KHasi MOBEPXHOCTH




COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 14.09.2023 N= 17836
(Bxopmuwwmit M3 N=4244413)

neua (cm. puc. 1). Ecin BBl Jienaete MHbEKUMIO cebe, HE ClelyeT MCTONb30BaTh HAPYIKHYIO

MOBEPXHOCTH IIe4a.

- Kax/1ylo HHBEKIMIO CIeyeT BBIMONHATE B HOBoe Mecto. Mecto Ka)X/I0W HOBOM MHBEKLMH
JIOJDKHO ObITh HA PacCTOSHUM HE MEHee 3 CM OT MECTa Mpe1bl1y X unbekuuii. He BBoauTe
fpenapar B y4acTKH, B KOTOPBIX €CTh OOJIC3HEHHOCTb, MNOKPACHEHHE KOXKH, KPOBOTOATCK HMilH
ynnotHende. He BBoaMTE B y4acTKM CO UIpaMamM WIH PacTAXKKaMH. (MoxeT oKa3arbest
[OE3HBIM 3aMUChIBATH MECTA NPE/IbILY IIMX HHBEKLIHH).

- Ecim pebenok GosieeT McopHas’oM, CTapaiiTech He BBOJMTH Mperapar HEMOCpEACTBEHHO B
YYACTKH, NPUMOAHATBIC HA/L OBEPXHOCTHIO KOXKH, YTONICHHBIE, MOKPACHEBLIME WM B 04arut ¢
wesyenneM ("'ncopuaruueckue oK)

MHCTPYKUHS 10 NOATOTOBKE H BBEJICHHIO PACTBOPA LISl I0IKOKHOr0 BBE/ICHHS Npenapata
PuBusi® B mmnpuue

[NalMeHTbl WM WX POJMTE/H/OMEKYHBI, KOTOpbie OyAyT MPOBOANTE HHBEKLIMH, OJDKHbI ObITH
MPOMH(POPMUPOBAHBl O TOM, Kak MPABUILHO [MPOBOAUTE HHBEKIMIO. B cayuae, eciu B
NajbHeiIeM UHbEKIMU Oy /1y T MPOBOAUTBLCS CAMHUM MALIMEHTOM MJIH €ro POAMTENAMU/ONEKYHOM,
TO mnepBoe BBEACHHE HEOOXOAMMO OCYMIECTBHTL [0JL KOHTPOJIEM KBaJIM(PULIUPOBAHHOTO
MeJIMLIMHCKOTrO MepcoHalia.

[Too20mo6ka K uHbeKyuu

JTOT NMpenapar Heb3sl CMELUHBATH B O/IHOM LUNpHIE HIH ¢paakoHe ¢ JHOOBLIMH IPYTHMH
npenaparamu!

- U3BneKkuTe KapTOHHYKO KOpOoOKY C Mpe/IBAPUTE/IbHO 3aMOIHEHHBIMH WIPHLAMH € MpPEMapaToM
Pupusi® 13 XONOANILHUKA U [IOMECTUTE €€ Ha YHUCTYIO XOPOIIO OCBEIICHHYIO U POBHYIO padouyo
[OBEPXHOCTH. BO3BMHTE O/IMH MPEABAPUTENLHO sanonueHHsii wnpuil. He BeTpsixusaiite mmpui!
[ToMecTHTe KAPTOHHYIO KOPOOKY ¢ OCTaBLUMMMCSA MPEBAPHTEIILHO 3aTOTHCHHBIMMU [ITPULIAMH
00paTHO B XOJIOJHJIbHHUK.

- OcTaBbTe WIPHIL € PACTBOPOM Npenaparta Pupus® pa 15-30 MuHyT, 4TOOLI OH HArpeJICsl

a0 KOMHATHOH TeMnepaTtyphbl. He cuumaiiTe KOJINMA4yoK ¢ UIJibl LINPHULA, MoKa OH He JOCTHUIHET
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KoMHATHO#1 Temriepatyphbl. He nojorpesaiite npenapar Punsi® KaKUM-JIM00 JPYTUM CrocoOom
(HanpuMep, B MUKPOBOJIHOBOM TNEeYH WK B ropsiueii Boae).

- BbIMoiiTe pyKi ¢ MBIJIOM B TEIUIOH BOJIE.

- VGeauTech, 4TO pacTBOP B LINPHULE MPO3PAUHBIH WK Cllerka onanecuMpyronui, 6ecuBeTHbIN
WK KENTORaThI. B MpoTMBHOM cilydae He BBOAMTE pactBop. Mcnosnbsyiire JPYTO# LINPHIL,
Mpe/IBapUTENLHO 3aM0JIHEHHBIN npenapatoM Pusua®.

- Bam Takxke noHago0sTea: cnupToBas candeTka v BaTHBIH [APHK MW MaplieBast cangerka.
[10020mosKa yuacmKka KoJlicu u 66e0eHue pacmeopa

- KpyroBeIMH JBHXKEHHSAMH MPOTPUTE Y4acTOK KOKH, B KOTOpbIH Oyziere BBOJAMTH Mpernapar
Pupus®, uuctoii crmprosoii canderkoil. He kacaiitech 5Tod 00MacTH IO BBIMOTHCHUS
MHBEKLMH.

- CHUMHTe KOJMAYOK ¢ MBI, ¢ CHIJION MOTAHYB ero co wnpuua (cM. puc. 2). Cobaroaaiite
0CTOPOKHOCTB, He Crubasi M He NMepeKpyuHBasi KOJINAY0K BO BpeMsi yla/IeHus, 4TOObI HE
NOBPEIUTH HITY.

- [Ipy yaneH|H KOJIMayKa Ha KOHIE UIJIbl MOXKET MOABUTBCSA KAl JKUIAKOCTH; ITO JI0Iy CTUMO.
- He kacaiiTech Wbl M u30eraiiTe ee CONMPUKOCHOBEHUs C K000 Apyroii nosepxHocteio. He
KacaiiTech MOPLIHS M He HAJaB/MBalHTe HA HEr0. ITO MOXKET MPUBECTH K BRITCKAHUIO JKHKOCTH

M3 LWIPULIA.

- Korja OuMIICHHbIH Y4aCTOK KOXH TOJHOCTBIO BBICOXHET, OJHOW PYKOH cobepure KOXYy B
CKJIAZIKy M yaepkuBaiite ee. BTopoit pyKo# IepiKHTE WIMPHIL, KaK KapaH/atl.

- BBICTPBIM KOPOTKUM JIBH/KEHUEM HAMPaBbTE ULy B KOXKY MO yIJIOM OT 45° 10 90° (cm. puc. 3).
Co BpeMeHeM Bbl HaiizieTe yroJ, HauboJiee y100HbI1# npy BBeAeHuU. CTapaiTech He BBOJUTD UIITy

B KOXY CJIMLIKOM MEJJIEHHO HUJIM C YPpE3MEPHBIM YCHUITHEM.
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- Tloce TOro. KaK Wrjia MoJHOCTHIO BOMIET B KOXKY., BBIYCTHTE CKJIAJKY KOXH, KOTOPYHO BBI
nepxanu. CBOOOAHOM pyKOH NpHIAEpKUBAHTE OCHOBAHWE LITPHLIA, 4TOOBI CTAOUIU3UPOBATE ETO
HONOKEHMe. 3aTeM HajaBuTe Ha MOpIIEHb, 4YTOObI BBECTH BECh pPacTBOp € MeAIeHHOH

[OCTOSIHHON CKOPOCTBIO (CM. puc. 4).

Puc.4

- Korja wmnpuil CTaHeT MyCThIM, U3BJICKHTE MIITy M3 KOXH; CTapalTeCh epXKaTh e¢ Mo/l TEM Ke
YIJIOM, MO/l KOTOPBIM €€ BBOIAMJIH.

- HajapuTe BaTHBIM IIAPUKOM WIM MapieBod caieTKod Ha MECTO WMHBEKUMH B TCUCHHE
10 cekyHa. MoxeT BOSHUKHYTh HEOOIbLIAsK KDOBOTOUMBOCTb. He nporupaiiTe MECTO MHBEKLIMH.
MOHO HaN0KHUTh MOBA3KY.

Vmunuzayus omxo006

- [pe/1BapUTEIBHO 3aMOJHEHHBIH LINPHLL NPE/IHA3HAUCH TONIBKO /U O/THOPA3OBOTO NPUMEHEHHSI.
Hukoraa He UCIOJb3YHTe WINPULL U MY OBTOPHO, HUKOI/AA HE Ha/IeBaiTe KOJIMNA4Y0K Ha UIITY
MOBTOPHO. YTWIM3UPYHTE MIJIy M LUMPHLL B COOTBETCTBMHM C yKa3aHWAMH Bauiero Bpaua WM
ME/ICECTPhI.

Ecau y Bac ceTh BONpOCHI, MoXay#cTa, 00paTHTeCh K Bpay WM ME/CeCTpe, KoTopbie paboTaroT
¢ npenapatoM Pupusa®.

MHCTPYKUHMS 10 NOArOTOBKE H BBECHHIO PACTBOPA IS MOAKOKHOTO BBE/ICHHsI npenaparta

PuBuna® B aBTOHHIKEKTOPE
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

- He npiTaiiTeCh BBIMOIHUTH MHBEKLMIO CAMOCTOATEJIBHO, €CJIM Bbl HE MOHAJIM, KaK CICAYET
HaJUIeKalum 06pa30M UCIIOJIb30BAaTh ABTOHUHXKEKTOP. an HaJMYhMK Yy Bac BOITPOCOB,

Kacarouuxcsd HHBEKUHUH, noxcanyﬁcm, 3aJlanTe UxX Bpayuy HJIH MCIlMLlMHCKOi;l cecTpe.

Puc.5
Poscasiv Mpospasusoe Yoo
KONNAvoK CMOTPOBOS
AKTHBALMHK
nrnst QROWIKD

kY
= c P

Oman 1. [loocomoska k 6edenuio npenapama

- BriGepuTe 4uCTYIO, XOPOLIO OCBELLIECHHYIO, IIOCKYIO pabouyto MOBEPXHOCTb.

- Cobepute CieyiolyMe NpeMeThl, KOTOpble HEOOXOAMMbI UL BBINOJTHEHUS WHBLECKLMH, H
[IOMECTUTE WX Ha pabOUyIO MOBEPXHOCTh!

a. OJIMH Mpe/IBapUTEeIbHO HAMOJTHEHHbII aBTOMHKEKTOP W O/IHY CMTHPTOBYIO canderky (M3BIEKHUTE
MX W3 KAPTOHHOW Ma4yKh C aBTOMHXEKTOPAMH, KOTOPYIO Bbl XPAHHTE B xonoaunbHuke). He
BCTPAXHMBANUTE MPH ITOM aBTOMHIKEKTOP.

6. OJMH BaTHBII APUK WK MApJieByIo canpeTky.

- OueHUTe COCTOSIHHE PacTBOpa B ABTOMHIXKEKTOPE 4epe3 Mpo3payHOe CMOTPOBOE OKOLIKO.
JIONyCTHMO BBOAMTB TOJIBKO TPO3padHbIH HIM Clerka onajecuMpyoluit, 6ecuUBETHBIA MK
JKEJTOBATBI PacTBOP, HE COJIEPXKALUK BHAMMBIX HACTHLL B npoTruBHOM ciydae cleayeT
HCMOJB30BaTh JAPYroil aBTOMH)KEKTOp, a 3areM 00paTWThCA 32 [OMOLIBIO K Bpady HIH
Me/IMLIMHCKOM cecTpe.

- He cHumas po30BOro KoJjrayka MIibl, MMOJ0XKIAUTE npubausuTebHo 15-30 MuHYT, 4TOOBI
pacTBOp Mpernapara B aBTOMHXEKTOpE corpesicd 10 KOMHATHOI TeMmrepaTypbl. JTO MO3BOJIUT
MOBLICUTH KOM(OPTHOCTb MHBEKIMH. He corpeaiite aBTOMHKEKTOP JIpyTriM cnocobom. Beeraa
KJ1a1MTe AaBTOMIIKEKTOP B MECTa, HeIOCTY MHbIE JUIsl ACTEH.

- [Toka pacTBOp B aBTOMHIKEKTOPE COrpeBACTCH /10 KOMHATHO#1 TeMreparypbl, MPOYTUTE CBEACHHUS
0 MeponpusTusx Jtana 2 (MpUBEACHHbIC HUXKeE), U BbIOEpUTE MECTO BBEACHMA.

Oman 2. Beeoenue npenapama

- Tlocne corpeBaHMsi pacTBopa JO KOMHATHOH TeMmreparypbl B TCHCHHE NpUOIU3UTENTBHO

15-30 MUHYT, BBIMOITE PYKH MBLIOM H BOJIOH.
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- KpyroBeiMM JIBHKEHUSMH MPOTPUTE YHACTOK KOXKH, B KOTOpbIA Oyaere BBOAWTH Mperapar
Pusus®, yucToil cnupToBoil canderkoit 1 aaiite BeicoxHyTh. He kacalTech 9TOM 00J1acTH /10
BBITIOJIHEHUS! HHBEKLIMH.

- JlocTaHbTe aBTOMHKEKTOP, CHUMHUTE C HEr0 KOJIMAYOK, MOTAHYB €ro MpAMo Ha cebs (cm. puc. 6).
Bo u3bexkaHHe MOBPEXK/IEHUsS MBI, 3aKPBITOH KOJIMAYKOM, HE HaKJIOHAHTE KOJMNavoK, CHUMAs
ero, ¥ He MbITaiiTech HaJeTh €ro cHopa mocsie cHaTHA. [locae ynaneHus Kojrnayka Wikl Bbl
YBUJIMTE 3€JICHBIH 3alMTHBIN SKpaH, cJierka BBICTYMAIOLLMI 3a Kpail aBTOMHXKEKTOPA. Cama urna

6yﬂCT 0CTaBaThCs BHYTPH aBTOMHXKEKTOPA 110 MOMEHTA €€ aKTHUBAllUH.

Puc.6

- OCTOPOKHO COBEPHUTE KOXKY B CKIIKY MEXK/LY OOIBIIMM W YKa3aTe/IbHBIM NajlblamMu cBOOO/IHOM
PYKH — 5TO [03BOJIMT YNPOCTHTb BBEICHHME MNpenapara v CaeiaTh ero Gosiee KOMGPOPTHBIM.
CrapaiiTech He J0TParuBaThes 10 OYHMIICHHOH MOBEPXHOCTH KOKH.

- He okasbiBas JaBNeHMS HA KHOMKY AKTUBALMHK, PACrONOKEHHYIO B BEPXHEH 4acTu
ABTOMHIKEKTOPA, YCTAHOBUTE €€ MO MPAMBIM yriom (90°) K MecTy BBEACHWH U IIOTHO NPHKMHTE
ee OTKPBITHIH KOHEL| K K0Ke TaKMM 00pa3oM, 4TOOb! 3aMTHBIA SKpaH MOJHOCTBIO yLUe] BHYTPh
apToMkekTopa. I[lpu dTOM OyJeT OmpefessaThCs JIErKoe BABJICHUC KOXKH (cm. puc. 7).
HeoGX0AMMO MOMHMTh, YTO KHOMKA AKTMBALMK OyJeT OCTapaTbes ONOKMPOBAHHOM, 4TO HE
[03BONIMT AKTMBUPOBATh ABTOMH)KEKTOP [0 TeX MOp, M0KA 3aMMTHBIA JKpaH HE OKAKETCH

MOJIHOCTBKO BHYTPH ABTOUHXEKTOpA.

Puc.7

- [InotHo MPHXMHUTE ABTOMHXXEKTOp K KOXC H y6€£ll'lT€Cb. 4YTO 3eJICHBIN 3alUTHBIN 3KpaH

[MOJIHOCTHIO BOLLEJI BHYTPb HEC (Bbl YCHBIIIUTE ULCHHOK). Hﬂﬂ BBIMOJHEHUS! UHBEKLIMU HAXKMUTE H
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cpasy ornycTuTe Oeqyio KHOMKY, PacrojioKeHHYIO B BEPXHEH 4acTH aBTOMHXKCKTOPA.
[TpojosiKaiiTe yaepKUBATH ABTOMHKEKTOP MUIOTHO MPUKATBIM K KOXE, I0Ka B CMOTPOBOM OKHE
BBl He YBHJIMTE, 4TO PO3OBBIii TUTYHKEp LITPHLA MOTHOCTHIO onycThics (puc. 8 u puc. 9).
[Ipumeuanue: mocie CTapTa MHBEKUMH yOepuTe Majeil ¢ KHOMKHU aKTHUBALMH. Jlns noaHoro
BBEJICHHS npernapata He Tpedyercs yAepKUBaTh KHOIKY B HAXKATOM COCTOAHHUH.

- TToc/ie MOJHOTO OMYCKAaHMUs PO30BOO TUIYHXKepa MHBEKLMS 3aBepuiaetcs (cM. puc. 9), u Bbl
cMoOXkeTe O0ciabuTh JaBliCHME Ha KOXKY, M0 Mepe Yero 3allMTHBIH SKpaH aBTOMAaTHYCCKH

BbIJIBUHETCS M 3aKpOCT UIJITY.

He mbiTaiiTech MCMOJb30BAaTh JAHHBIA ABTOMHXXCKTOP [OBTOPHO, TAKXKE HE HayMHaKhTe
HCHONB30BATH HOBBIH ABTOMH)KEKTOP, HE MOCOBETOBABUIMCH € MEAMLMHCKOM cecTpoit MM
dbapmaLeBTOM.

- [pu nosBieHUH Kanejib KPOBH B MECTE BBEACHMHS MPHKMUTE BATHBIM LIAPUK WK MapJieByrO
caneTky K MeCTy HHBEKLHH H yaepxkupaiite ux B TeueHnue 10 CeKyH. He tpute mecto
MHBEKLIUH.

Iman 3. Vmunuzayus ucnoib306aHH020 ABMOUHICEKMOopd

- ABTOMHIKEKTOp MpeHa3Ha4YeH TONBKO JUisi OJIHOKPAaTHOro HCIONB3OBAHUA, [O3TOMY €ro
MOBTOPHOE TMPUMEHEHME HE JI0MyCKaeTCs. VTUau3aims HMCMoJb30BaHHBIX aBTOWHIKEKTOPOB

J0JDKHA TIPOU3BOAUTHCA B COOTBETCTBHU C UHCTPYKLUHUAMH Bpa4a, MCIIM[IMHCKOﬁ CeCTpbl HUIIH

dapmatiesTa.
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IIpH HAJHMYHM y BAC BONPOCOB, MOXayiicTa, 3ajaiiTe MX Bpady MM MEAHIMHCKOH cecTpe,

HMEIOIMM OUBIT padoTe! ¢ npenapatom Pusus®.

ITOBOUYHOE NEVCTBHE

Kpatkue cBeleHus O I'IDOd_)HJ'[C 6€300aCHOCTH

K Haubonee pachnpOCTpaHEHHBIM HEXKENATENbHBIM pEaKUMsM OTHOCATCA pEaKUMH B MECTe
UHBEKLIUH (TAKHE KAK 6O, NPUITXJIOCTh, 3y, IOKPACHEHUE U KPOBOTEUEHHE B MECTE NIPOKONIA),
uHGbeKLHH (TaKue KaK MHOEKUMH BEPXHUX JBIXaTE/BHBIX My Tei, GPOHXUT, HHPCKUMH MOYEBOTO
My3bIpa M MHOEKLHH KOXKH), aJUNIEPrUYecKUe peaKiiu, 00pa3oBaHHe aHTUTE], 3yl U MOBBIIIEHIS
TeMIIEpaTypBHl.

IIpu mpuMeHeHM# STaHepLenTa OBUIH TAKOKE 3aPETMCTPUPOBAHBI CEPHE3HBIE HEXEIATETbHBIC
peakuun. AxraroHuctsl ®HO, Takue Kak 3TaHepLENT, OTPULATENBHO BIMAIOT HA WMMYHHYIO
CUCTEMY, M MX [PUMEHEHHE MOXET OTPULIATEIHFHO MOBIUATH HA 3aLUTHBIE CBOMCTBA OpraHU3Ma
oT HH}EKIMI 1 3T0KAYECTBEHHBIX HOBOOOpa3oBanuit. Cephe3Hble HHPEKLMM MOpaXKatoT MeHee |
13 100 mauueHToB, MOTYYAIOLIMX JE€YECHHE ITAHEPUENTOM. OT4eThl BKJIOYATH COOGLIEHHS O
NEeTANBHBIX W YrPOXAOUIUX XU3HH MHQEKUMAX U Cencuce. BBUIM Takke 3aperucTpUpPOBaHEI
clly4au pasHbIX 3J0KaYeCTBEHHBIX HOBOOOpPAa3OBaHMH MpPH NPUMEHEHHH 3TaHEPLENTa, BKIOYas
PaK MOJIOYHOH JKEJe36l, JIETKOro, KOKHU M TUM(aTHyecKuX y3a0B (tumdoma).

BrM TaKoKe 3aperdMCTPHPOBAHB! CIy4aH CEPBE3HBIX Ie€MAaTONIOrHYECKUX, HEBPONOTUYECKHX H
ayTOMMMYHHBIX peakuuit. K TaKOBBIM OTHOCATCS PeKHe COOOIIEHUs O MaHUMTONCHUH U OYeHb
penkue coobleHus o6 arnactuyeckoi anemuu. [Ipy npuMeHeHHH STaHepLENTa LEHTPAIBHEIC U
nepueprYeCKUe AeMUETHHU3UPYIOMHUe 3a060JeBaHUs HAOMOMANMCE PEAKO U OYEHb PEJIKO,
COOTBETCTBEHHO. PerucTpupoBanuch pefKue Ciydyad BOMYAHKH, MATOJOTHYECKUX COCTOSHHIA,
CBS3AHHBIX C BOJYAHKOM, U ABacxcynma.

CHHCOK HeXXeNaTeNbHBIX peakIui

Crieyloluii CIIUCOK HEXENAaTeNbHBIX PeaKi|if OCHOBAH Ha ONBITE MPUMEHEHHUs dTaHepUenTa y
B3POC/BIX [MALMEHTOB B KJIMHHYECKMX HCCIE/IOBAHMAX M HA OIBITE MOCTPErHCTPALUOHHOrO
NpUMEHEHUs STaHEPLEIITa.

[ToGoutble peaKkuud B 3aBMCMMOCTH OT YaCTOTH BO3HUKHOBEHHMS OBUIM CIPYIITHPOBAHEI
cedyomm obpasom: odeHs yactsie (> 1/10); vactete (> 1/100, <1/10); nHedacTeie (= 1/1000,
<1/100); peaxue (> 1/10 000, <1/1000); ouens peaxue (<1/10 000); yacrora Hen3BECTHA (Henp3s
OMpEeENUTh HAa OCHOBAHUH UMEIONIMXCS JAHHBIX).

Hugexyuonnsie u napazumapiole 3a001€6aHUA:

ouens yacmo — vudexuuu (BIIToYas HHOEKIUMH BEPXHUX AbIXATEIBHBIX MyTeH, OPOHXHUT, LIACTHUT,

MH(EKLHN KOXHU)™;
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Hewacmo — cepbe3nble MHDEKIHMH (BKIII0Yast THEBMOHHIO, IAHHUKYJIAT, OaKTepHabHEIH apTPHT,
CETICHC U Mapa3UTapHbIe HHPEKIMK)™;

pedKko — TyBepKyJies, OMMOPTYHHCTHYECKME HHpEKUMH (BKITEOHMAs HHBA3MBHBIC rpUOKOBBIE,
[POTO30#HbIE, GAKTEPHANbHBIE M ATUNIMYHbIE MHUKOOAKTEPHABHEIE, BUpYCHBlE MH(EKLMH H
3aboneBaHus, Be3BaHHbIe Legionella)*;

yacmoma Heusgecmua — peakTUBALUs BUpyca remnatuta B, nuctepros.

Jlo6pokauecmeennsle, 310Kauecmeennble U HeymouHenHbvle HO6000pasosanus (sKkniouan
KUCHbL U NOJIUNBL):

Heuacmo — HeMeJIAHOMHBIE 3JI0Ka4eCTBEHHBIE OIyXOMH KoXH* (cM. paszien «Ocobble yKazaHusm»);
pedKko — 3MoKadecTBeHHas MeaaHoma (eM. pasaen «Ocobble ykasaHHs»), TUMpOMa, JIEHKO3;
yacmoma neuseecmua — xapuuHoma Mepkesist (cM. paszien «Ocobbie yKasaHus»).

Hapywenus co cmoponst Kposu u TUMPAmu4ecKoi cucmemsl:

Heuacmo — TPOMOOLUTONEHHS, aHEMUS, JIEHKOMEHUS, HEUTPONICHHN;

pedKo — MaHUMTONEHU™;

04enb pedko — aruacTU4ecKas aHeMua™;

yacmoma Heus8ecmua — reMoarolUTapHbIil CUHAPOM (CHHAPOM aKTHBALMU Makpoharos)™.
Hapywenus co cmopoHst UMMYHHOU CUCHEMbL:

yacmo — anepruyeckKue peakuuu (cM. noapasaen «Hapymenus co CTOPOHBI KOXH H MOAKOXKHBIX
TKaHe»), o6pa3oBaHKUe ayTOAHTUTEN™;

Hewacmo — BAackKyNMT (BKMOYas BacKyiuT C 0Opa3oBaHMEM AHTHHEHTPO(MIBHBIX
LIMTOIIA3MATHYECKUX AHTHUTEN);

pedKo — cepbe3Hble auepruyeckue/aHahUIaKTHYECKHE peakiyH (BKIIK0Yas aHTHOHEBPOTHIECKUH
oTeK, 6pOHXOCNa3M), CapKOM03;

yacmoma Heuzeecmua — ycyryoeHne CUMITOMOB I€PMaTOMHUO3HUTA.

Hapyuienua co cmoponst HEPEHOU CUCHeMbL:

oueHb 4acmo — rooBHas 60J16™*;

pedko — SBJIEHWs, CBA3aHHBIE ¢ Aemuenunusauuei [THC, cBUAETENBCTBYIOMUE O PaCCESHHOM
CKJIEPO3€ WM MECTHSIX JEMUEIMHU3UPYIOUMX 3200/I€BAHUAX, TAKHX KaK HEBPUT 3PUTCIBHOrO
HepBa M monepeuHblit muendar (cM. pasgen «OcoGble  yKazaHus»), nepudepudecKkue
LeMUeHHM3UpYIomme  3a0oNieBanus, BKMOYas cuHupom [mifeHa-bappe, XpOHHYECKYIO
BOCHAJUTENBHYIO  JIEMHEIMHHU3UPYIOLIYIO MONMUHENPONATHIO,  JEMHMETMHU3UPYIOLILYIO
NONMHEHPONATHIO, MyJBTH(QOKANBHYIO MOTOPHYIO —HeHporaruio (cM. pasfen «Ocobsle
YKa3aHHs), CyAOPOXKHBIA NPUCTYTL.

Hapywenus co cmoponbl 0p2anog 3penus:
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Hewacmo — YBEUT, CKIIEPHT.

Hapywienua co cmoponst cepoya:

Hewacmo — yCYryGNeHHe CUMITOMOB CEpHEYHOM HeZocTaTouHocTH (cM. pasmen «OcoGsble
YKazsaHusi»);

pedko — HOBBIM TPHCTYH 3aCTOMHOM cepleuHoi HenoctarouHocTd (oM. pasgen «OcoOwie
yKa3aHUs»).

Hapywenun co cmoponst ObIXamensHOoi CUCHEMbL, OPZAHOE ZPYOHOU KIIEMKU U CPEOOCHIEHUA:
peOKo — MHTEPCTULMANBHAS G0JIE3HB JIETKUX (BKITFOYAs THEBMOHUT U Nero4HbIi Gpubpos)™.
Hapywienua co cmopoubsi 3#cely004HO-KUMEUH020 mpakma:

Heuacmo — BOCIIAUTENBHOE 3a00IeBaHUE KHIIEYHUKA™,

Hapywienun co cmoponst ne4enu u jcen4egvle00Auux nymeii:

Heyacmo — NMOBBIIEHUE AKTHBHOCTH MI€YEHOYHBIX (PepMEHTOB™;

pedKo — ayTOUMMYHHBIH renaTtur™.

Hapywienus co cmopoHst KOAHCU U NOOKOHCHBLX MKAHEI:

yacmo — 3y, CHIIb;

Heyacmo — aHTHOHEBPOTHYECKUI OTeK, Ncopuas (BKJII0Yas HOBBIH Cily4ail BOSHUKHOBEHHS UM
060CTpeHHte, a TaKKe MyCTyJIe3HblH MICopHa3 ¢ PEUMYLUECTBEHHBIM MOPAXKEHNUEM KUCTEH U CTOII),
KpanuBHHLA, ICOPHA30N0J00HAas CHIMb; ‘
pedxo — cuugpom CruBeHca-JDKOHCOHA, KOXHBIH BacKyiMT (BKTHOYas BacKyJUT [IPH
TUIEPUYYBCTBUTENEHOCTH), MHOTOGOPMHAs 3pUTEMA, TMXEHOUIHbBIE PEAKIIHH;

O4eHb pedKo — TOKCHUECKHUH dNHMAEpMaNbHbIN HEKPOJIH3.

Hapywenua co cmopoHbl CKellemHO-MblUe HOU CUCEMbl U COCOUHUMENbHOU MKAHU:
pedko — KOXHAs KpacHas BOJNYAHKA, [OJOCTPas KOXHas KpacHas  BOJYAHKa,
BOJIYaHOYHOMOJOOHBIH CHHJPOM.

Ob6ugue paccmpoiicmea u HapyWeHUa 6 Meche 66e0eHUA:

OueHb uacmo — peaKuMy B MeCTe UHBEKLMM (BK/IIOYas KPOBOTECYCHUE, 06paBOBaHPIe.CHH5[KOB,
3puUTEMY, 3y, 60/b, IPUITYXJIOCTH)™;

yacmo — MUPEKCHusl.

*CM. «OMUcaHKe OTACIBHBIX HEXENATENBHBIX PEAKLUID) HIDKE.

OnucaHue OTACIBHBIX HEXENATENbHBIX peaKLUi

3noxauecmeeHHvle HOB00bPaAz0eanus u Mumponponugepamusivie 3a601€8aHUA
Cro neanuats aeiTh (129) HOBBIX 370KAYECTBEHHBIX HOBOOOPA30BAHWUH pa3IMYHBIX BHIOB
uabmopmandcs y 4114 nauueHToB ¢ pEBMATOMAHBIM aPTPUTOM, IOJNYYaBIUMX JICYCHUC

3TaHepUenTOM B XOA¢ KIMHHYCCKHX HcCe0BaHUN MPOAODKUTEIBHOCTRIO 10 6 JIET, BKJIKOYas
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23| mauMeHTa, B TeyeHHe 2 JIET TOJNyYaBIUMX JIEYCHHE JTAHEPUENTOM B KOMOMHALMH C
METOTPEKCATOM B MCCIECHOBAHHH C aKTHBHBIM KOHTpOJeM. [IoydeHHBIe B 3THX KIMHUICCKHX
HCC/IEOBAHMAX 3HAYEHHs YacTOTHI M 3a00NEBAEMOCTH COOTBETCTBOBAJIIM  3HAYCHHSAM,
OXUIAEMBIM  JUIL  MCCIEAyeMOd  OOmyNmsiud. B KIMHHYECKHMX — HCCIIeI0BaHUSX
NPOIOJDKUTENEHOCTBIO IO 2 JIeT ¢ y4actueM 240 MalMeHToB ¢ NCOPHATHICCKUM apTPHTOM,
MOJTyYaBUIMX STAHEPUENT, GBUI0 3aperMCTPUPOBAHO BCEro 2 CITy4as PasBUTHA 3MOKAYCCTBEHHBIX
H0B006paBOBaHHI7I.. B KIMHMYECKMX MCCNEIOBAHMSX C ydacTMeM 351 mMaumMeHToB ¢
AHKHJIO3UPYIOIHM CTIOHIMIMTOM, NPONODKUTENEHOCTh KOTOPBIX MpEBBIINaNa 2 roja, 35
3aperHCTPUPOBAHO 6 CIlyyaeB 3/0KAYECTBEHHBIX HOBOOOPA3OBAaHHH Y MAalMEHTOB, MOJy{aBIIHX
sraHepuent. B rpymme, Bmouyapmei 2711 nauueHToB ¢ OJAMIKOBHIHBIM - MCOPHA3OM,
MOMyYyaBUIMX  OSTaHepUenT B  JABOMHBIX  CJEMbIX M OTKPBITBIX  HCCICAOBAHMAX
NMPOJOIDKUTENBHOCTEIO 10 2,5 1eT, Obuio 3apeructpupoaHo 30 cilydacs 3/10Ka4eCTBEHHBIX
HOBOOOpa3oBaHuii U 43 cyyast HEMEJIAHOLUTAPHOTO PaKa KOXH.

B rpyrine, Bioyasiiei 7416 nauueHToB, MOyYaBIIMX JEYCHHE STAHEPLENTOM B KIMHUIECCKHX
MCCIIEIOBAHUAX PEBMATOUAHOIO ApTPHUTA, [COPHATHYECKOrO apTpUTa, aHKUIO3HUPYOLIEro
CTIOH/IMJIMTA H TICOPHasa, OBLIO 3apErUCTPUPOBAHO 18 ciyuyaer pa3BuTHs TUMPOMBEL.

B mepuol MOCTPErMCTPAUMOHHOTO — HAGNIONEHMS —TaKKe C€oOOMANOCH O  PasBUTHHU
3JI0KAYeCTBEHHBIX HOBOOOPA30BaHMI Pa3MYHBIX BHIOB, BKIIOYAs paK MOJIOYHOH JKENe3bl U
JNIErkuX, a Taoke auMdomy (cM. paznen «Ocobble ykasaHus»).

Pearxyuu 6 mecme 66edenus npenapama

YV DpauMeHTOB C peBMATHYECKHMH 3a60neBaﬁnﬂMM, MOJy4aBIIKX 3TAHEPLEINT, OTMEYalach
3HAYMTENBHO Ooliee BBICOKAs YacTOTa Pa3BUTHUA pEeakUMil B MeCTe BBEIEHHUs Mperapara 1o
cpaBHeHMIO ¢ rpymmoi manebo (36 % vs. 9 %). Peakiuu B MecTe BBEEHH: Mpenapara, Kak
MPaBIJIO, PA3BUBANIMCE B MEPBBIH MecAl npumereHns. CpeaHss MPOIOJDKUTENBHOCTD peakLuii
COCTAB/SIA MPUOTU3UTENBHO OT 3 10 5 nHel. B GosbIMHCTBE Cly4aeB JIEUEHHE, B CBS3H C
pa3BUTHEM PEAKLMH B MECTE BBEJCHMs Mperapara, B rpyrmax, MPUHMMABIIMX STAHCPLEHT, HE
MpPOBOAMIIOCH. BONBLIMHCTBO MANMEHTOB, KOTOPHIM Ha3HAYajM JIEYEHHE 10 JAHHOMY MOBOIY,
MONyyYanu CpeACTBA [UIA HAPYKHOTO TNPUMEHEHUsS, TAaKME KaK KOPTHKOCTEPOUIBL HIIK
AHTHCMCTAMHHHBIE Iperaparsl BHYTpb. Kpome TOro, y HEKOTOPBIX MAaLMEHTOB OTMEHANOCh
OBTOPHOE pa3BUTHE peaKuui B MECTE BBEICHMS INpenapara, XapaKTepH3ylomeecs
OJIHOBPEMEHHBIM Pa3BUTHEM PEAKIMHU KaK B MECTE CaMBIX [OCJIEHUX, TaK H MpEe/IECTBYOMMX
nmaemim?l. Kak TpaBuIIO, JaHHBIE PEaKIUM HOCHIM TPAH3UTOPHBIA XapakTep W IMPH JCUCHUH

MOBTOPHO HE Pa3BHUBAJIHMCh.
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B KOHTPOJMPYEMBIX HCCIENOBAHUAX C YHaCTHEM MagHEHTOB € ONMAMKOBUAHBIM [ICOpHa3oM B

TeueHHe MEPBBHIX 12 Helespb JiedeHUs: MpUMEpHO y 13,6 % nauueHToB, Momy4aBUIMX JIEYEHHE
3TAHEPUENTOM, Pa3BHBAJIUCh PEAKLUU B MECTe BBeL{eﬁm[ npenapara no cpaBHeHuio ¢ 3,4 %
MalMEHTOB, MOTyYaBIIUX M1auedo.

Cepbesnvie ungpexyuonrbie 3a601e6aHUA

B iaue6o-KOHTPOTHPYEMEIX HCCIENOBAHUAX [MOBBIICHUE HACTOTBI CEPHE3HBIX HH(EKIMH
(aTanbHBIX, YrpPOXKAOMHMX KM3HH, TPEOYIOWMX TOCMHUTANM3AUMA HIM  BHYTPUBEHHOTO
NpUMeHeH!s aHTUOMOTHKOB) He Habmopanock. Cepbestble MH(EKLHMH, BKIIOYABIIME abcuecc
(pa3siMuHOM JNoKanuzauwu), OaKTepueMuio, OpOHXHMT, OypCHT, BOCHANCHHE MOJKONKHOH
KICTYATKH,  XOJIELMCTUT, JMApero,  JMBEPTHKYJIMT, 9SHAOKAPAMT  (IO03peBacMBlii),
[aCTPOJHTEPUT, rematur B, herpes zoster, si3By HWKHed KOHEYHOCTH, MH(EKIMIO POTOBOH
T0JIOCTH, OCTEOMHEINUT, OTHT, EPUTOHHT, MHEBMOHHUIO, ITHENOHEPPUT, CENCHUC, CENTHYCCKUH
ApPTPUT, CHUHYCHT, HH(EKUMIO KOXKHBIX MOKPOBOB, A3BY KOXXHBIX IIOKPOBOB, MHPEKLHUIO
MOYEBBIBOJSIIMX ITyTei, BACKYJUT U PaHEBYIO uH(eKLHMIO, OBLIM 3apEerHCTPUPOBaHEl y 6,3 %o
NALKMEHTOR C PEBMATOM/IHBIM apTPUTOM, TOJyYaBILIHX JIeYeHHe dTaHepuenTom 1o 48 mecsues. B
2-X JIETHEM HCCJIENOBAHUH C aKTUBHBIM KOHTPOJIEM, B TEYEHHE KOTOPOTO MALMEHTHI MOJIyYand
MOHOTEPAIHUIO STAHEPLENTOM, MOHOTEPAITHIO METOTPEKCATOM HIIH STAHEPLENT B KOMOUHALIMH C
METOTPEKCATOM, YacTOTa BO3HMKHOBEHMs Cephe3HbIX MHpexuuil Oblra OJWHAKOBOH B TpeX
pasupix rpymmnax. Tem He MeHee, HENb3s HCKIHOYMTH BEPOSTHOCTH TOTO, 4TO MPUMEHEHHE
STaHEpUENTa B KOMOMHALMA C METOTPEKCATOM MOMJIO OBITh CBA32HO C MOBBIIICHHBIM PHUCKOM
pa3BUTHs HHGEKLUH.

B riane6G0-KOHTPOIHPYEMBIX HMCCIEOBAHMAX MPONODKHTENEHOCTRIO 10 24 Helenb He OBLIO
BEIBICHO pa3siM4Mii B YaCTOTe BO3HHUKHOBEHWS WHQEKUMH MExIy rpynmamu MHalUEHTOB C
GIAMKOBMAHBIM [ICOPHA30M, MOJMyYaBMX STaHepuent M iane6o. CepbesHble MH(EKUMH,
pa3BMBABIIMECS Y MALMEHTOB, MOJYYaBIUMX JIEYEHHE STaHEPLENTOM, BKIFOHANX BOCHANICHHC
[IOJIKOKHOM KJIETYATKH, TACTPO3HTEPHUT, MMHEBMOHHIO, XOJIELIUCTUT, OCTEOMUEIIMT, TacTpUT,
ATMEH(ULIT, CTPENTOKOKKOBHIH (haCLIMKT, MUO3HT, CENTHYECKHUH 10K, IMBEPTUKYIUT 1 abcrecc.
B BOMHBIX CHENBIX W OTKPHITBIX MCCIENOBAHMSX [ICOPHATHYECKOro apTpura Obuia
3aperucTpUpPOBaHa cepbe3Has MH(ekuusa (MIHEBMOHMS) ¥ | NalUeHTa.

Coo61manock 0 pa3BUTHM CEPhE3HBIX M (QaTaibHBIX MHPEKUUH MPH MPUMEHEHHH 3TaHEpLCTa,
KOTOpbIe GBUTH BEI3BAHBI GAKTEPHAMH, MUKOOAKTEPHAMH (BKIOYAs TyOepKyJe3), BUPyCaMu H
rpubamu. B HeKOTOpBIX CiTy4asX MHEKUMM pa3BUBAIMCE B TCYEHHME HECKONBKUX HEJeNb Hoc/e
Hayaja JIeYeHUs STAHEpPLENTOM Yy MAalUMEHTOB, MMEIOUIMX MMOMHMO PEBMATOMIHOIO apTpuTa

[pepacioNaralye OCHOBHbIC 3a60NeBaHus (HAanpuMep, CaXapHblid auabet, XpOHHYECKYIO
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CepeYHYIO HENOCTATOYHOCTh, C AKTHBHBIMH WM XPOHHYECKMMU UHDEKUMAMH B aHaMHe3se) (CM.
pazgen «Ocobsle ykasaHHA»). JleyeHHE OSTaHEpLENTOM MOXET [OBBIIATE CMEPTHOCTH ¥
NalHEeHTOB ¢ NOATBEPIKICHHBIM CETICHCOM.

[Ip¥ JleYeHHH STAHEPLIENTOM OTMEYAIOCh Pa3BUTHE ONMOPTYHUCTHUECKUX HH(EKIHH, BKITIOYas
WHBA3MBHYIO IPUOKOBYIO, MAPA3UTAPHYIO (B TOM YMCIIE BHI3BAHHYIO NPOCTEHLIMMH), BUPYCHYIO
(B ToM uucie herpes zoster), GakTepuanbHyro (B TOM YMCNE BBI3BAHHYIO JIMCTEPHUAMH U
JNETHOHENIaMK), a TAKKe ATHIUYHYIO MHKOOaKTepHatbHylo HH(eKUMio. B 0ObeMHEHHBIX
JAHHBIX KJIMHUYECKMX MCCIEOBaHHiT 00IIas 4acTOTa ONIOPTYHHUCTHYECKUX HHpeKLwi y 15 402
MALMEHTOB, MOJy4aBMHUX >TaHepLent, coctapusuia 0,09 %. YacToTa sBICHUH ¢ MOMpPaBKOH Ha
Bo3zeiicTBie nperapata cocTapisuia 0,06 senenuit wa 100 nauuenro-ner. B mepuon
[OCTPErMCTPALMOHHOTO IPUMEHEHHUS TIpenapara npubIM3HTENIbHO MOJOBHHA BCEX KIIMHHIECKHX
Clly4aes ONMOPTYHUCTHYeCKMX MHGbEKUMH BO Bcem Mupe Obuia 00ycioB/IeHa UHBA3MBHBIMM
rpuOKOBBIMU HHPeKmaMu. Hawe Beero pErvCTPUPOBATUCH MHBA3UBHBIE TPHOKOBEIE MHOEKLWH,
BEI3BanHbIe rpubkamu pona Candida, Pneumocystis, Aspergillus w Histoplasma. bonee noJ0BUHEI
JNIeTaNbHBIX MCXOMOB MALMEHTOB C ONMOPTYHUCTHYECKUMH HHGBEKLMAMH Obina obycnoBieHa
MHBa3UBHLIMM TIPUOKOBEIMH HHQEKUMAMHA. bBONBIMHCTBO. JIETANBHBIX  HCXOMOB 938 1%
3apEervCTPUPOBAHEl Y MALMEHTOB C INHEBMOHMEH, BbI3BaHHOH Preumocystis, CUCTEMHBIMH
rpUOKOBBHIMH MHGEKIIMAMY HEYCTAHOBIEHHON STHONIOTMH U aCTIEpriIIe3oM (CM. pasjien «Ocobble
YKa3aHHs»).

Buipabomka aymoarnmumen

V B3pOCIBIX NALMEHTOB C LENBI0 OOHApYXEHUs ayTOAHTHTEN NMPOBOIMICI aHAIU3 06pa3uos
CHIBOPOTKH KPOBH, B3fTHIX B pa3sHble BpeMeHHble TOYKH. Cpelu MalHEeHTOB C PEBMATOHIHEIM
apTPUTOM, y KOTOPHIX MPOBOAMJIOCEH OMpENCNCHUE AHTHUHYKIIEAPHBIX AHTHTEN (AHA), pona
[ALMEHTOB, Yy KOTOPHIX BIEPBBIE OBUT [ONyYeH MOJIOXUTENBHBIA pE3yNBTAaT TeCTa Ha
aHTUHYKIeapHble aHTuTeNa (> 1 : 40), 6bi1a BbllIE Y NALMEHTOB, NOJIy4aBLUINX STAHCPLCHT (11 %)
MO CPaBHEHMIO C MALMEHTaMHM, MOJIYYaBIIHMHU iauebo (5 %). Jons nauMeHToB, Y KOTOPBIX
BIiepBHIE OTMEYANach BEIpaboTKa aHTUTe K ABycrnupansHoi [IHK, Tatoke OB11a BBILIE [IPU OLIEHKE
C ITOMOIIBIO PAMOUMMYHOJIOTHYECKOro ananu3a (15 % nalueHToB, NOJy4aBIIkX STaHEPLCIIT, 110
CpaBHEHHIO ¢ 4 Y NALUEHTOB, MOJTY4aBIIMMH [1aLe60) K ¢ IOMOIIBIO UMMYHOG(IIyOPECLEHTHOTO
aHanu3a Ha Kierkax Crithidia luciliae (3 % nauueHTOB, NMOJy4aBUIMX STAaHEPLICIIT, [0 CPaBHCHUIO
¢ oTcyTcTBMEM aHTUTeN K ABycnupansHod JTHK y nauueHTos, mojy<aBinx iane6o). Jons
MAlMeHTOB,  MONYYaBIIMX  OSTaHEPUENT, Yy  KOTOPEIX  OTMe4anach BEIpabOTKA
AHTHKAPIMONMIMHOBBIX AHTHUTEJN, YBEIMYHBANaCh aHANOrM4HBIM 00pa3oM MO CPaBHEHHIO C

nanueHTaMy, nony4yaBmmuMH rmaue60. Bausuue qJIMTENBHOrO JEUYCHUS NpenapaToM 3TaHCpULCIT
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Ha pasBHTHE ayTOMMMYHHEIX 3a007€BaHHH HEU3BECTHO. Y MAIMEHTOB, BKIIIOYAA MAIMEHTOB C
[10JIOKUTENGHBIM PEBMATOMAHBIM  (pakTOpoM, OBUIM 3apEervMCTPUPOBAaHBL pEIIKHE  Ciydan
06pa3oBaHHs APYTMX AyTOAHTUTEN B COYETAHUH C BOTYAaHOYHOMOZOOHBIM CHHAPOMOM HITH
CBITBIO, KOTOPHIE 110 JAHHBIM KITMHHYECKOT0 06¢/1e/I0BaHUs ¥ OHONCHU COBMECTHMBI C MOJIOCTPO#
KOYXHO# (OpMOii KpaCHON BONYAHKHM MIIH IUCKOHITHOK (opMO#t KpacHOM BOTYAHKH.
Ilanyumonenus u ANIACMUYECKas aHemus

B nepyoJ1 OCTPErucTpaloHHOro HabFOAeHHs COODIIANOCH O CITy4asX pasBUTHS NAHIUTONICHUH
W AIUIACTHUECKOM AHEMMH, HEKOTOPBIE W3 KOTOPBIX MMENHM JNETANbHBIH MCXOL (CM. pasjen
«Ocobblie YKa3zaHUs»).

HumepcmuyuaneHvie 3a001€80QHUS NIE2KUX

B KOHTpOMMpYeMBIX KIMHUYECKUX MCCIIEIOBAHUSX ITAHEPLENTa [IPH ero NpUMEHCHHH MO BCEM
[TOKa3aHMAM 4YacTOTa (JOJI MALMEHTOB) HEXENATENBHBIX SBJICHHA B BHUAC WHTEPCTULMATBHBIX
3260/IeBaHMil JIETKUX Y TMAlMEHTOB, MOJyYAIOIMX JTaHepienT Ge3 COMyTCTBYIOMICH Teparnvy
metoTpekcatoM, coctasisna 0,06 % (KaTeropust 4acToTbl «PeiKow). B KOHTpOJMpYEMBIX
KIMHUYECKUX WCCNEJOBAHMAX, B KOTOPBIX pa3pelanoch COMYTCTBYIOIEE NPHUMEHEHHE
STaHEpLENTa M METOTPEKCaTa, YacToTa (ZOJ1 MAalMEeHTOB) HEXeNaTe/bHBIX SIBJIEHUH B BUJIE
MHTEPCTULMANEHBIX 3860 eBaHuit erkux coctapisuia 0,47 % (KaTeropus 4acTOTHI «HevyacTo»). B
NOCTMapKETHHIOBBIX HCCIIE/0BAHMAX COOOLIANUCH CIy4ad MPOSBICHMS HMHTEPCTHIHANBHBIX
3a60IeBaHMii JIETKUX (BKIIOYAs THEBMOHHT M GuOPO3 JIErkoro), HEKOTOPhIE U3 KOTOPBIX OBLIH CO
CMEPTEHHBIM UCXOO0M.

ComnyTcTBYIOLIAs TEPAIH aHAKMHPOH

B uccieJOBaHUAX, B KOTOPHIX B3pOCIBIE MALMEHTHl TMOJYyYald COMyTCTBYIOWIEE JICHCHHUE
STaHEPHENTOM M aHAKMHPOH, Habmoganack 6osee BbICOKas 4acTOTa BOSHUKHOBEHHS CCPHEIHBIX
uH(EKIHIi 10 CPABHEHHUIO C IPUMEHEHUEM 3TAaHEPLIENTa B BUAE MOHOTEPAIHH, K Y 2% nmanueHToB
(3/139) paseuBanach HefitponeHus (abCOMOTHOE KONUYECTBO HeiTpodunos <1000/mm>). Bo
BpeMsl HEHTPONIEHUH Y OJHOrO NMAalHEHTa Pa3BUIICH NMAHHMKYJIUT, KOTOpHIH pa3pelumyIcs Mmoce
rocutanuzaumy  (cM. pasgensl  «Ocobble ykasauus» U «B3ammoneHcTBUs € JpYrHMH
NeKApCTBEHHBIMH CPEICTBAMMY).

ITosviruenue aKmusHOCHY NEYEHOYHbIX (hepMeHmos

B BOMHBIX CIENMBIX KOHTPOJUPYEMBIX KIMHUYECKMX HCCNEJOBAHUAX STAaHEPLCNTa NpU €ro
[PUMEHEHMHU TI0 BCEM MTOKa3aHMsAM 4acToTa (107 NaLMEHTOB) HEXEJIATENbHEIX ABJICHUN B BUIC
[TOBBILICHNS AKTUBHOCTH MEYEHOYHBIX (EPMEHTOB Yy MAIMEHTOB, MOJYYaBUIMX STAHCPUCHT 6e3
COMYTCTBYIOUIEH TEpaNiy METOTPEKCATOM, COCTaBIIAIA 0,54 % (xaTeropusi 4YaCTOTHl KHEYACTO ).

B ,[lBOﬁHbIX CJICNBIX KOHTPONIUPYCEMBbIX KJIMHHUYECKUX HUCCIIEJOBaHUAX, B KOTOPHRIX pa3pemainoch
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CONMYTCTBYIOEE MPUMEHEHHE 3TAaHEpLENTa M METOTpeKcara, 4acToTa (monsi MaLUEHTOB)
HesKeTaTelbHbIX SBJCHHMI B BHJIE [IOBBIICHHS AKTUBHOCTH MEYEHOYHBIX (PEPMEHTOB COCTABIIANA
4,18 % (KaTeropus 4acTOTHl €4acCTO»).

Aymoummynnvi 2enamum

B KOHTPO/MPYEMBIX KIMHUYECKUX MCCIIEN0BAHMSX STAHEPLIENTA MPH ero NPHMEHECHUHA M0 BCEM
[OKa3aHMsAM YacToTa (10N MALMEHTOB) HEXENATENbHBIX SBICHUH B BHIE aYTOUMMYyHHOIO
renatuta y MalkeHToB, MOJTyYatOLIHX STaHepLENT Ge3 COMyTCTBYIOLIEH TEpANHK METOTPEKCATOM
coctansia 0,02 % (kaTeropuss 4acToThl «peiko»). B KOHTPOIUpYEMBIX —KIMHHYECKUX
uccn'enosaﬂmx, B KOTOpBIX pa3peluanoch COMyTCTBYIOLIEe NpPUMEHEHME OSTaHeplLenTa H
METOTpeKcaTa, 4acToTa (HOJs MALMEHTOB) HEXEATeNbHBIX ABJCHUA B BUAC ayTOUMMYHHOTO
renatuTa cocrasisuia 0,24 % (KaTeropust 4aCTOTHl KHEYACTO»).

ITo6ounvie peakyuu y Oemeu

Heoicenamenvvie A61eHUs Y NAYUEHMOE 0eMCKOZ0 603DACMA C I06CHUTbHbIM UOUONAMULECKUM
apmpumom

B uenoM yactoTa M BHIBl TOGOYHBIX peakuuil y feredl ObUIM IMOXOXH Ha T€, KOTOpHIC
HaGmoJanMch y B3pOCHBIX nauuentos. OTan4us OT B3pOC/IBIX M [JpYrHe XapaKTCpHBIC
0COOEHHOCTH OMKCAHBl HUXE.

Wudekipu, KOTOpble HAOMOAANKMCh B KIMHUYECKUX HCCIENOBAHUSX Y JETEeM C FOBEHHIIBHBIM
WIHOTIATUYECKUM [TOJIMapTPHTOM B Bo3pacte oT 2 10 18 ner, 6511 MATKON U yMEPEHHOH CTerneHu
BHIPOKEHHOCTH, @ MX BHABI HE IPOTUBOPESYHIH TEM, KOTOpHIC OOBIYHO BCTPEUAIOTCS Cpead
aMby1aTopHEIX mauueHToB. COOOMIEHHS O TSDKEIBIX HEXEATebHBIX SBICHHAX BKIIOYATH
BETPSHYIO OCIY € CHMITOMAaMH AaCENTHYECKOro MEHHHIHUTA, KOTOpPHIC paspellHiIiCh 6e3
ocnokHeHuit  (cM.  pasgen  «Ocobple  yKasaHWs»), — amICHIULUMT,  [AaCTPOIHTCPUT,
JETPECCHIO/PacCTPOMCTBA JIMYHOCTH, S3BBI  KOXH, 530()aruT/racTpUT, CENTHYCCKUH MIOK,
BBI3BAHHbII CTPENTOKOKKaMHU IPYIIMEl A, caxapHblii uatder I tuna u HHPEKIIH MATKUX TKaHeN U
nocJeonepaliOHHBIX PaH.

B 0fHOM HcCieJOBaHHU Y J€Tel B Bo3pacte oT 4 10 17 et ¢ roBEHHIBHBIM HAMONATHYECKUM |
aptputoM y 43 u3 69 (62%) nereil Oblia 3aperucTpUpoBaHa uHdexuus Bo BpeMs JIEUCHHs
STaHEepLENTOM rocJie 3 MecsLeB HeeeaoBanms (HacTs I, OTKPHITOE), IPH TOM YaCTOTa U CTENCHb
TsokecTH MHbeKumii OblIa aHANOTHYHOH y 58 MAlMEHTOB, KOTOPBIC 3aBEPIIMIH 12-Meca4HyI0
a3y OTKpHITOH NOIOMHMTENBHON Tepanui. THIBl M 4acTOTa HEXCIATeIbHBIX SBICHUH Y
[ALHEHTOB ¢ FOBEHWIBHBIM WIMONATHYECKHM apTPUTOM OBLIM aHAJIOTHYHBIMH TAKOBBIM B
CCNEIOBAHUSAX IPUMEHEHHS STAHEPLIETa Y B3POCIBIX MAlMEHTOB ¢ PEBMATOMIHBIM apTPHTOM,

nmpuyeM GONBINHHCTBO OBUIM JIETKOH CTENEHU TOKECTH. Heckonbko HeXeNaTelbHBIX SABJICHUHM




(Bxogmwmia M3 N24244413)

PEruCTPHUpOBATUCH Yallle y 69 MalMEHTOB C OBEHUIbHBIM HIMOTIATHYECKUM apTPUTOM, KOTOPEIC

Toftydald 3TAHEpLENT B TeYeHde 3 MECSLEB, B CPaBHEHUH C 349 B3pOCHBIMH MALMEHTaMHU C
PEBMATOMIHBIM apTPUTOM. OJTH SIBJICHHA BKIIOYANH TOJIOBHYIO 6onb (19% nauuenros, 1,7
SIBNIEHH Ha MALUEHTO-TO/), :I‘OHIHOTy (9%, 1,0 sBieHus Ha NALMEHTO-TOX), 6OJIb B KUBOTE (19%,
0,74 siBNeHus Ha MauueHTo-rox) 1 peoty (13%, 0,74 sBieHus Ha MALMEHTO-TO).

B  KIMHMYECKHX HCCIEHOBAHUAX  [OBEHWIBHOTO  HMIMOINATHYECKOro — aprTpura  OBUTO
3aperMCTPUPOBAHO 4 CiTydasi CUHAPOMA aKTUBALIMHM MAKpO(haroB.

B MOCTpErMCTPaUMOHHEIA Mepuoj ObUTM  3apervCTpUpPOBAHBL  CyYau BOCHANHTENLHOTO
3a60JIeBaHMs KMIIEYHHKAa M YBEMTa Y [AUHMEHTOB C FOBEHHJIBHBIM HMIHONATHYCCKHM
[MONMAPTPUTOM, TONYYABLIMX JIEYCHHE 3TAHEPLENTOM, BKIIOYas OYCHb HE3HAYUTEIBHOC
KOJIMYECTBO CJIyyaeB, CBHAETENBCTBYIOUMX O BO30OHOBICHWH peaKUMd MpU [MOBTOPHOM
Ha3HaueHuH sTaHepuenta (cM. pazaen «Ocobble yKasaHus»).

HeoicenamenvHuie A6NEHUA Y NAYUEHMOE 0eMCKO20 603paACMa C ONAue HbIM RCOPUAZOM

B 48-nenensHoM uccaenoanmnn y 211 neteii B Bospacte ot 4 10 17 jieT ¢ AeTCKUM OJisIIUCHHBIM
[COPHA30M 3apErHCTPUPOBAHHBIE HEXENATeNbHbIE SBNCHHS OBUIM aHAJOTMYHBIMM TaKOBBIM B

NpeApIAY IIUX UCCIIEAOBAHMAX Y B3pOCJIBIX C ONAIIEYHBIM TICOpHUa3oOM.

IIEPEJO3UPOBKA

IIpu nepedosuposke npenapama Pueua® nemeonenHo coobujume epady umu MeQUYUHCKOU
cecmpe. CoXpaHHTE KapTOHHYIO YIIaKOBKY npenapata Pususa®, faxe eciu OHa MycTas.
MakcuManbHass fo3a npenapara Pususi® He ycraHoBieHa. B paMkaX —KIMHHYECKOrO
MCCIIeIOBaHHs 3A0POBEIM JOOPOBOIBLAM BBOAMIACH 1032 60 Mr/M?%, OTHOKpATHO, YTO HE MPHBENIO
K Pa3sBUTHIO JIMMUTHPYIOLIEH 103y TOKCUYHOCTH.

IIpy NeveHuM TMALMEHTOB C PEBMATOMAHBIM apTPUTOM HE OBLIO 3apErMCTPMPOBAHO CIy4acs
MpeBbIIIEHHUs] peeIbHOM TOKCHYHOK f03bl. HamBeiCmmas 103a, BBEACHHAS BHYTPUBCHHO, ’
cocTaBuaa 32 Mr/M2 ¢ MOCIEAYIOUIMM MOIKOXHBIM BBeleHHEM 16 Mr/mM? JBaXKIBl B HEHENIO.

Crienuduyeckuil aHTHAOT AN npenaparta PuBusa® Hen3BeCTeH.

B3AUMOJENCTBHE C JIPYTUMM JIEKAPCTBEHHBIMHU CPEACTBAMH

Anaxunpa

Ha oHe kOMEGMHMPOBAHHO! TEPATMM STAHEPLENITOM W aHAKMHPOH HabJIIOaJIOCh 3HAYUTENBHOE
[OBBILIEHAE YACTOTHl PA3BUTHS CEPHE3HBIX WH(EKUMA M HEHTPONEHHH IO CPaBHEHMIO C
NalMeHTaMH, KOTOPBIM BBOJMIIM TOJIBKO ITAHEPLENIT UM TOJIBKO aHAKHHPY.

COBMECTHOE IPUMEHEHUE STAaHEPLENTa ¥ aHAKMHPBI HE MOKA3aJ10 KIMHIMECKOro NPperMyIiecTsa
M [I03TOMY HE PEKOMEHIYETCS.

Abamayenm
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OnHOBpEMEHHOE TNpUMEHEHHe abaTauenta M STaHEPLENTa CONPOBOXKIANOCH IOBBIMICHUEM

4aCTOTHI CEPHE3HBIX HEXKENATeNbHBIX sBeHHMH. [laHHas KOMOUHAUMS JIEKAPCTBEHHBIX MPErapaTos
He MpOJEMOHCTPUPOBANA KITMHAYECKMX IPEHMYLIECTB U [I03TOMY HE PEKOMEHIYETCA.
Cynvpacanazun

V [alMeHToB, KOTOphIM Ha (OHE JeueHus cyJb(acanasMHOM BBOJM/IN STAHEPLENT, ONUCAHO
3HAYUTENHHOE CHIDKEHHE YHCIa JEHKOLMTOB [0 CPaBHEHHIO C TEMHU MalMEHTaMH, KOTOpPBIC
" IPMHUMANM TOJIEKO STAHEPLENT UITH TOJBKO Cy/b(acanasuH.

Omcymcmesue 63aumooeticmeusl

He HaOMOJANOCh HEXEIATENbHBIX B3aUMOACHCTBMH MPH  OJHOBPEMEHHOM MPHUMEHCHHH
STAaHepIeNTa ¢ [IIOKOKOPTHKOCTEPOUIAMH, CAITMUMIATAMH (33 UCKITIOYEHUEM cyns(acanasnuHa),
HECTEPOMIHBIMH IPOTHBOBOCHAIMTEBHBIMU  IpENapaTamMu (HIIBII), aHanpreTMKaMu WK
METOTPEKCATOM.

Memompexcam

MeToTpeKcaT He OKa3blBaeT BIMAHMS N (apMaKOKMHETHKY dTaHepiuenta. Biusnue npenapara
OTaHepuenT Ha Q)apMaKOKuHeTMKy METOTpEKCaTa y Ye/I0BeKa He U3y4asoch.

Juzoxcun '

He o6HapyxeHO KJIMHHYECKM 3HAYMMOrO B3aMMHONO BIMAHMA 1A (hapMaKOKMHETUKY
STaHepLerTa.

Bapghapun

He o6HApyXeHO KIMHHYECKA 3HAYMMOrO B3aMMHOTO BIMSHHSI Ha (apMaKOKUHETHKY
STaHepLeNTa.

Baxyunayus

JKuBBIC BaKIMHBI HE CICIYeT BBOAMTH Ha (oHe ieyeHus sTaHepuentoM. Her maHHbIX 0
BTOPHYHO# Mepefaye HHOEKIMM Yepe3 XUBYIO BAKUMHY MaUMEHTaM, Oy Yai0lHM STAHEPLEIIT.
PekoMeHyeTcs, YToOb 10 Hayasla eyeHHs STaHEPLENTOM JIETH U MOAPOCTKH MO BO3MOXHOCTH
NOJNYYHIH BCE HEOOXO[MMBIEC MPUBMBKM B COOTBETCTBMM C JICHCTBYIOUIMM HALHOHATLHEIM
KaJieHapeM MPUBUBOK.

V GOJNBIIMHCTBA MANMEHTOB C [COPHMATMYECKHM apTPUTOM, [MOJy4aromuX STaHCPUCIT,
HaOMIOJANOCh  MOBHIMIEHME B-KJIETOYHOTO MMMYHHOrO OTBETAa HA  [THEBOMKOKKOBYIO
MONMCAXAPHHYIO BAKLMHY, HO THTPBI B LIETOM OBLIH HECKOJIBKO HIDKE, (BYKPATHOE yBEIMHCHHIC
TMTPOB HAGNIONANOCH Y MEHBIIETO YHCIa MAUHCHTOB MO CPABHEHWIO C MalWCHTAMM, He

Oy 4atoUMH 3TAaHCPLCIIT.
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OCOBBIE YKA3AHUSA

IMocie TMpeKpamieHHs npvema mperapara PuBua®, cuMIToMEl  3a0ONEBaHU  MOTYT
peLUUBHPOBATE.

Hughexyuu

[lalMeHThl DOMKHBI 0OCIEI0BATECA HA HANUYHME UHEKIMIA 10 Hayala MPUMEHEHHS npenapara
Pusua®, B X0Ji¢ JI€YEHHUs U NOC)Ie OKOHYaHUs Kypca Tepanuy, MPUHAMAas BO BHUMAHUE CPE/THIO
TPOJIOJDKUTENBHOCT TIEPUOA MOMYBBIBEACHUS 3TaHEPLUENTa, PaBHYIO MPHUMEPHO 70 vacam
(7-300 yacos).

[Tpy NPYMEHEHHUHU STaHEPLIENTa COOBIIANOCH O CETIchee, TyOepKyIese, napa3maprimx MHPEKLHIX
(BKJTEOYAsi BBI3BAHHBIX MPOCTCHIIMMH OPraHM3MaMH) W TDKEIBIX MHOCKUHMAX, B TOM HHCIE
ONIMOPTYHHCTUYIECKUX, BKIIFOYAs MHBA3UBHbIE IPUOKOBBIC HHOEKIHH, JINCTEPHO3 U JICTHOHEIE3
(HeKOTopme ¢ JIeTaNbHBIM HCXOOM), BUPYCHbIE HH(eKuK (BKITIOYas BEI3BAHHEIE herpes zoster).
HauGonee 4acTo perucTpupyeMble HHBA3WUBHBIE rPUOKOBEIE HH(EKIUH ObUTH BBI3BAHEI Candida
Pheumocystis, Aspergillus w Histoplasma. HenpapuisHas JHarHOCTHKA [EPCYHCICHHBIX
uH(eKIHH, 0COGEHHO PUOKOBBIX M APYTMX OMIOPTYHUCTHYECKUX MHQEKLMH, NPUBOJMIA K
3aMO03/1ATOMY HA3HAYEHUIO HEOOXOAMMOro JI€YeHUs. M, B HEKOTOPEIX CydYasX, JIETalbHOMY
ucxoqy. Bo MHOrMX cCiyyasx MAaUMEHTBl MOJYYald TEPaluio JPYrUMH JIEKapCTBEHHBIMU
CpeICTBAMM, B TOM 4HMClIe WMMyHozenpeccantamu. [Ipu oOCIeNOBaHHMH MALMEHTOB HYXKHO
MPUHUAMATH BO BHMMAHHE BO3MOXHOCTb Pa3BMTHS Y HHX ONIOPTYHHCTHIECKMX HMHpEKLHH,
HanpUMep, SHIAEMUYHBIX MUKO30B. [TarlieHTsl, y KOTOPBIX HOBEIS UHpEKIMU Pa3BHBAIOTCA Ha
(OHe JieYeHHs TPenapaToM, AODKHBI HAXOMMTCS MOJ THIATEbHBIM HabMo/IeHUEM. Ipuem
npenapata PuBua® clieayer npepBaTh, €C/IM Y NAUMEHTa PA3BUBACTCS TsKeIas HHpeKIHs.
Tpumenenue mnperapara PuBus® TpebyeT OCTOPOXKHOCTH Y MALMEHTOB € YACTHIMH WM
XPOHMYECKUMHA HMHQEKIUAMM B aHAMHE3e WIM HMEIOMUME COITYTCTBYIOLIME 3abonieBaHus,
KOTOpBIE MOTYT CHOCOGCTBOBATh pasBuTHIO MHGbEKUui (Hampumep, TDKENbIH WM IUIOXO
KOHTPOJIMPYEMBIi caxapHsblii quaber).

Be3onacHocTh 1 5Q)EeKTHBHOCTS STaHEpUENTa Y MALHEeHTOB ¢ XPOHUYECKUMH MHPEKIMAMU HE
OlCHHBAJTHCE.

Tybepxynes

Ha ¢one Tepanuu 3TaﬂepuenT6M co06WANOCh O CydyasX aKTUBHOTO TyOepKysesa, BKIOYas
MWINApHBIi TyGepkynes W TyOepKyses BHENETOYHOH JIOKANM3aIMH. Cpenu MaIMEHTOB C
PEBMATOMJHBIM apTPHTOM, 1O BCEH BHIAMMOCTH, OTMEYACTCS GoJiee BHICOKAs 4aCTOTa Pa3BUTHS

Ty6epKyJie3HOH HHPEKUUH.




COOTBETCTBYET 2KCNEPTHO
ot 14.09.2023 Nz 1
(Bxogmwmia M3 N24244413)

Passurie TyGepkynesHod HMH(EKUMH MOXET OBITh CBS3AHO C pEaKTHBALMEH NaTeHTHON
uHQEKLMH, a TAIOKE C Pa3BUTHEM HOBOH HHGEKLHH.

Jlo Hayana Tepanu{ BCe MALMCHTHI JODKHBI OBITh 0OC/IEI0BaHBl HA HANWYME aKTUBHOTO WM
naTeHTHOro TyGepkynesa. ObcieoBaHye JIODKHO BKIOYATh JETaNbHOE MU3yYCHHE aHaMHe3a
OTHOCHTEJIBHO 3a00NeBaHMs TYOEpKyNe3oM MM HAJM4Msd KOHTAKTOB C TYOEepKy/e3HBIMH
GOMBHEIME B TIPOLLTOM M JAHHBIX O MPENLIECTBYIOWIEH MM TeKyLUeH MMMYHOCYNPECCHBHOH
Tepanuu. Y BCeX NALMEHTOB JODKHBI OBITH BBIMOTHEHBI HEOOXOMMEIE CKPUHUHIOBBIE
HMCCENOBAHKs, COOTBETCTBYIOIIME JIOKAJIBHBIM TPeOOBAHHUAM, M 00A3aTENBHO BKIIOYAIOIIME:
TyGepKyTUHOBBIA KOXKHBIA TeCT M peHTreHorpaduio Jerkux. Crie/lyeT y4uThIBaTh BO3MOXKHOCTE
JIOXHOOTPHIATENBHOTO TYGEpKYJIHHOBOIO TECTa, OCODEHHO Yy MALMEHTOB B TSHKEIOM COCTOSHHH
WM MaUMEeHTOB ¢ HapyLUeHHBIM ﬁMMyHnTeTOM. Takke HEOOXOIMMO YYHMTHIBATH BO3MOMCHOCTh
pasBUTHs TyGepKyie3a y MalMeHTOB, y KOTOPHIX N0 Hayajia Tepamnuy IpernapaTom Puua® He
6bUI0  OOHApyeHO MpU3HaKoB TyOepkynesHod uudexumu. Jlewamuii Bpad  JO0IDKEH
KOHTPOJIMPOBATH COCTOSHHUE MALMEHTA Ha MPEAMET MOABJICHHA PU3HAKOB Ty6epKYHe3a, BT.U. Y
NAIMEHTOR ¢ M3HAYAJILHO OTPULATENBHBIMA Pe3yJIbTATAMH TECTOB HA HAMYUE TyOepKyJIe3HOH
HHEKLMH.

He ciiefyeT NpUMeHsTh npenapat Pususa® rpy HATMYHMK y TAlMEHTa aKTHBHOTO TyOepKyJiesa. B
cyyae HalM4ds HEAaKTHBHOro TyOepKynesa Mepejl HauyajioM Tepaluy [penaparoM Pupus®
HeoOGXOIUMO Ha3HAYEeHME CTAHAAPTHOM MPOTHBOTYOEpKYJIE3HOH ;repanlm B COOTBETCTBHM C
JOKAJBHBIMM PEKOMEHIAUMAMK. B 9TOM cllydae JOMKHO ObITh TIIATEIBHO MPOAHATM3UPOBAHO
COOTHOLICHHE MOJB3BI M PUCKA JIedeH s fipernapaToM Pusua®.

Bce MauyeHTs! A0DKHE! OBITh IPOHH(POPMUPOBAHBI 0 HEOOXOMMOCTH OOpaLleHUs: K Bpady TpH
nosiBNeHMH Ha (JOHE JedeHus npenapatoM PuBHA® MM Mocie HEro Xamob MM CUMITOMOB,
XapaKTepHBIX JUIA TyOepKynesa (Hampumep, YIOPHOTO KalIs, TOTEPH Beca, cybpebpunurera).
Axmusayus eupyca cenamuma B

Co0BIaNock 0 CIIy4asx aKTMBALUU BMpyca renaTuta B y naumeHToB, HHQUUMPOBAHHEIX paHee
BMpYCOM renarura B u nonmyyaBuinx uﬁm6m‘opm ®HO, Bmoyas sravepuent. bonbuias 4acTh
JTHX CITy4aeB MMENa MECTO Y MALMEHTOB, OHOBPEMEHHO MOMYHAIOMKMX ApYrHe NIEKapCTBEHHBIC
cpeicTBa, NOAABIAIOLIME HMMYHHYIO cucreMy, KOTOpHIE TAKXKe MOTYT CHOCOOCTBOBATH
peakTuBaiuu renaruta B. Ilepen nprumeHeHuem npenapata PuBuaA® y nauueHTOB, BXOAAIIMX B
rpynITy BHICOKOTO prcka 3abosieBanus remarturom B, HEeOOXOUMO MPOBECTH coomemmyroﬁmﬁ
JHArHOCTHYeCKHit mouck. HecMOTpst Ha TO, 4TO CBA3b C MPUMEHCHUEM ITAHEPLICITA HE JI0KasaHa,
creyet coboaTh 0COGYI0 OCTOPOXKHOCTE MPH MPUMEHEHUH Mpenapara Pupusa® y nauueHToB-

HocUuTeeH BHUpYCa renaTtura B. Heobxomumo MPOBOJIMTE KOHTPOJIb COCTOSIHUSI MALMEHTOB HA
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npeaMeT npu3HakoB renatuta B. [Ipy nosiBieHHH Y HUX CAMIITOMOB 3TOTO 3a00NeBaHMs, CIENYET
06CY/IUTH BO3MOXKHOCTD MPOBEJCHUS CrIELUPUICCKOH Teparuu.

O6ocmpenue zenamuma C

3aperncTpupoBansl ciaydas oboctpeHus renatura C y MALMEHTOB, MOJYYAIOUWMX TEPATMIO
STAHEPLENTOM, OJHAKO NPUYMHHO-CIEACTBEHHAs CBA3b C MPUMEHCHHEM ISTAaHCPLCNTa HE
nokazana. TeM He MeHee, ClefyeT cOOOAaTh OCTOPOXHOCTH MNpH NPUMEHEHUM TperapaTa
PuBua® y nauuentos ¢ renatutom C B aHaMHe3e.

Annepeuueckue peaxyuu

AJUIepruteckie PeakUMy YacTo COMyTCTBYIOT Mpuemy sTanepuenta. Ipu JIIOOBIX TSOKENBIX
aJIJIePrHYeCKUX HJIH ' aHAQHUIAKTHYECKHX PeaKIHsiX cJefyeT HeMeJJICHHO NpPeKpaTHThH
npuem npenapata Pupusa® u HayaTh COOTBETCTBYIOIIEE JICUCHUE.

Hmmynocynpeccus

[Ipu Tepanuu uuruburopamu ®HO, B TOM YMCIE ITAHEPUENTOM, CYWICCTBYET BO3MONKHOCTH
YrHETEHUs 3aIUTHEIX MEXaHU3MOB OpraHi3Ma Y€/oBeKa POTUB MHGpEKUMH U 3I0KaYeCTBEHHBIX
HOBOOOpasoBanuii, nockoiusky @HO yuwacTByer B mpoueccax BOCHAICHHA W MOIYyJHPYeT
KJIETOYHBIH MMMYHHBIH OTBET. OTHAKO Y B3POCJBIX MALMEHTOB ¢ PEBMATOMIHBIM apTPUTOM Ha
oHe JledeHHs! STAHEPUENTOM He OBUIO BBIABJIEHO CITy4acB yrHETCHHA peakiuii OTCPOYCHHOH
[HIIEPYYBCTBUTELHOCTH, NAJCHHsS YPOBHS UMMYHOIJIOOYIMHA MM U3MEHEHHS YHCICHHOCTH
TOMyJIAUMH KIeTOK-3¢(eKTOpoB.

V jereil ¢ OBCHWJIBHBIM HIMOMATHYECKMM MONMAPTPUTOM B PEIKMX Ciy4asX pasBHBalach
BETpPSAHAA OCTa M CUMIITOMBI aCENTHIECKOr0 MEHHHIUTa, KOTOPBIC pa3pelliallick 0€e3 OCJIOKHEHHH.
[Taiuentam, GHIBUIAM B KOHTAKTe ¢ GOMBHBIMY BETPAHON OCIOH, CIEAyET BPEMEHHO NPEKPATHTE
npuem mpenapata PHBMA® ¥ Ha3HAYMTL MPOQHMIAKTHYECKOE JCUCHHE HMMYHOTI00YIMHOM
npotus Bupyca Varicella zoster.

D deKTUBHOCTD U 6€30MACHOCTD JICYEHUs STAHEPLENTOM Yy MALIUCHTOB C UMMYHOCYTIpECCHEH HE
U3YYaJTuCh.

3noKauecmeeHHble U TUMponporugpepamusnbie 3a0016aHUA

B noctmapkeTHHroBoM neprone (cm. pasaen «[ToGoturoe nefcTBre») OBUTH MOTyYEHBl OTUETHL O
PA3NIMYHBIX 3MOKAYECTBEHHBIX HOBOOOPa30BaHHUAX (BKIOYast KApUHMHOMY MOJIOYHOH XKeEJe3bl U
AerKoro, a Take JuMpomy).

B psife KOHTPONMPYEMBIX KIIMHUYECKAX HCCIEIOBAHUA nmumpoma Yarle AHarHoCTUpOBanack y
NAIMEHTOB, IPUHAMatOIUX uHru6uTopsl ®HO, YeM y nalueHToB, KOTOPhIC UX HE MOyHaTH. C
APYro# CTOPOHEL, 3TH CJTy4an ObUIH PEAKMMH, 2 [1EPHOL HaGIFOeHHUA 3a TALMEHTaMH U3 Mauebo-

rpymnmel GBUT KOpPOYE, HeM 3a MAlMEHTaMu, MOMy4aiolMMu JICICHHE uurubutopamu PHO.
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MMeroTcs COODIIEHHs O pa3BUTMM Jlelikemnd Ha (OHE Tepanuv HHIHOUTOpaMH @®HO.
CylecTBYeT BEICOKMI PHCK BO3HHKHOBEHHMs JMMGOMEI M JIEHKEMHH Y MaUHMEHTOB C
PEBMATOUHBIM APTPUTOM, ABJIAIOLIMMCS JUTHTEIbHBIM 3a00/IeBaHKEM, XapaKTEPU3YIOLIUMCS
AKTMBHBIM BOCIAJIEHHEM, YTO CaMo M0 cebe OCNOXKHSET OLEHKY prcka. Ilocnenyrommit aHams
KIMHUYECKMX MCCIIeJOBAHMI JTaHepuenTa y [ALMEHTOB € PEBMATOMIOHBIM apTPUTOM HE
MOATBEPAMI ¥ HE HUCKIIFOUMI MOBBILIEHHsS PUCKA Pa3BMTHS OHKOJIOTHMYCCKHUX 3abosieBaHui Ha
(hOHe MpUMeHEH s STaHepLenTa. B COOTBETCTBHH C COBPEMEHHBIMU IAHHBIMU HEJIB35 HCKIIIOUHTD
BO3MOXHBIM PHMCK  pa3BUTHA JuUMoM, JIEHKEMHH WM JApYTHX  3J0KaYeCTBCHHBIX
HOBOOGPA30BaHHil y NIALMEHTOB, HOTYYAIOUIUX HHIUOUTOPHI OHO.

EcTb cOOGIIEHHS O Pa3BUTHMM 3JOKAYECTBEHHBIX HOBOOOpasoBaHMil (B MOJIOBHHE CITy4acB
' XOJUKKMHCKHX U HEXODKKMHCKUX JTMM(OM), 4acTh KOTOPBIX MPUBOIMIIH K JIETAIBHOMY HCXOAY, Y
JieTelt U MOAPOCTKOB, MOMYYaBUIMX JIEYCHHUE unru6uropamu ®HO, B TOM 4HC/Ie STAHEPLIENITOM.
BOJBIIMHCTBO MALMEHTOB NOJNYYald COMyTCTBYIOUIYIO TEPalio MMMYyHOJENpeccaHTaMu. B
ApPYTHUX CITy4asX UMeJ MECTO Pa3/IiyHbIC 3T0Ka4ECTBEHHbIC HOBOOOpa30BaHuUs, BKJIKOYAs peAKHE
BApMAHTHI, CBA3aHHBIE C HMMYyHocynpeccuei. [Ipi npuMeHneHun Tpernapara HeoOX0auMO
YYUTBIBATH PUCK PA3BUTHS 3JI0KAYECTBEHHBIX HOBOOOPA3OBAHHH.

Pax koxcu

MenasoMa M paK KOXH, HE OTHOCSILIMHCS K MeJaHOMe (PKHM), Obln 3aperucTpupoBaH y
MAaUMEHTOB, NOMy4YaBmuX jnevyeHue unruburopamu ®HO, meoqaﬁ sTanepuent. Yame Bcero
PKHM AuMarHoCTHPYIOT Y MAUMEHTOB C NICOpHasoM. EcTh cooOLIEeHHsS O Pa3BUTHM KapLMHOMBI
Mepkens. Jlns Beex MALUEHTOB, BXONSIIMX B IPYIINTY PUCKA, PEKOMEHAYIOTCA NMEPHONUIECKOE
obcliefoBaHNe KOXKHBIX IIOKPOBOB. |

Obpazosanue aymouMMyHHbIX aHmMumen

Jleuenue nperiapatoM PUBHA® MOXET COMPOBOXKIATECS 0OPasOBAHUEM 2y TOUMMYHHEIX AHTHTE]
(cm. pasaen «TToGouHoe AekicTBrE»). DTH aHTUTENA He OTHOCATCS K HENTpaTU3YIOMUM U OOBIMHO
6sicTpo McuesaloT. He oTmeyeHo Koppesauua MEXy 06pa3oBaHUeM aHTHTEN M KIMHUIECKOM
3 )EKTUBHOCTBHIO MPENapaTa, a TAKKE YaCTOTOH PasBUTHS MOOOYHBIX PEaKLIMA.

EjquuuuHble  ciydad (OPMHUPOBAHUS NOMOJHMTENBHEIX ~ayTOAHTUTEN B  COHETAHMA  C
BOJTYAHOYHOMOJOOHBIM CHHIPOMOM HJIH CBINBIO, CXOJHOH ¢ niogocTpoit ¢opMOi KpacHOH
BOTYAHKH MM JUCKOHMIHOM BopMOil KpacHOH BOMYAHKHK (JaHHbIC KIHHUYECKOTrO obcie1oBaHuUs
W 6UOTCHM) OTMEUATMCE y NALUEHTOB, BKIIOYAs MAlUCHTOB € PEBMATOMIHBIM apTpUTOM ¢
[10JI0KUTEJIBHBIM PEBMATOMIHBIM (PAaKTOPOM.

T'emamonozuueckue peakyuu




(Bxopmwmin M3 N24244413)

Coo6manocr> 0 peAKUX caydasax MaHIUTONICHUA W OYECHBb PEAKHX CIIydasaX arIacTHYECKON

AHEMHH, B TOM 4HCIIe C JIETATLHEIM HCXOJIOM, ¥ MALMEHTOB, MOMyyaBnX staHepuent. Cneayer
NPOSIBUTE OCTOPOXHOCTH [PH [PUMEHEHUHU Npenapata Puena® y mauueHTos ¢ ykasaHHAMH HA
3a60JeBaHNs KPOBH B aHaMHe3e. Bce MALMEHTHI, UX POJCTBEHHUKH/CHIENKM JIOJDKHEI OBbITH
OCBEIOMJIEHBI O TOM, UTO, €CJTH Y NalMeHTa BO BpeMs NpHeMa npenapara PuBusi® passuBaloTcs
NPU3HAKM M CHMITTOMBI, XapaKTEpHBIE UL MHPEKLUMH WIH TeMATOJIOTHICCKHX HapylLIeHHH
(HanpuMep, MPOLODKUTENBHAS IMXOpajika, OONb B ropie, CHHAKH, KPOBOTCUCHHUE, 6IEeIHOCTB),
UM CIeyeT HEMENTEHHO OOpaTHTBCS 33 MENULMHCKOH MOMOMIBIO. VY TaKuUX MalMeHToB
PEKOMEH/IYETCS CPOYHO IMPOBECTH OOCIEN0OBaHKME, BKIOYAs TONHBIH aHalu3 KpOBH. [Ipu
MOATBEPX/ACHAN IMArHO3a [eMaTONOrMYECcKOro 3abosieBaHMs, JIYEHUE NpenapaToM Pusua®
ClieyeT MPEeKpaTHTh.

Hopaoicenue [JHC

UmeroTcss peikue COOOLICHMS O PasBUTUM AEMHENMHHU3MPYIOLINX sabonesanunit [IHC vy
AUMEHTOB, TOJy4aBIIMX TEPATHMIO TaHEpUENTOM. BBulH Taloke O4YeHb pEIKHME COOOIIEHHUS O
pasBUTHH [epUPEPUUECKUX AEeMHUETHHU3UPYIOLIHX nojuHedponaThit (BKOYas CHHAPOM
I'nitena-bappe). Uccnenopanuii NpuMEHEHHs STaHEpUENTa Y MALMEHTOB C  PACCEAHHBIM
CKJIEPO30M MPOBEICHO HE OBLIO, OHAKO HCCIIEI0BAHUSA NPYTUX unrudutopos ®HO npu 3TOM
3a60JIeBAHUM MOKA3aJ¥ BO3MOXXHOCTE €ro obocrpeHus. Ilepes HayanoM Tepanuu MpernapaTtoM
Puusa® pekoMeHIyeTcs TIIATENEHO OLEHUTH COOTHOMICHUE «PHUCK/TIONB3a%, HEBPOJIOTMYECKHI
CTAaTyC y MALMEHTOB C AEeMHUETHHU3UPYIOIMMHU 3a00/ICBaHUAMY, B T.4. HEIABHO BOSHUKLIMMH, 2
TaKOKe Y NAIMEHTOB, UMEIOLIMX MOBBILICHHBIH PUCK JEMUETMHU3UPYIOLIEro 3a00s1eBaHMs.
Xponuueckas cepOeynas HedOCmamoiHoCmy

CrenyeT cobJI0AaTh OCTOPOXKHOCTH B OTHOIICHUH Ha3HAYCHHUs MpernapaTa Pususa® nmauueHTam ¢
XCH. Coobmanocs o pexkux (<0,1%) ciydasx passutus XCH, B TOM 4HCIe Y NaUHUCHTOB 6e3
[OJITBEPIXK/ACHHOIO MMEIOMIerocs 3a6oNneBaHms CepAeHHO-COCY IUCTOH CHCTEMEL. Hexkoropslie 13
[MaupeHToB ObUd Monoxe S50 ner. JIaHHBIE pAja MCCICIOBAHHH MO3BOJAIOT MPETOIONKHUTE
po3moxHocTh yxyamernust XCH y nauueHToB, HOJTy4aiomKX npenapat PuBus®.
Kombunupoeannas mepanus

KoMbuHanusi STaHepUenTa W MeETOTpeKcara HeE Jana Heox'(nzxaHHbIX pe3yJIbTaTOB MpH
HCCeIOBaHMA Oe30macHOCTH. J{OJroCpoYHOE M3yYeHHE ITOro IoKasaTeld MPOACIBKACTCH.
JlaHHBIE 0 6€30MaCHOCTH TAHEPLENTA MPY HA3HAYCHUH B KOMOUHALUM C METOTPEKCATOM, OB
CXOXHM ¢ TAKOBBIMH M3 OTYETOB O MPMMEHEHHH STAaHEPUENTa ¥ METOTPEKCATa B OTAC/ILHOCTH.
JlonrocpouHas ~ Ge30MAcHOCTH — NPUMCHEHMs — JTaHepuenta ¢ JApyruMH 0a3uCHBIMU

HpOTI/IBOBOCl'Ia.HI/ITCJIBHBIMV[ npenapatamMu HE HUCcCieAOBaHa.




COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 14 -:153,-‘" &= 17836

(Bxogswmit M3 N=4244413)

M3yyenue mpvMeHeHHMs STaHeplenTta B KOMOWHAaUMH ¢ JpYroH CHUCTEMHOU Tepanuer WK
¢oroTepamnueit ncopuasa He MPOBOAMIIOCH.

I'panynemamos Bezenepa

YacToTa pa3BUTHs PasIi4HOro THIIA 3/I0Ka4ECTBEHHBIX OMyXOeH BHEKOKHOI JIOKaNM3aLHy OpLia
3HAYUTENBHO BHINIE Y MALMEHTOB ¢ FpaHyieMaTo3oM Berenepa, nory4aBinx STaHepHeNT, €M B
KOHTPOJIBHOM IpyIIIe.

[TostoMy, mpenapaT PuBus® He pexOMeHAyeTcs Ui JIEUECHHs MALUCHTOB € rPpaHyjeMaTo30M
Berenepa.

Ankoz2onbHblU 2enamum

ITpuMeHeHUe STaHepLENTA I JIEYSHHs ATKOTOJIBHOIO reNaTuTa He PeKOMEH/Ty ETCA.
Tunoznuxemus y NQyuenmos ¢ caxaphvlv Ouabemom

Coobmanocs 0 Cly4asx TMIOMIMKEMHH Ha (OHE Tepamuu 3TaHEpUCNTOM Yy MalUEHTOB,

IpAHUMAIOIIHMX CUIOIMKEMHUYECKHE TIperapaTel, YTO Tpe605aﬂo KOPPEKUHUHA UX JO3BI.

BJIMSIHUE HA CIIOCOBHOCTH YITPABJISITb TPAHCIIOPTHBIMH CPEJACTBAMM U MEXAHU3MAMU
I/Iayl{eﬂue BIIMSHUA Ha CHOCOOHOCTH ypasJIATb aBTOMOOWJIEM U IIOJIb30BATHCA CJIOKHOM
TEXHUKOH 1pd TNpPpUMCHEHHH JTaHepuenTa He I[POBOJHUIIOCH. B cBA3M ¢ 3TUM, YIOpaBiAsATbH

aRTOMOOMIIEM HIIM MOJIB30BATHCA CJIOXKHOM TEXHUKOHN CHERYET ¢ OCTOPOXKHOCTBIO.

®OOPMA BBIITYCKA

PacTBOp ANs1 MOAKOKHOTO BBEAEHMA 50 MI/MIL.

[lo 0,5 mn wim 1,0 M@ B CTepwibHbE MIMPHUUEI OECLBETHOIO HelTpanbHoro crekna I
[MPOTUTHYECKOro KJIacca BMECTHMOCTBIO 1 M co CTaJbHOM Mol U OpoMOYTHUIOBHIM
cronmepoM ¢ nokpeiTieM FluorTec®, ¢ cHCTEMOH 3aUTEL UTJIBI HITH 6e3 Hee. Ha ka>x a1 LIMPHULL
HAKJIEMBAIOT CaMOKJIEAILYOCS STHKETKY.

[To 1,0 M B CTepUIBHbIE MIMPULEI GECHBETHOr0 HEHTPANBHOIO CTCKIA [ ruapONUTHYECKOTO
KIIacca BMECTHMOCTBIO | MJI CO CTAaNbHOM Mrioi i GpoMOYTHIOBEIM CTOMIEPOM C MOKPBITHEM
FluorTec®. Kaxaslii WOpUL IOMEMAIOT B aBTOHHXKEKTOP. Ha kaxaplii aBTOMHXEKTOP
HaKJIEUBAIOT CAMOKJIESILYIOCS STUKETKY.

[To 1 mnpuiy uny 1 aBTOMHXEKTOPY B KOHTYPHYIO sueiikoByi0 yrakosky u3 mnenku [IBX ¢
MOKpHITHEM GyMaro# uim 6e3 MOKpHITHS. -

o 4, 8 unu 24 KOHTYpHBIE AYEHKOBBIE YIMAKOBKH BMECTE C MHCTPYKLHUEH M0 MEIULHHCKOMY
MPUMEHEHHIO H COOTBETCTBYOLIMM KOJIUIECTBOM caeToK CIIUPTOBEIX MOMELIAIOT B KAPTOHHYIO
MayKy.

Ha aykKy MOXET OBITH HaHECEHA dTUKETKA KOHTPOJIBHOTO BCKPBITHL.
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CPOK rOJHOCTH
3 ropa.

He MMPHUMCHATH NTOCHAE UCTCYCHHA CpOKa roAHOCTH.

Y CJI0OBUA XPAHEHUSA
IIpu Temrepatype ot 2 no 8 °C. He 3amopaxusaTh

XpaHHTb B HEOOCTYIMHOM AJIsA JeTel MecTe.

YciaoBUA OTITYCKA

OTHycKaroT [0 peuerry.

BJAJIEJEL PETMCTPALIMOHHOI'O YIOCTOBEPEHMA, [MPOU3BOJIUTEJDb H OPIrAHU3ALUA,

NMPHHUMAIOIIAS ITIPETEH3UU [NOTPEBUTEJIEA

000 «IICK ®apma»

FOpuouueckuii adpec

141983, MockoBckas obnacts, r.o. [lybHa, r. JlybHa, yi. [IporpaMMHUCTOB, A. 5, ¢Tp. 1.
Adpec mecma npou3soocmea

MockoBckas 061., r.0. Jlybua, r. Jly6ua, yi. [IporpaMmuctos, 4. 5, ¢Tp. 2.

Ten.: +7(800) 234-16-99.

E-mail: pv@rusbiopharm.ru.

Mewnemxep Mo perucTpanuu
JIEKAPCTBEHHBIX CPEJICTB

000 «IICK ®apma» Kurankuna I1.B.




