COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 08.08.2025 N2 19770

(NOCNEOQCBATENEHOCTE 0004)

NMHCTPYKIIMA
IO MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITIAPATA

CKJIUMOI®
PETACTPAIIMOHHBII HOMEP:
TOPITOBOE HAUMEHOBAHME: Cxmmmon®.
MEXKJIAYHAPOJHOE HENATEHTOBAHHOE WJIUX TI'PYHONIIUPOBOYHOE
HAUMEHOBAHMUME: ¢unaronumon.
JIEKAPCTBEHHAS ®OPMA: kancyJsl.
COCTAB
OaHa kamncyJ/ia COaepsKuT:
Oeticmgyrwuee eewecmso: GuHrONIMMOAa Truapoxiopun — 0,56 mr (B mepecuere Ha
dbunrromumon — 0,50 mr);
ecnomozamenbible gewjecmea. nemnono3a — 43,88 Mr, Turana auokcua — 3,00 Mr, maraus

creapat — 0,56 wmr;

obonouxa xkancyavr — 39,00 Mr (xenmaTtwH, BOJa, HATpHs JAypwiICyab(haT, TUTAaHA TUOKCHI,
KpacHuTellb kKeJle3a OKCUJ KENThIN);

uepnuna yepuvie «TekPrint™ SW-9008» ona nanecenus naonucu na xancyne: MmesaK, STaHO,
U30MPONaHoJ, OyTaHO, MPOMIICHTIINKOJIb, AMMHUAK BOJTHBINA, KPACUTEIb Kelle3a OKCUJT YePHBIA,

KaJIus THIPOKCHI, BOJIA;

vepnuna cunue «TekPrint™ SB-6018» ona nanecenus naonucu Ha xancyne: MeIaK, STaHOIN,
M30MPONAHOJ, OYTaHOJ, MTPOMUICHIJIMKOIb, aMMUaK BOJIHBINA, kpacutenb «FD&C cunmii Ne 2,

ATIOMUHHUEBBII J1aK).

OIIMCAHME
TBepable xKenaTHHOBBIE KarncyJsl (pa3mep 4), Kopiryc 6eoro 1Beta ¢ MapkupoBkoi «F7» cunero
I[BETa, KPBIIIEUKA CBETJIIO-XKEJITOr0 IBETa ¢ MapkupoBKkoil «H» uepHoro nsera. Copepxumoe

KarcyJbl — MOPOIIOK OEJI0TO WIIH IMOYTH OEJI0To I[BeTa.

OAPMAKOTEPAIIEBTUYECKASA TI'PVYIIIIA: WMMyHOAENPECCAHTHI;  CEJIEKTHBHBIE
UMMYHOJETIPECCAHTBHI.

Kox ATX: LO4AA27.
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®APMAKOJOI'MYECKHUE CBOMCTBA

MexaHu3M AeHCTBUSA

OUHTOIMMO MOAYIUPYET perentopsl chuHro3ut-1-dpocdara (S1P-penentopor). @uHTOIUMO
MeTabonu3upyercs CHUHTO3MHKUHA30M 0 aKTHBHOTO Metabonuta guHroammona ¢ocdara. B
HAHOMOJISIPHBIX KOHIIEHTpanmsx ¢uaronmMona ¢ocdar cpsasbiBaercs ¢ S1P-penentopamu Ha
MOBEPXHOCTH JIUM(POLUTOB, OBICTPO MPOHUKAET B LIEHTPaJIbHYI0 HepBHYIO cucremy (LIHC) uepes
remaTodHIehaTnIeCKuil Oapbep U cBs3bIBaeTcs ¢ S1P-penentopamMu Ha MOBEPXHOCTH HEUPOHOB.
Ces3biBasick ¢ S1P-peneniropamu mumdorutos, puaronumosa Gocdar OJIOKHPYET CIIOCOOHOCTH
TUMQOIMTOB TOKUJATh JUM(ATHYECKUe VY37bl, YTO MPUBOAUT K TepepacruperesieHUuIo
TUMQOIMTOB B OpPraHM3Me, MPU STOM HE TMPOWCXOJUT YMEHBIICHUS OOIIEro KOJIWYeCTBA
aumbouutoB. Ilepepacnpenenenre TuMEGOIMTOB NMPUBOAUT K YMEHbBIIECHUIO JTUM(OIUTAPHON
uHpunbtparuun [[HC, B TOM wuyumcne BocmayMTenbHBIMUA KieTkamMu Thl7, yMeHBIIECHUIO
BBIPAXKEHHOCTHU BOCIIAJICHUS U CTEMIEHU MTOBPEXKICHHS HEPBHOM TKaHMU.

HccnenoBanus Ha )KUBOTHBIX U OKCIIEPUMEHTEHI i71 Vitro TIOKa3bIBAIOT, YTO 3P PEeKThI GUHTOIMMOAA
TaKk)ke MOTYT OBITh OOYCJIOBJIICHBI €ro B3auMojciicTBueM c S1P-pementopamMm Ha HEpPBHBIX
KJIETKaX.

®dapMakOAHHAMHKA

B teuenue 4-6 yacoB mociie mepBoro mprema mnpemnapara B 103e 0,5 Mr KonmuecTBO TUMEOINTOB
B KPOBHM CHHW)XKAETCSl MPUONM3UTENBHO 110 75% OT ucxomHoro 3HadeHud. Ilpu umrtensHOM
€XKEITHEeBHOM TMPUMEHEHUH IMpernapaTa KOJIUYECTBO JIMM(OIUTOB MPOJOIKAET CHUXKATHCS B
TEeUEHHUE 2-X HE/IeIb, TOCTUTAasi MUHUMATBHOTO TToKazaTesst S00 KJIeTOK/MKIT I MPUOIU3UTEITHLHO
30% ot ucxogHoro 3HaueHus. Y 18% MmalmeHToB OTMEYaIOCh MO KpailHE Mepe OJHOKpAaTHOE
CHIKEeHHE KonndecTBa tuM@onutoB Huxke 200 ketok/MkI. [Ipu perynspHoM nprueMe mpemnapara
CHIDKEHHOE KOJIMYECTBO JUMQOLUTOB COXpaHAaock. bompmmucTBOo T- u B-nmumdouuTos
HNEPUOANYECKU MTPOXOIUT uepe3 TMM(OUIHbIE OPTaHbl, U UMEHHO 3TH KJIETKH SIBJISIOTCS TIaBHON
MUIIEHBIO s aeicTBus Guaroaumoaa. OmHako okoio 15-20% T-mumbonuToB, SABISIOMIMXCS
3¢ HeKTOpHBIMU KJIETKaMU MaMSATH U UTPAIOIIMMH BaXXHYIO POJIb B Iepu(epunieckoM UMMYHHOM
KOHTpOJIE, HE MPOXOAAT uepe3 JTUMGOUAHBIE OpraHbl U HE MOJBEP)KEHbI BO3JEHCTBHUIO
¢uHTONMMMOa. B TeueHrne HEeCKONBbKUX JIHEH IMOocie MpeKpalleHus mprueMa rnpemnapara B KpoBU
OTMEUaeTCsl TIOBBIIICHHE KoindecTBa TuMporuToB. HopMmanuzainus komudecTBa JTUMQOINTOB
MPOUCXOAUT Yepe3 1-2 Mecsiia mocie npekpanieHus ieueHus. [locTosHHbIN TpueM GUHTOIUMOIa
IPUBOJUT K HEOOJIBIIOMY CHIKEHHMIO KOJMUYECTBa HEUTpOGMIOB, mpuoOan3uTeasHo 10 80% ot

HCXOOHOI'O II0Ka3aTcId. MOHOI_II/ITI:I HC IMMOABCPIKCHDBI BO3I[€I‘/JICTBI/IIO q)HHFOJII/IMO,Z[a.
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UCC (4acTOThI CepJICYHBIX COKPAIICHUIT) U 3aMeIJICHUE aTPUOBEHTPUKYIISIPHON MTPOBOJMMOCTH.
[Ipu srom makcumanbHOoe cHibkeHHe YCC HaOmionaeTcs B TedyeHHE 6 YacoB IOCIE MpHeMa
npenapata, a 70% OTpHULIATEIBLHOTO XPOHOTPOMHOrO 3¢ ¢deKkrTa JocTUraeTcs B TMEPBBIM JIEHb
npumeHenus. YCC Bo3Bpaianach K KCXOJHOW B T€YeHUE | Mecsila peryiasipHOrO MPUMEHEHUS
npernapara.

Cumxenune YCC, BpI3BaHHOE (PUHTOJIMMOIOM, MOKET OBITh KYITHPOBAHO MPUMEHEHHUEM aTPOIHHA
wiM n3onpenanuHa. [lokazano, 4To canbMeTepos, MPUMEHSEMbI HHTATSIIUOHHBIM ITYyTEM, TaKKe
BBI3BIBACT YMEPCHHBIN MOJIOKUTEIBHBIN XPOHOTPOITHBINA (D PEKT.

B Havane mnpuMeHeHHs (UHTONIMMOJA OTMEYaeTCs YBEIMYEHHE 4YHCIa TpeIcepIHbIX
HKCTPACHCTOJI, HE CONPOBOXAAIOLICECS YBEIMUEHHEM YacTOThl (UOPMILISALMU/TPETIeTaHUs
MpeacepIuid, KTy JOUKOBOM apuUTMHEH miH dkTonueil. He oTMedeHo BimsiHUS (PUHTOIMMO1a HA
YMEHbIIIEHNE CepJIeYHOT0 BhIOpOCa.

ABTOHOMHBIE (DYHKITUH Cep/Iia, B TOM YHcie nupkanuanHas BapuadensHocts YCC u peaknus Ha
¢u3nUecKyro Harpy3Ky, He U3MEHSIOTCS 0] BIUSHHEM (PUHTOJIMMOIA.

OnHOKpaTHOE M MHOTOKpAaTHOE pUMEeHeHUe puHTOoIMMOoa B 103ax 0,5 Mr unu 1,25 mr B TeueHue
JIBYX HENENIb HE acCOLMUPOBAJIOCH C OMNPEICNIIEMbIM YBEIWYEHHEM COIMPOTUBISEMOCTU
JIBIXaTeNbHBIX MyTei 1o 3HaueHn0 ODPB; (00beM popcHpPOBAHHOTO BIJIOXA 33 IEPBYIO CEKYH/Y )
U cpenHel o0BbeMHOM ckopocTH Bbioxa Ha ypoBHe 25-75% ot ®XEJI (dhopcupoBannas
KU3HEHHas eMKoCThb Jierkux). OrTMeyasoch, OJHAKO, [0303aBUCUMOE  YBEIUYEHHUE
COIIPOTHUBIIIEMOCTH JIBIXaTEIbHBIX MyTEH MPU OAHOKPATHOM MPUMEHEHUU (PUHTOIMMO/A B 103€
>5 Mr, IpeBBIMIAOIICH peKoMeH1I0BaHHYI0 B 10 pa3. MHOTOKpaTHOE MpuMEHeHne (PUHTOIMMOIa
B go3ax 0,5 mr, 1,25 mMr wmm 5 Mr He accouuupyercs ¢ YMEHBIICHHEM OKCHUTEHAaIWH,
YMEHBIICHHEM caTypallMd KHCJIOpoAa Tpu  (HU3MUECKOW Harpyske WIM YyBEITHYECHUEM
PEaKTUBHOCTH ABIXATEIBHBIX MyTeH K METAaXONUHY. Y TAIMEHTOB, MOJy4aBIIUX (UHTOIMMOJ,
OTMEYaJICd HOPMaIbHBIA OPOHXOMUIISATAIIMOHHBIM OTBET HA MPUMEHEHNE WHTAALNOHHBIX OeTa-
arOHHUCTOB.

[Ipu npuMeHEeHNH y TallMEHTOB C PEMUTTUPYIOIINUM paccesHHbIM ckiiepo3oM (PPC, cpennnii 6amn
no mkaie naanugHoctd EDSS 2,0) dunronumon B 1o3e 0,5 Mr CHIKaI 4acTOTY KIMHHUYECKUX
o0octpenuit 6one3nu Ha 54%. [Ipu npueme npenapara 'y 70% nanueHTOB OTMEYanach CTabUiIbHas
pemuccusi B TeueHue 2-x jer (mo cpaBHeHuo c¢ 45,6% B rpymnme miane0o). OUHTOIUMO
JIOCTOBEPHO CHUXKAJl PHUCK IPOrPECCUPOBAHUS HETPYAOCHOCOOHOCTH. [Ipu mpuMeHeHHH
npernapara JI0CTOBEPHO YBEIMYMBAJIOCH BPEMs 1O HACTYIUIEHHUSA 3-MECSUYHOTO U 6-MECSYHOIO
nepuofa TMOATBEPKICHHOTO MPOTPECCUPOBAHUS HETPYAOCIHOCOOHOCTH (OLIEHHBAEMOTO Kak

MOBBINICHHE OIeHKH 1o mKkase EDSS oT ncxomHBIX Moka3aTeseil) 1Mo CpaBHEHHIO C Iareoo.
3
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¢done neueHust GUHTOIUMOAOM MOJITBEPKAAIOT 3HAYUTEIHHOE CHIDKEHHE aKTMBHOCTHU TEUCHUS
3a0oneBaHus (MHTEHCHBHOCTH BocmanuTenbHoro npouecca B IITHC, pasmepoB u KoiuuyecTBa
0YaroB JIEMHUEIMHU3AINHN).

DapMaKOKHHETHKA

JlanHbple IO (apMaKOKUHETUKE (UHTOIUMOA ObUIM TOIYYEHBI Y 370POBBIX TOOPOBOJIBIIEB, Y
PELMIUEHTOB OYKHU H Y MAIMEHTOB C paccessHHBIM ckiiepo3oM (PC).

dapMaKoIOTHIECKH aKTHBHBIM META00IUTOM siBJIsieTcsl puHTrOoIMMoia docdar.

Bcacviganue

[Ipu npueme BHYTpH BcacwhiBaeTcst >85% no3pl. BcacbiBanue (QUHroamMona HTpPOHCXOIUT
MEIJIEHHO (BpeMsI IOCTH)KEHUSI MAaKCUMaJIbHOW KOHILIEHTPALUHU B IUIa3M€ KPOBH, tmax, 12—16 ).
Kaxymiasics abcontorHasi OMOIOCTYITHOCTh NIPU TIpueMe BHYTph cocTaBisieT 93%. PaBHoBecHas
KOHIIGHTpalUsl B IUIa3M€ KPOBH JOCTHUTAeTCs B TE€UYEHHE 1—2 MecsAlEeB peryyspHOro Inpuema
npenaparta (1 pa3 B cyTku). PaBHOBecHast KoHIIEHTpalus GuHronuMoa npudnusurensHo B 10 pas
BBIIIIE, YEM €0 KOHIIEHTPAIHS [TOCTIe IEPBOTo MpHeMa.

[Ipuem mnumu He BIMAET HA MAaKCUMAIbHYIO KOHUEHTPAUUI0 (Cmax) HWIM SKCIO3ULIUIO
(AUC - mnomazas moa papMaKOKMHETHYECKOW KPUBOM «KOHIIEHTPAIUA-BPEMSD ) (GUHTOIMMO/1A.
Crnax puHTOMIMMOIA hocdara HE3HAUUTETHHO CHIKaNach (Ha 34%), a AUC He meHsmack. [1o aToit
npu4YrHe (PUHTOJIMMO]] MOKHO NPUMEHATH BHE 3aBUCUMOCTH OT BPEMEHHM ITpUeMa MHUIITH.
Pacnpeodenenue

OUHTOIMMO/ 3HAYUTENBHO pacipeaenseTcs B aputpouuTax (ppakuus puHronumosaa B KieTkax
KpoBu 86%). @unroanmonaa gocdar uMeeT MEHbBIIYIO CIIOCOOHOCTh IMPOHUKAThH B KJIETKU KPOBH
(ppaxmus B kierkax kpou <17%). @unroanmon u ¢puxronumosa ¢ocdar B BHICOKOH CTENEHU
CBSI3BIBAIOTCA € OENTKaMH I1a3Mbl KpoBH (>99%).

OUHrONMMMOA B 3HAUUTENBHOM CTENEHH paclpeneisercss B TKaHIX opraHuzMa (o0bem
pacnpenenenus okoio 12004+260 ). OUHTOMMMOA MPOHUKAET B TOJIOBHOW MO3T, YTO OBLIO
[I0Ka3aHO B KIMHHYECKOM HCCIEIOBAaHUM Y 3I0POBBIX T0OpOBOMNBIEB. B uccnenoBanuu y
13 noGporosbiieB ¢ PC, monyuaBmux ¢unromumona B go3e 0,5 Mr B paBHOBECHOM COCTOSTHUH,
KonudecTBO (QuHromuMona (unu ¢uaronumona ¢ocdara) B CEMEHHOM >XHUIKOCTH OBUIO B
10 000 pa3 mensbie npuHsITOM 10361 (0,5 MI).

Memabonusm

Y uyenoBeka OuoTpancopmanusi GUHTOIUMOAA TPOUCXOJUT B PE3yJbTare OOPATHMOTO
cTepeoceneKTUBHOTO (pochopunupoBanus 10 HapMaKoJIOTHUECKH aKTHBHOTO (S)-dHaHTHOMEpPA
¢bunromumona ¢ocdara M 3a CUYET OKUCIUTEIBHOM OMOTpaHChOpMAIMH, TJIABHBIM 00pa3oMm

uzopepmentom CYP4F2 u, BozmoxkHo, npyrumu uzopepmentamu CYP4F, ¢ mocnemyromiei
4
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dbopmupoBanus hapMaKOIOTUIECKN HEAKTUBHBIX HETIOISPHBIX aHAJIOTOB (PHHTOIMMO/IIIEPaAMHUIA.
OcHOBHOI (hepMEeHT, OTBEHAIOIIMH 32 METa00IU3M (PUHTOIMMO/Ia, YACTUYHO UIACHTU(DUIIUPOBAH:
310 MOXeT ObITh CYP4F2 mimm CYP3A4. Ilocne ogHOKpAaTHOTO IprieMa BHYTPh B TTa3Me KPOBH
OTpeAeNsInch (B TeueHue npuoau3uTenbHo 1 mecsia) Hem3MeHeHHbIH ¢uHronumos (23,3%),
¢unromumozna ¢ocdar (10,3%), HeakTHBHBIE MeTa0OAMTHI (M3 — KHCHBIH KapOOKCHIIBHBIN
meTabomut (8,3%), KoHbIoraTel MeTaboIUTOB ¢ epamuaoM M29 (8,9%) u M30 (7,3%)).
Buigeoenue

[TnazmenHbIN KIUpeHe GuHTOIUMOAA 6,34+2,3 11/4, cpeAHUIN KaXyIIUNUCS TTePUOT TTOJTYBBIBEICHUS
(t12) coctaBiser 6-9 nueii. CHUXKEHHE KOHIIEHTpauil puHTomMoa u puHronumosa gocdara B
I1a3Me KpOBU B TEPMHUHAIBHOM CTAIUM MPOUCXOIUT MapasieIbHO, YTO MPUBOAUT K CXOJHOMY
NEPUOAY NOJTyBbIBEICHUS.

[Tocne mpuema BHYTpb 0K0JI0 81% 10361 BHIBOAUTCS MTOYKAMH B BHJIE HEAKTUBHBIX METa0OIUTOB.
Hensmenennbie ¢uuromumon u Quaronumona ¢ochar He BBIBOASATCS TOYKAMHU, HO
00HapyXMBAIOTCS B Kajie (KOTUYECTBO KKI0TO <2,5% oT 103b1). B Teuenue 1 mecsiia BHIBOIUTCS
oKko0J10 89% 10361 Ipenapara.

Juneitnocmo

Konnentpanuu ¢uaromumona u ¢uHromumona ¢ocdara yBEIMUUBAIOTCS MPOMOPIIMOHAIBHO
J103€ MOocJie MHOTOKpaTHOro npuMenenud 0,5 mr wim 1,25 mr 1 pa3 B CyTKH.

VY mnanueHTOB JAETCKOro Bo3pacTa KOHLEHTpanuu ¢(uHronmmmona ¢ocdara yBeTUUYUBACTCS
IIPONOPLUOHAIIBHO J03€ Mocae MHOrokparHoro npumenenus 0,25 mr win 0,5 mr 1 pa3 B cyTKu.
DapmakoKuHemuKa ¢ OmoeabHbIX CAYUAAX

Hapywenue ¢pynkyuu novex

Hapymenne ¢yHKIMM modek (OT JIETKOM M0 TSDKENOW CTEIEeHHM) HE OKa3bIBAIOT BIWSHUSA HA
(bapMakOKUHETUKY (QUHTOIMMOAA U PpUHroIrMMoaa docdara.

Hapywenue ¢pynkyuu neuenu

OpHokpaTHOE MpUMEHEHHE (GUHTONIMMOAA B J03€ 1 MI WM 5 Mr y MaluMeHTOB C HapylIeHUEM
(GYHKIMU TIeUeHH JIETKOH, cpenHell u Tshxenoi cremneneit (kiacc A, B u C nmo xiaccuduxanun
Yaiinn-Ileto) npuBomut k mnosbimeHnto AUC  ¢unrommmona nHa 12%, 44% u 103%
COOTBETCTBEHHO, MPH ATOM BIUAHUSA Ha Cmax HE OTMEUEHO. Y MAlMEHTOB C HapylIeHueM QyHKIHUN
neyeHu Tsokenod creneHu (kimacc C mo kimaccudukammu Yana-I1e10) Cmax GuHTOTMMOIA
docdara cumxkamace Ha 22%, mpu 3ToM 3HaueHHe AUC CylIecTBEHHO HE HM3MEHSJIOCh. Y
MAIMEHTOB C HapyIlleHWeM (YHKIMH MEYCHH JIETKOW U CpedHeil cTemeHer (papmMakOKWHETHKA

¢bunromumona gocdara He OIICHUBAIACH.
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0CTaeTCsl HCU3MEHHBIM, C HApYIICHUEM CPEIHEH U TSHKEION CTENIEH! — YBEITMYHUBACTCS IIPUMEPHO
Ha 50%.

OUHTOIUMO/ HE ClIeAYyeT MPUMEHSTh Y MAllMEHTOB C TSHKEIBIMU HapyLIeHUSIMH (PYyHKIIUY TIeUeHU
(xmacc C no knaccudukanuu Yaitna-I1e10) (cm. paznen «[IpotuBomnokaszanus»). Y MaueHTOB ¢
JETKUMH ¥ YMEPEHHBIMU HApYHICHUSMH (PYHKIMH TE€YeHU (UHTOIMMOJ CIEAyeT HAYMHATH
MPUMEHSTH C OCTOPOKHOCTBIO.

Ilayuenmol maaowe 18 nem

PaBHOBecHast koHLeHTparus puaronmmosa dhocdara cxoxa y B3pOCHbIX U aeTel crapiie 10 ner.
BbezomacHocTh U 3¢ (EKTUBHOCTh IPUMEHEHHS (UHTOMMOMAA Y ManueHToB miamame 10 ner He
U3yYCHA.

Toorcunvie nayuenmol

Knuanueckuii onbIT NpuMeHeHUs (UHTONIMMOJIa Yy TAIlMeHTOB B BO3pacTe crapmie 65 et
OorpaHWueH. Y TAIMeHTOB B Bo3pacte 65 neT u crapuie (UHTOIUMOJ CIEeIyeT MPUMEHSTH C
OCTOPOXKHOCTBIO.

Ilon u smHuveckas NPUHAOIEHCHOCTD

[Ton m STHUYecKas NPUHAIJIEKHOCTh HE OKAa3bIBAlOT KIMHUYECKH 3HAUYMMOTO BIIMSHUS Ha

(bapMakOKUHETUKY (QUHTOIMMOAa U GuHroarMoaa docdara.

INOKA3AHUSA K IPUMEHEHUIO
Pemuttupytomuii paccessuubiii ckiiepo3 (PPC) — y B3pocnbix u gereit crapmie 10 jer ans
YMCHBIICHUA HJaCTOThI KIIMHUYCCKUX O6OCTp€HPII>i 60H€3HI/I n CHUXKXCHUA pUuCKa

IIPOTPECCUPOBAHUS HETPYLOCIIOCOOHOCTH.

IMPOTUBOITIOKA3AHUSA

*  BBIIBJIICHHBIH HIMMYHOIC()UIUTHBINA CUHIPOM;

* TIOBBIIIEHHBIH  PUCK  ONMOPTYHHUCTHYECKUX  MHQPEKIMH, B  TOM  dYHCIEe Y
UMMYHOKOMIIPOMETHPOBAHHBIX MAIIEHTOB (B TOM YHCIIE MOJIYYarOIUX UMMYHOCYIPECCUBHYIO
TEpaluio0 B HACTOsAIIEEe BPeMs WJIM MMMYHOKOMIIPOMETHUPOBAHHBIX 3a CUET HPEIIECTBYIOLIEH
TEpaNun);

* Tskenas WMH(EKIMs B aKTUBHOW (pase, akTUBHas XpoHHUYECKas HWHQEKIus (TernaTur,
TyOepKyes);

*  BbIIBJICHHBIE 3]I0Ka4E€CTBEHHbIE HOBOOOPA30BaHUs B aKTUBHOM (a3e;

*  HapymeHue (QpyHKIUH Me4eHu TsoKenoi crenenu (kiace C no kinaccudukanuu Yaitng-I1s10);
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araka  (THUA), n#ekoMIeHCHpOBaHHasi  CepAEYHas  HEAOCTaTOYHOCTh  (Tpedyrommas
rocuuTanu3anuu), cepaeynas HepocrarouyHocTh III-IV kmacca mo NYHA (New York Heart
Association) 3a mociaegHue 6 MECAIICB;

*  TsDKeNas cepieuHas apuTMus, TpeOyrolas aHTMapUTMUYECKYIO TEpaluio mpernaparamu la
nnu 11 xmacca;

*  aTPUOBEHTPHKYJsIpHas Onokana Turna Moourti Il 2 cTenenu, aTpuoBeHTpUKYIISIpHAs 0JI0KaAa
3 cTeneHu, CUHAPOM CJIA0OCTH CUHYCOBOI'O Y3J1a — IPU OTCYTCTBUH KapAUOCTUMYJISATOPA;

* ucxonaubii uatepan QTc >500 mc;

*  THIEPYYBCTBUTEIBHOCTH K (DMHTOJIMMOJY WIH JTI0O0MY IpYroMy KOMIOHEHTY IpenapaTa;

*  OepeMEeHHOCTb U MEPHOJ] IPYAHOTO BCKAPMIIMBAHUSL.

D¢ heKTUBHOCTE U 6€30MaCHOCTh MPUMEHEHUS PUHTOIUMO/IA Y IeTei 10 10 JeT He yCTaHOBJICHBI.

MEPBI HIPEJOCTOPOKHOCTHU INIPU ITPUMEHEHUN

bpaaunapurmus

B nauane npumeHeHus1 GUHroIMMOa oT™MeuaeTcs npexossiiee cHuxkeHue YCC, koTopoe MOKET
COMPOBOXKAATHCS 3a/IEPKKON aTPUOBEHTPUKYIISIPHOTO MPOBEAECHUS, BKIIOYAs OT/AENbHbBIE CIy4Yan
npexosieii monHoi AB-01mokaapl, pa3penarmencs CIOHTaHHO.

UCC HaunHaeT CHUXaTbCs B T€UeHUE | 4 mocie mepBoro mpuemMa Impernapara, a MaKCUMaJlbHOE
CHIDKEHHE OTMEYaeTcs MPUMEpPHO uepe3 6 4. DTOT mocheo30BbId d(PQeKT coxpaHseTcs Ha
MPOTSHKEHUH TOCIESAYIONNX THEH, XOTs, KaKk MpaBWiIO, B OoJiee JIETKON CTENCHH; B TEUYCHUE
MOCIEAYIONMUX HENlelh OH OOBIYHO CXOAuT Ha HeT. [Ipu mpomomkenuun neueHus cpenuss YCC
BO3BpalaeTCs K UICXOJJHOMY YPOBHIO B TeueHue 1 Mecsna. OgHako y oTaenbHbIX naiuenToB YCC
K KOHIly NEpBOr0 MecsAlla MOXKET HE BEpPHYTbCA K HCXOJHOMY YypoBHIO. Hapymenus
MIPOBOAMMOCTH, KaK MPaBUIIO, ObLIN MPEXOASIIMMU U HE MPOSBIISIIUCH KIMHUYECKH. OOBIYHO OHU
He TpeboBay JICUCHHUS U pa3peliainch B TSUCHUE IEPBHIX 24 1 HA OHE MPUMEHEHUS Iperapara.
[Ipu Heobxomumoctu YCC, cHUXKEHHAS B pe3yIbTaTe MPUMEHEHUs (UHTOIMMOMA, MOXKET OBITh
MOBBIIIEHA 32 CUET MAPEHTEPAIIBHOIO IPUMEHEHHSI AaTPONIMHA WIM U30IPEHAINHA.

Bcem mammentam cinenyetr nposectu OKI' u uameputs A/l 10 Hayana nprema npemnapara u uepes
6 4 mocIe mpreMa MepBOi J03bl. Becex mannueHToB HEOOXOAMMO HAOI0IaTh B TeUeHUE 6 4 Ha
IpeMeT MPU3HAKOB U cUMOTOMOB Opanukapanu, uzmepas YCC u AJl xaxnplii yac. B Teuenue
3TOro 6-4acoBOrO MEpHO/a PEKOMEHIYETCs MPOBOAUTH HEMPEPHIBHBIN (B pealbHOM BPEMEHH)

OKI'-MOHUTOpPUHT.
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[Tpu pa3zBuTUn CUMOTOMOB OpaarapuTMUM Ha (HoHE Teﬁ%;{%%ﬁ'ﬁ-g%@égﬁogﬁ% Ilziai‘.llaTb

COOTBETCTBYIOIIME MEPONPHUATHUS, 00ECTIeUnuTh HAOIIOACHNE MMAIlMeHTa BIUIOTh J0 KYIUPOBaHHS
JTaHHOTO cocTosAHusA. IIpu HEoOXOAMMOCTH JIEKapCTBEHHOW TEpaluu B MEPHOA MOHUTOPHHIA
nocie npuemMa NepBod /103l HEOOXOAMMO MPOAJIUTH HaONIO/IEHUE 110 MEHbLIeH Mepe 10 yTpa
CJIEYIOIIETro THS, M IOBTOPUTH 00CIe0BaHNE, aHAIOTUYHOE HA0JIIOICHHUIO 1TOCIIE IEPBOU JI03BI,
Tocye mpremMa BTopoii 103s! npenapaTta Ckmumon”. Ecnu uepes 6 4 mocre mpueMa TepBoii 103561
YCC HaxoauTcsi HA MUHIMAJIBLHOM YpOBHE (yKa3bIBas Ha TO, 4TO (hapMaKOANHAMHUECKUH AP PEeKT
Ha cepile, BO3MOXKHO, €llle He MPOSIBIIICA B MAaKCHUMAaJbHOW CTENeHH), HaOII0/IeHUE CleayeT
MPOJIMTH €NIe N0 KpaHel mepe Ha 2 4 uiu 110 Tex nop, noka YCC BHOBb He nmoBbeicuTca. Kpome
toro, ecar YCC yepe3 6 4 mocine mpuemMa Inpernapara cocTaBisieT <45 ya/MHUH y B3pOCIHbIX, WIH
<55 yn/muH y nereit crapiue 12 ger, unu <60 yn/mun y aereit ot 10 1o 12 net, uiau npu BriepBble
Bo3HUKIEH AB-Omokane 2 cremenu wim Bbime 1mo manHeiM OKI' depe3 6 4 mocne mpuema
npenapara, win eciar uHTepBal QTc mo OKI' cocraBmger >500 mc, ciemyer OpOBOIHMTH
JIOTIOJTHUTENIbHOE HaOmoieHne (0 KpaHeil Mepe 710 CIEAYIOUIero yTpa Uik J0 TeX IHOop, MoKa
HapylieHuss He paspernarcs). AB-Omokaga 3-if ctenmeHu, korga Obl OHa HM BO3HHKIIA, TaKKe
TpeOyeT MPOBEACHUS POICHHOTO MOHUTOPHUHTA (IO KpaifHEH Mepe 10 CIIETYIONIEro yTpa).

VY nmanueHToB, MONyYaBIINX JIEYeHHE PUHTOJIMMOIOM, 3aPETUCTPUPOBAHBI OUE€Hb PEAKHUE ClIydan
unBepcun 3yona T na OKI'. B cnyyae BbisiBIeHUs nHBepcuu 3yona T HEOOX0IUMO HCKIIIOUUTD
HaJIMYue APYTUX NPU3HAKOB HIIEMUH MHOKapzaa. [Ipu mono3peHMM Ha HIIEMHI0 MHOKapnaa
peKoMeHayeTCsl 00paTUTHCS 32 KOHCYJIbTAlUe K KapIHOJIOTy.

B CBA3M C PUCKOM pa3BUTHs CePhE3HBIX HApyLIEHHWiI pUTMa cepina mpemapatr Ckaumon”® He
CleqyeT TPHUMEHATh Yy TAIMeHTOB C CHHOATPUAIBHON OJIOKaIoi, CHMITOMAaTHYEeCKOU
Opanukapaueld WM TOBTOPHBIMH AIH30/JaMU CHHKOIATBHBIX COCTOSHUW B aHaMHeE3e, C
cymecTBeHHbIM yuyinHeHueM uHTepBana QT (kenckuii mon: QTc >470 mc (crapme 18 mer),
QTc >460 mc (10-18 mer); myxckor mom: QTc >450 mc (crapme 10 nert)). Ilockombky
NEPEHOCUMOCTh BBIPAKECHHON OpaguKapIul MOXKET OBITh CHIDKEHA y MAIMeHTOB C OCTaHOBKOU
CepAlla B aHaMHE3€e, HEKOHTPOJIUPYEMOU apTepUaibHOU TMIIEPTEH3UEN UITU TSKEIIBIM CHHIPOMOM
anHo? BO cHe, npemapaT Ckaumoxa® He ciefyeT NPUMEHATh Y TaKUX MAlMeHTOB. Y TaKux
NAlMEeHTOB TPUMEHEHUE Tpenapara BO3MOXKHO TOJIBKO B CIIy4ae, €CiM MpearonaraeMas mojib3a
IPEBBIIACT NOTEHIMATBHBIN pUCK. [Ipr HEOOXOAMMOCTH MPUMEHEHHS Mpenapara y MalnueHTOB
JTAHHOW KaTErOpUH CIEAYET IIPOBECTU KOHCYJIBTALMIO KapAXOJIOra Mepes HayajaoM Tepanuu JJis
BBIOOpA ONTHMAJIBHOTO MOHUTOPHHIA CEPACUYHON ACSATEIBHOCTH, MO KpaHEW Mmepe 10 yTpa
CJIEIYIOILETO JIHS.

[pumenenne npenapara CkmuMoA® y HAlMEHTOB C ApUTMHUAMM, TPeOYIOIIMMHU JICYEHHS

AHTUAPUTMUYECKUMH CPEACTBAMU KJjiacca la (Hanpumep, XMHUAWH, AU30nupamMua) win kiacca Il
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(HampuMep, aMHOJApOH, COTajoJ), He u3ydaju. Ha %Ré%%@&gg%%ﬁﬁngééxnx

cpeacts kiacca la wnum knacca Il y nanrenToB ¢ Opaaukapauel OTMEYaIiCh CIy4anu MUPYITHOM
taxukapauu. [lockonbky B Havane NMpuUMeHeHHs (uHTOIMMona ormeuaercs cHuxenne YCC,
npenapat CkauMoa® BMECTE C JaHHBIMU JIEKAPCTBEHHBIMU CPEICTBAMU MPUMEHSTH HE Cle/yeT.
OnelT npuMeHenus npenapara Ckmumon® y HalMEHTOB, MONYYAIOIIMX COMYTCTBYIOLIYIO
Tepanuio O6era-apeHo0I0KaTOpaMU, aHTAarOHUCTAMH KaJIBIIMEBBIX KaHAIOB, CHIbKaromuMu YCC
(TakMMH Kak BeparaMuil WIA TUITHA3EM), WIN APYTUMHU MpermapaTaMu, CIIOCOOHBIMH CHIKATh
YCC (mampumep, uBaOpajuWiH, IUTOKCHH, WHTHOWTOPHI XOJWHACTEPA3bl WM IMUJIOKAPIUH),
orpannyeH. [lockonbky B Hadasie mnpuMeHeHus ¢uHromumona YCC Takke CHIDKAeTcs,
TpUMEHEHHE Ha3BaHHAIX IIPENApaToB B Hayale jedeHus npenaparoM CKIMMOA"® MOKET IIPUBECTH
K TsDKeJIou Opanukapanu u AB-6mokaze. B cBs3u ¢ TOTEHIIMATHHBIM JOTIOJTHUTEIHHBIM BIUSIHAEM
Ha YCC npemapar Ckiumon® He clelyeT HA4YMHATH NPUMEHATH y TMAIMEHTOB, KOTOpHIE
OTHOBPEMEHHO TIPUHMMAIOT JaHHbIE Tpenapathl. Ilpumenenue npenapara Cxkaumoa® y Takux
MAalMEeHTOB CJIEAYyeT paccMaTpUBaTh JIMIb B CIydyae, €CJIM MperoiaracMas Mmojib3a MpeBbIIIaeT
NoTeHIMaIbHbIe pucku. Eciu paccMatrpuBaeTcst BOpoc o MPUMEHEHUH MTpenapara, To 10 Havyalia
€ro MPUMEHEHUs CleyeT 0OpaTUThCS 3a KOHCYJbTalMel K KapAHOJIOTy OTHOCUTENBHO MepeBo/ia
MalyveHTa Ha JIeKapcTBeHHbIE mpemnaparbl, He cHikatromue YCC. Ecnu ormena mnpenapara,
camkaromero YCC, HEeBO3MOXHA, CIEIyeT OOpaTUThCA 3a KOHCYJbTallMeH K KapAHuOoJIoTy
OTHOCUTEIILHO OTIPEJICNICHUsT HaJIJICKAIIero HAOMIOIEHUs TTOCIe TIEPBOM 03B, PEKOMEHYeTCs
MPOJITIEHHOE HAOII0/IEHUE 110 KpaiHel Mepe 70 cieayromero yTpa. [Ipu Bo300HOBIEHUY Teparuu
npenapatom Cxmumon”® sausaue Ha UCC M aTpHOBEHTPHKYISAPHYIO MPOBOAMMOCTH MOXKET
MPOSIBUTHCS BHOBb B 3aBUCHUMOCTHU OT JUIMTEIIBHOCTU TMPEIIIECTBYIOUIEH Tepanuu U BPEMEHHU
MpEepbIBaHUS TEPAIIUH.

Habmonenue, kak u nocjie npuema rnepBoit 103, HEOOX0IUMO B CiIyyae MpepbIBaHUs Teparuu:

- Ha | 1eHp u OoJsiee B T€UEHUE MEPBBIX 2-X HEENb TepPaIliH;

- OoJiee ueM Ha 7 IHEH Ha 3-i vM 4-1 Helelle JICUCHHUS;

- Oosiee ueM Ha 2 HEAETH MOCIIE TOT0, KaK JIeUeHHe MPOA0IDKAIOCh Oojiee MecsIa.

Ecnu neuenue mpepbiBaeTcss Ha Oojiee KOPOTKUIM MPOMEXKYTOK BPEMEHH, YeM YKa3aHO BBHIIIIE,
JiedeHue clieyeT IpoAO0KaTh CO CeyIOUel 3ariaHupOBaHHOM 103bI.

HNurtepBan QT

[Ipu npumenenun GuHTONTMMOMAA B 033X 1,25 MT win 2,5 Mr 1Mocie TOCTHKEHUS PaBHOBECHOTO
COCTOSIHUSI, HO KOTJIa elle HaOJI0/1ajJI0Cch OTpUIAaTeNIbHOE XPOHOTPOITHOE JIEHCTBUE, OTMEUaIoch
ymmaerne narepBaia QTcl (ckoppektupoBanubiii naTepBan QT mo yactore myiabca Ha OCHOBE
JAHHBIX KOHKPETHOTO MAallMEeHTa) MO CPABHEHUIO C HM3HAYaJIbHBIM IOKA3aTeleM 10 BEpXHEH

rpaauilsl 90% AU <13,0 mc. He BbIsIBIEHO 3aBUCUMOCTH BO3HUKHOBEHUS YAJIMHEHHS] MHTEpBaIa
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QTecl ot 10361 MpenapaTa u AIUTEITbHOCTH TEPATIUH., HOBh%EH%ET“oEEHEE%&T&KH&%HM

mmnabl uHTepBana QTcl or HOpMbl (OLIGHMBAaEMBIX IO AOCOTIOTHBIM HIIM TPOLEHTHBIM
W3MEHEHHUSM OTHOCHUTEIHHO WCXOJIHBIX 3HaueHW) Ha (oHe npuMeHeHHs! (UHTOIMMOJA HE
oOHapyxeHo. KnmnHudeckoe 3HaueHUE TOMyUYEHHBIX JaHHBIX HEU3BECTHO. B nccienoBaHusx npu
PC knuHMYeckn 3HauyuMbIX 3¢ (dekToB Ha umHY HHTepBasia QTc HE oTMeYaloch, OIHAKO
MAlKUEHTHI C pUCKOM Yy IHEeHUs: uHTepBaia QT B KIMHUYECKUE UCCIEA0OBaHUS HE BKIIOYAIUCH.
VY manueHToB co 3HAYUMBIMH (PaKTOpaMU PUCKA, HATPUMEP C TUITOKATHEMUEH WITH BPOKIECHHBIM
yanuHennem wuHtepBaia QT, criemyer u3beraTh NpUMEHEHHUs JEKAapCTBEHHBIX IPENapaTos,
CIOCOOHBIX YTHHATE HHTEpBaT QTC.

HNMMmyHoOCynpeccHBHOE JeiicTBHE

DUHTOJMMOJ, OKa3blBAa€T MMMYHOCYIPECCUBHOE JEUCTBUE, B PE3YJIbTATE YEro y MAlUEHTOB
BO3pacTaeT pUcK MHGEKUUH (B TOM YHCIIE€ ONMNOPTYHHUCTUUYECKMX HMH(OEKIH, KOTOpbIE MOTYT
MPUBOJIUTH K CMEPTH) U PUCK PA3BUTHUS TUM(POM U IPYTUX 3JI0KaYECTBEHHBIX HOBOOOPA30BAHMUIA,
B OCOOCHHOCTH KOXXHBIX. CleyeT TIIaTeJbHO HaOII0AaTh MAalMeHTa, 0COOCHHO MPU HAIUYHH
COMYTCTBYIOIIUX 3a0ojeBaHWil wiu  (AKTOpPOB pPHCKA, HAMpPUMEpP MPEAIECTBYOMIEH
MMMYHOCYTIpeCCUBHOM Tepanuu. [Ipm momo3peHun Ha TOAOOHBIM PHUCK Bpady CIEIyeT B
WHAUBUAYAIBHOM MOPSAKE PACCMOTPETH BONIPOC 00 OTMEHE TEPAIUU.

HNudexunun

KiroueBbiM (apMakoanHaMuuecKuM 3G (GEKTOM Mpenapara sBiseTcs 10303aBUCHMOE CHIDKEHHE
KoruecTBa TuMponuToB B nepudepudeckoit kpou a0 20-30% OT UX UCXOJHOTO KOJIMYECTBa,
00yCIIOBICHHOE O0PAaTUMBIM MepepacipeaeIeHueM TUMGOIUTOB B TUMQPOUTHBIX TKAHSX.

[lepen HayaioM Tepanuu NpenapaToM cieayeT HOoMyUnuTh pe3yIbTaT O0IEKITNHUYECKOr0 aHan3a
KPOBU C JICHKOLIMTAPHON (HOPMYJIOH, BBITIOJHEHHOTO HA MPOTSKEHUHU TOCICIHUX 6 MECSIEeB,
NpEAIIECTBYIOMMX Hayaldly Tepalnuu, WIA TOocAe OTMEHbl NPEAIIEeCTBYIOMIEH Teparuu.
OOIeKITMHUYECKUI aHAlIM3 KPOBU TAaK)Ke PEKOMEH]IyeTCs TIEPUOIUYECKH MTPOBOAUTH BO BpeMs
Teparnuu, yepe3 3 Mecsla U 3aTeM 10 KpaliHel Mepe | pa3 B roJ1, a Take Npu HATMYUK MPU3HAKOB
nHdexmn. [Ipyu moaTBepKIeHHOM a6COMIOTHOM KonmudecTBe numMdoruTos <0,2x10°/1 npenapar
cienyeT OTMEHHTh JI0 TeX MOp, MOKa JaHHBIM IOKa3aTelb HE BOCCTAHOBUTCS, TaK Kak B
KIIMHUYECKUX HCCICOBAaHUAX VY TAIMEHTOB C aOCONIOTHBIM KOJMYECTBOM JUMQOINTOB
<0,2x10°/1 Tepanuio GUHTOTMMOIOM MPEKPAIIAIIH.

VY manueHTOB C TSDKEIbIM aKTHBHBIM HH(MEKIIMOHHBIM 3a00J€BaHHEM HEOO0XOAMMO OTJIOKHUTH
HAY4aJIo JIEUYEHUs IPENapaToM A0 Pa3pELICHUs JaHHOTO COCTOSHHUSI.

Jlo Hauyanma nmpuMeHeHus npemapata CKiuMmon® y TAIMEHTOB CleAyeT OLEHHTh UMMYHHUTET K
BeTpsiHOM ocrie. [lanMeHToB, HE WMEIOUMX B aHaMHE3€ JTOKYMEHTAJIbHO MOATBEPIKICHHBIX

JaHHBIX O TNEPEHECEHHOW BETPSHOM OCre WM MOJHOr0 Kypca BaKIMHAIMKM TMPOTHUB BHpYycCa
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Varicella zoster (VZV), 10 Havana Tepanuu CICIYET dgﬂﬂéngﬁa]rg Fﬂ'ﬁ;{ %ﬂhﬁéﬁry&:ﬁ%}%én K

VZV. B cinydae OTCyTCTBUS AaHTUTEI K BUPYCY VZV ciienyeT NpOBECTH MOIHBIA KypC BaKLIMHALIUU
JI0 Hayana Tepanuu npemnaparoMm. [Ipu 3ToM Hayano JieueHUs MpenapaToM CIeAyeT OTIOXKUTh
MUHUMYM Ha | Mecsll AJig pa3BUTHUS IOJHOTO UMMYHHOTO OTBETa Ha BaKIIMHALIUIO.

B pesynbTate Bo3zeiicTBus npenapara CkauMoa® Ha MMMYHHYIO CHCTEMY MOKET yBEIHIUBAThCS
PHUCK pa3BUTHS WH(GEKIHIA, B TOM YHCIIE OMMOPTYHUCTHYECKUX. Bo BpeMs JieueHus MpenapaTom
Cximumon® y TAlMEHTOB ¢ CUMIITOMAaMH MH(EKIIMOHHOTO IIpoIecca HEOOXOAMMO MPOBOIUTH
3¢ peKxTUBHBIE AMATHOCTUYECKUE U TEPANIeBTHUECKUE MEPOIIPHUSITHSL.

[Ipu oneHkKe COCTOSHHS MAllMEeHTa C MOAO3PEHUEM Ha MH(OEKIHNIO, KOTOpas MOKET OKa3aThCs
CEPbE3HOM, CIEAYET PACCMOTPETH BOIIPOC O €r0 HAIPABJICHUH K Bpady, UMEIOIIEMY OIIbIT JICUEHUS
nHdekuuii. [TanuenTos, HoTyJamux npenapat CKIMMoa", He0OX0AMMO MPEXYIPERIATH O TOM,
YTOOBI B Ciy4yae MOSIBICHUS] CUMITOMOB MH(EKIMH BO BpeMs JeUeHUs, OHU COOOIIaIn O HUX
CBOEMY Bpauy.

[Ipu pa3BuTHM cepbe3HBIX MHPEKINI HEOOXOIMMO PAacCMOTPETh BOIIPOC O BPEMEHHON OTMEHE
npenapara Cknumon”. Bo3o6HOBIATE nedenue npenapatoM CKIMMOA® cleayeT TOMBKO MOCHe
OLICHKH COOTHOIICHHUS MOJIb3bI U PUCKA.

B mocrtpeructpalilioHHOM Mepuojie OTMEUEHBI CIy4au Pa3BUTHS KPUIITOKOKKOBOTO MEHUHIMTA
(rpuOkoBast HHQEKIUsI), HTHOT/AA C JICTATHHBIM UCXOJOM, MOCNe 2-3 JeT JIeYCHHs TpernapaTrom,
OJIHAKO TOYHAs CBS3b C JUIMTEIHHOCTHIO TE€palHuu He ycTaHOBJeHa. [Ipu pa3BUTUM CHUMIITOMOB,
MO3BOJIIONINX 3aO0JO3PUTh PAa3BUTHE JTAaHHOTO COCTOSIHHS (HAampumep, TOJOBHOW Oouw,
COMPOBOXKAAIOUIEHCS TCUXUYECKUMHU HApYIICHUSIMH, TaKMMH KaK CIIyTaHHOCTb CO3HaHMS,
TAUTIOUWHAIIMN ~ W/WIUW  WU3MEHEHHE JIMYHOCTH), CIeAyeT He3aMeIJUTEeNIbHO IPOBECTH
COOTBETCTBYIOIIME JHUAarHOCTUYEeCKHue MepornpusaTus. [Ipu moaTBep)kIeHUU OuarHosa cledayer
BPEMEHHO OTMEHUTh (HHTOJIMMOJ W HayaTh COOTBETCTBYIOIIee JeueHue. Ecimm Tepamnuio
¢dbuHTOIMMOI0M TpeOyeTcss BO30OHOBUTH, CIIEIyEeT MPOBECTH KOHCYIBTALMIO C BpadyaMH Pa3HbIX
CIEIUATLHOCTEH (B YaCTHOCTH, CO CIICIIMAIUCTOM 1O MH(PEKIIMOHHBIM OOJIE3HSIM).

B noctperucrpaniMOHHOM TE€pUOAE OTMEUEHBl CIIy4ald pPa3BUTUS IPOrpeccUpyromei
MynbTU(OKaTBHOU JelikodHIepanonatuu (IIMJI). TIMJI — onmopryHrcTHYECKOE MHPEKIIMOHHOE
3a0osieBanue, BbI3BaHHOE JC-BUPYCOM, C BO3MOXKHBIM JIETaIbHBIM HCXOJOM WU TSDKETOM
nHBanuau3anueii. Cmydan [IMJI Obuth OTMEUYEHBI TIpUMEPHO depe3 2-3 Toja NMPUMEHEHUS
dbuHTOIMMOa B Ka4yeCTBE MOHOTEpANuu y MAIMEHTOB, paHee HEe MOJMydYaBIIUX HaTaau3ymao.
HecmoTpss Ha mNOBBIIIEHHE TMPEANONIAraeéMoro pucka Ha (OHE COBOKYIHOTO KOJMYECTBA,
IPUHIATOTO CO BPEMEHEM Iperapara, B3aUMOCBS3b C JJIUTEIbHOCTHIO TEPallUd B TOYHOCTHU

HCHU3BCCTHA.
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MOJYYaBIIUX TEPANUIO HATAIN3yMaOOM, Il KOTOPOTo y>Ke U3BecTHa CBs3b ¢ [IMJL.

Pazsurtue [IMJI Bo3MOxHO TosbKO npu nHGuUIMposanuu JC-supycom. Ilpu npoBenenun anainmusa
Ha Haimumuue JC-BHpyca HEOOXOAMMO YYHMTHIBATh, YTO BIMSHHE JUMQOINEHWHM HA TOYHOCTH
pe3yJbTaTOB TECTHUPOBAaHWA Ha Haimuuue aHturen K JC-BUpYyCy y MallMeHTOB, IMOJYYaBLIUX
¢uHrOMIMMO/, HE N3y4anaock. CTOMT OTMETHTD TAK)KE, YTO OTPULIATENBHBIN pe3yIbTaT aHAI3a Ha
Hannuue JC-Bupyca He MCKIII0YaeT BO3MOXKHOCTU HHUIMpoBaHus JC-BUPYCOM B IOCIIEIYIOLIEM.
[lepen npumeHnenuemM GpuHroaMMoaa HEOOXOAUMO, KaK MpaBUIIo, HE paHee, 4eM 3a 3 mecsia 10
Havana Ttepanuu, npoBecth MPT-uccnenopanue. Ilpu mnpoBenennn mmaHoBeix MPT-
UCCIIEIOBaHUN (YacTOTa KOTOPBIX OMpEeAeseTcs HAMOHAJBHBIMH PEKOMEHIAIUSAMHE), YacTOTa
KOTOPBIX OIPEAEIAETCS CTaHAapTaMu IMarHOCTUKY U KOHTpoJis TeueHus PC, cienayer coxpaHsaTh
HAaCTOPO’KEHHOCTh B OTHOUIEHWHM JAHHBIX, KOTOpbIEe MO3BOJISIIOT 3amono3puth [IMJI. Takum
obpazom, mpoBemenne MPT MOXHO paccmaTpwBaTh KakK  dJIEMEHT  IOBBIIICHHOU
HACTOPOKEHHOCTH y MALMEHTOB C BBICOKUM puckoM passutus [IMJI. IIpu nono3pennn Ha IIMJI
ClIelyeT HEMEAJIEHHO MTPOBECTU AuarHocTuueckyto MPT v mpruocTaHOBUTH JIEUEHHE IIPENapaToM
Cxaumon® no uckioueHus auaruoza [TMJL.

N3menenus Ha MPT, xapakrepusie s [IMJI, MOryT mHpoOsIBISITECA paHbIIE€ KIMHUYECKUX
MPU3HAKOB WJIM CUMIITOMOB. Y MAallMEHTOB, MOJYYaBIIUX JEKAPCTBEHHBIE MPENapaThl 1Mo MOBOIY
PC, nns xotopeix yctaHoBieHa cBs3b ¢ I[IMJI, Bkitoyast ¢uHronumon, HaOMOJAINCH CIy4Yau
I[IMJI, nuarHocTHpOoBaHHBIE Ha OCHOBaHMM NaHHbIX MPT, a Takke Ha OCHOBAaHUM BBISIBJICHUS
JIHK JC-Bupyca B 1epeOpoCMHATBHOMN KUIKOCTH MPU OTCYTCTBUU KIIMHUYECKUX TTPU3HAKOB HUITH
CUMIITOMOB, XapakTepHbIx 1 [IMIL.

BriBenenue ¢uHronuMona mocie NpeKpalieHus JICYEHUS MOXKET MPOUCXOAUTH B TEUEHHUE 2
MECSIIEB, MTO3TOMY B 3TOT NEPHUOJ HEOOXOJUMO COXPaHATh HACTOPOKEHHOCTh B OTHOIIECHUU
pazButuss uHpeknuii. [lanueHTOoB cregyeT MPOUHCTPYKTUPOBATH O  HEOOXOIHMMOCTH
He3aMeUTMTEIBHO COO0IaTh Bpauy 000 BCEX CUMIITOMAaX MH(EKIUN B TEUEHUE 2 MECALIEB TOCIIEe
OTMEHBI (PUHTOJIUMO/IA.

B mocrtpeructpanilnoHHOM mepHoJe NpUMEHEHus (uHromuMmona HaOMIONAINCh —Cllydau
MH(OUIUPOBaHUSA BUPYCOM ManuuioMbl 4enoBeka (BITY), Bkirouas nmamuiuiomMy, AMCILIA3HUIO,
oopomaBku u BIIU-accommupoBanHblli pak. B cBs3u ¢ TeM, uyto ¢uHTOIMMOA oOIamaer
MMMYHOCYIIPECCUBHEIM  JIeHiCTBHEM, Tepe] HauyaloM Tepamuu TpemapatoM Ckmmmon®,
HEOOXOAMMO PacCMOTPETh BOMPOC O BakiuHanuu npoTuB BITY ¢ ydeToM pekoMeHmanuii mo
BaKIMHaUWHU. Takke peKOMEHIyeTCs MPOBOAUTH OHKOJIOTMYECKUI CKPUHUHT, BKJIIOYasi Ma30K 110
[Tananukonay, B COOTBETCTBUM CO CTaHJapTaMU OKa3aHUs MEAMIIMHCKON TOMOIIIH.

MakyaspHbIil 0TeK
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[Tockonpky Ha (oHEe Tepanuu (UHTOIUMOAOM B pexo%‘gﬁblgﬁgﬁi;ﬁgggbk&g%—%g&fgéﬁm]a

OTMEYaJIOCh Pa3BUTHE OTEKa MaKyJbl ¢/0e3 KIMHUYECKMX CHMIITOMOB NPEUMYIIECTBEHHO B
nepBbie 3—4 Mecsia JeUYeHUs,, PEeKOMEHAYETCS MPOBOIUTH O(PTAIBLMOJIOIHYECKOe 00ceI0BaHue
yepe3 3—4 mecsna nocie Havana Tepanuu. [Ipy BeIABIEHNH y NAlMEHTOB HApYLUIEHUM 3peHMsI Ha
doHe mpuMeHEeHHUs mpernapara HEOOXOAMMO IMPOBECTH OCMOTpP TJa3HOTO JHA, B TOM YHCIIE
MaKyJIsIpHOM obnacTu.

VYV nanueHToB C yBEUTOM B aHAaMHE3€, a TaKXK€ Yy MAIMEHTOB C COMYTCTBYIOIIMM CaxXapHbIM
nuabeToM OTMEYaeTcs MOBBIIICHHBIH PHUCK pa3BUTHS MaKyJIspHOro oteka. Ilockonbky
NpUMEHEeHHEe IMpenapata y mnauueHToB ¢ PC W COMyTCTBYIOIIMM CaxapHbIM JMa0eTOM He
U3y4anoch, y MAIMEHTOB C CaXapHbIM IuabeTOM HIIM YBEUTOM B aHaAMHE3€ PEKOMEHIyeTcs
IPOBOIUTH O(TANTBMOJIOTHYECKOE OOCIICIOBaHUE /10 Hayalda M BO BPEMs TEpaluu MpernapaTrom
Cxaumon®.

[ocneacTsus MpoAOMKeHUs Teparmuu npenapatoM CkiauMon® y HalMEHTOB C MAKYJSPHBIM
OTEKOM He M3yuany. B ciyuae pa3BuTHs OTeka MaKyJIbl Jedenue npenaparoM CxauMon” caemyeT
NPEeKpaTuTh. PHUCK pa3BUTHS TMOBTOPHOTO OTEKa MAaKyJbl TMpPU BO30OHOBJICHHUU TEpaIrud
npenaparoM Cknumozn® He usydancs. PelieHue o BO30OHOBJIEHMH Teparyy M0CJIE Pa3pelIeHUs
MaKyJISIpHOTO OTEKa CIeAyeT MIPUHUMATh C YYETOM MNOTCHIMAIIBHOM MOJIb3bl M PUCKA, CBA3aHHBIX
C IPUMEHEHHUEM TIpernapara y KOHKPETHOTO MMallEHTa.

Hapymenune ¢pyHkuuu neyeHu

VY nauuentoB ¢ PC, mosmydaBmux (UHTOIMMOJ, OTMEYAINUCh CIydyau IMOBBIIIEHUS aKTUBHOCTU
«TEYCHOYHBIX» (EPMEHTOB, B OCOOCHHOCTH ajmaHmHamuHOTpaHchepasbsl (AJIT), a Takke
ramma - rirytamuntpancepassl (I'TT) u acmapraramunotpancdepassl (ACT). B kimHHUECKUX
uccnenoBaHusX nosbienue aktuBHOCTH AJIT 1o yposust 3XBI'H (BepxHsist rpaHH1ia HOPMBI) WIIH
BbIllIe oTMeyanoch y 8,0% MmanueHToB, moiay4yaBmux (uHroaumon B gosze 0,5 Mr, u jguib y
1,9% nanuentoB, nonyyaBmmx ruianebo. Iloeeimenne no0 ypoBHs S5XBI'H ormeuanocs y
1,8% mamuenToB, nmoxy4yaBmux GuaronmuMon, Uy 0,9% mnamueHToB, moidydyaBmuX Iuianebo. B
KIIMHUYECKUX UCCIICIOBAHUSIX (PUHTOIMMOJ OTMEHSUIH, eclii akTUBHOCTh AJIT moBsImanace 10
ypoBHs >5XBI'H. Ilpu B0300HOBICHHH Tepanuu (UHTOJIMMOIOM aKTHUBHOCTh «IICUCHOYHBIX)
aMUHOTpaHc(epa3 y HEKOTOPHIX MallMEeHTOB MOBBIIIAJIACh CHOBA, YTO TOBOPHUT B IMOJIb3Y CBSI3U
JTAHHOTO SIBICHUS C TIpUMEHEHUEM (pHHTOIMMOIa. B KIIMHUYECKUX MCCIIEOBAHUSIX TOBBIIIICHHIE
AaKTUBHOCTH aMUHOTpaHC(epa3 MOIJIO BO3HHUKATH B JIIOOOE BpeMs B XOJ€ JICUCHHs, OJJHAKO B
OOJILITMHCTBE CIIy4acB OHO BO3HHMKAJIO B TepBbie 12 mecsieB. Hopmanuzanus aKTUBHOCTH
«TIEYEHOYHBIX» aMHHOTpaHc(epa3 B CHIBOPOTKE KPOBU MPOUCXOAWTIA MPUOIH3UTENILHO Yepe3

2 MecsIa mociie OTMEHbI (PUHTOIUMO/IA.
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[Mpumenenne mpemaparta CKIMMOA® Y TMAIMECHIOB C Hé%ﬁ%%?&@ﬁﬁ%ﬁ&ﬁh%émﬁ
p penap y

CTETIEHH Ha MOMEHT Havana tepanuu (xnacc C mno xinaccuduxammu Yaitng-Ileo) He
nccnenoBanock. [lpumenenue npenapara CKIuMoa® y TaKuX NalMeHTOB IPOTUBONOKA3aHO.
[TockonbKy (UHTrOIMMO/] OKa3bIBA€T UMMYHOCYIIPECCUBHOE JI€HCTBHE, Y MALIUEHTOB C AKTUBHBIM
BHUPYCHBIM I€lIaTUTOM HA4ajio TEPANHHU CIELYET OTJIOKHUTD 1O Pa3pPEIECHUs JaHHOTO COCTOSTHHUS.
PekoMeHI0BaH KOHTpPOJIb AKTUBHOCTH «II€YEHOYHBIX» TpaHCAMMHA3 W  KOHLEHTpalHUH
OunupyOuHA Ha TMPOTSHKEHUM 6 MECsIeB, MPEIIISCTBYIOUIMX Hadaly Tepanuu IpernapaTrom,
NEPUOANYECKUA KOHTPOJIb BO BPEMs TEpAllMM U B TE€YEHHE 2 MECALEB IOCIE IMPEKpalleHUs
npuemMa npenaparta. IIpy  OTCYTCTBUM KIMHHYECKHMX IPOSABICHUN IOPAKEHUS IICUYECHU
OIpeEeNIEHNE AKTUBHOCTHU «I1€YEHOYHBIX» TPaHCAMUHA3 PEKOMEHJ0BAHO NPOBOUTL B 1, 3, 6,9 1
12 mecaupl JnedeHHss W jganee Nepuoaudecku. IloBbIIEHME AKTUBHOCTH «IE€YEHOYHBIX)»
TpancamuHaz >5xBI'H TpeOyer Oosiee 4acTOoro HCCIENOBaHMS «IEUYEHOYHBIX» (PEPMEHTOB,
BKJIFOYAs OTPECIICHHE KOHIICHTPAIUM OMIMpPYOrHA U aKTUBHOCTH IIejI0ouHOM docdaTasbl. [Ipu
MOBTOPHOM MOJTBEPKICHUH JaHHOTO pe3yJibTaTra (aKTUBHOCTH MEUEHOYHBIX aMMHOTpaHcdepas
>5xBI'H) npenapar Cknumon® cieayeT OTMEHHTh M BO30OHOBUTH TEPANMIO TOIBKO MOCIIE TOTO,
KaK aKTUBHOCTb MIEYCHOYHBIX aMUHOTpaHCc(epas BEpHETCS K HOPME.

Crnenyer HaOMIOAATh 32 MAUEHTAMH HA MIPEIMET HAJIUYUS MPU3HAKOB U CUMIITOMOB MOPAXKECHUS
neyeHu. Y MalueHTOB, KOTOpPhIe COOOIIAI0T O CUMITOMAaxX, TAaKUX KaK TOIIHOTAa HEM3BECTHOM
3THOJIOTUH, PBOTA, 0OJIb B KHUBOTE, TUCKOM(OPT B MpaBoM 1oipedepbe, BHOBb BBISBICHHAS UM
YCUJIMBAIOILASCS MOBBILIEHHAs YTOMJISIEMOCTh, aHOPEKCHUS, JKEJITyXa W/WIM TEMHBIM L[BET MOYH,
KOTOpPbIE MOTYT YKa3bIBaTh Ha MOpPa)KEHUE NEUYEHHU, HEOOXOIMMO HEMEJIEHHO NPOBECTH aHAIIN3
AKTUBHOCTH «IICUYEHOYHBIX» TPAaHCAMUHA3 W NPOBEPUTH YpPOBeHb OunmpyOuHa. [Ipu Hammumm
KJIMHUYECKUX IPOSBICHUM, COMPOBOKIAOIINXCS NOBbIIIEHHEM akTUBHOCTH AJIT B Tpu pasa u
YpOBHsI 0011eT0 OMITMpyOrHA B CBIBOPOTKE KPOBH B JIBa pa3a BbILIE HOPMBI, JICUEHHUE ITPENapaToM
ClIeflyeT IpeKpaTUTh. JleueHue He cieqyeT BO30OHOBIIATH 10 TEX MOP, TOKa He OyIeT onpeaeeHa
Jpyrasi Ipu4YrHa NPU3HAKOB U CUMIITOMOB MOpa)kKeHUs 1eueHU. [Ipu BBIIBICHUM 3HAUUTEIBHOTO
NOpa)KeHUs TIeUeHH (HampuMep, aKTUBHOCTh MEYEHOUYHBIX amMuHOTpaHchepas >5xBI'H w/umm
IIOBBIIIEHUE YPOBHS OWIMpyOMHA B CHIBOPOTKE KpOBM) JIEYEHHE MIPENaparoM Cleayer
peKpaTuTh. Pemienne o BO300HOBIIEHUH JIEUE€HUs OyA€T 3aBUCETh OT TOTO, ONPEIENIEHA JIU Ipyras
NPUYMHA TOPAKEHUS MEYCHM, a TAK)KE OT COOTHOIIEHUS MEXAY IOJb30H OT BO30OHOBIICHHS
JICYCHHSI U PUCKOM ITOBTOPHOTO Pa3BUTHS HAPYIICHUS (PYHKIMU TTEYCHH.

Het naHHBIX, yKa3bIBaIOIIKMX HA TO, YTO y MAI[MEHTOB C y’K€ UMEIOLIMMCS 3a00J€BaHUEM TIEUCHH,
HOJIYYaroIuX (PUHIOJIMMO/I, PUCK MOBBIIIEHUS NOKa3aTenel (yHKIMK IIeueHH yBeandeH. TeM He
MeHee, y MAIEeHTOB, B aHaMHe3€ y KOTOPhIX UMEEeTCs TsDKenoe 3a00eBaHKue IEYeHH, Mperapar

Cxumon® ceryeT NPUMEHSTh ¢ OCTOPOKHOCTBIO.
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LG NEQOBATENBHOCTE 0004)

|
Binsinne Ha pe3yJIbTaThl CEPOJIOTNYECKOr0 HCCIe/I0B

[lockonbky  (UHTONMMMON  CHHMJKAET  KOJMYECTBO  JUM(POIMTOB B  KpoBU  (IyTem
nepepacnpeieeHusl UX BO BTOPHYHBIX JUM(OUAHBIX OpraHax), KOJUYECTBO JUM(OLUTOB B
nepudepruyeckoil KpOBU HE MOKET ObITh HCIOJIb30BAHO JIJISI OLIEHKH KOJHMYECTBA Pa3IMYHbIX
BUJIOB JUMQOLUTOB Yy MAlMEHTOB, MOJYYAOMIUX (PUHrONMMOA. Y MNAIMEHTOB, MOJIYYarolInX
(GUHrOMUMO, Ui OIpEeNieHUs] KOJMYECTBAa MOHOHYKJIeapoB TpeOyercss 3abop OOibIIMX
00BEMOB KPOBH (BCJIEICTBUE CHIDKEHUS YUCIIA IIUPKYIUPYIOIIHUX TUMQPOIIUTOB).

Bunsinne Ha apTepuaibHOe NaBJIeHUE

[TaniueHTBl ¢ HEKOHTPOJIMPYEMON apTEepHAIIbHOW THUIIEPTEH3MEH HE OBUIM BKJIIOYEHBI B
JIOPETUCTPAIIMOHHbIE KIMHUYECKHE MCCIEA0BaHUs, IOATOMY B Cllydyae NMPUMEHEHMs Ipernapara
Cxmumon® y mNalMeHTOB C HEKOHTPONMPYEMOHl apTepuanbHO# rumepTensueil TpeOyercs
co0iro1aTh 0COOYI0 OCTOPOKHOCTD.

B knuHMueckux wuccrnenoBaHusix y mnanueHToB ¢ PC cpenHee MOBBIIEHUE CUCTOIMYECKOTO
naBiieHus Ha (oHe mpuMeHeHus punronumosna B 1o3e 0,5 Mr cocTaBUIIO IPUMEPHO 3 MM PT. CT.,
a IMaCTOJIMYECKOTO AABJICHUS — MPUMEPHO 1 MM PT. CT.; HaHHBIN 3P PEKT MPOSBISIICS TPUMEPHO
yepe3 1 MecsIl moce Havyasia JICUeHUs U COXpaHsuics Ha (poHe MpooiDKeHus JieueHus. B 2-netHem
1a11€00-KOHTPOJIUPYEMOM HCCIIEI0BAaHUU apTepHalibHas TMIEPTEH3HsI OTMEYalach B KauecTBe
HE)KEJIATENbHOTO SIBIICHUS Y 6,5% ManueHToB, NpUHUMAaBIINX (UHroaumos B no3e 0,5 mr, u 'y
3,3% manMeHToB, NPUHUMABIINX Miane6o. Bo Bpems Tepamuu npenapatom CKIuMo® criemyer
peryJIsipHO KOHTpoMpoBaTh A/l.

JlpIxaTeabHasi cucTemMa

UYepe3 1 mecsm mocine Hayajla MpUMEHEHHs (UHTOJIMMOJA OTMEYaJIoCh HE3HAYMTEIbHOE M
J0303aBUCUMOE CHIDKEHHE o0bema (hopcHpOBaHHOTO BhIIOXa 3a 1-yto cexkyHay (ODPBi) u
nudy3noHHOM CTOCOOHOCTH JIETKHX 10 okcuay yrieposaa (DLCO); B nanpHenIeM TOCTUTHY ThIE
3HAYEHHUS JAHHBIX IapaMeTpOB HE MEHSUIUCh. Y TAIMEHTOB C TSKEIBIM PECHUPaTOPHBIM
3a0oneBanueM, (HUOPO30M JIETKHX M XPOHUYECKOH O0OCTPYKTUBHOW OOJIE3HBIO JIETKHX Ipernapar
Cxumon® cielyeT NPUMEHSTh ¢ OCTOPOKHOCTBIO.

CunapoMm o0paTumoii 3aHel SHIedasonaTun

B KkJIMHUYEeCKUX W MOCTPETUCTPALMOHHBIX MCCIEI0BAHUSAX OTMEUEHbI peIKUe Cllydand Pa3BUTHUS
CHHJIpOMa 00paTUMOii 3a/1HeH SHIedanonaTiy Mpyu NpuMeHeHn: puHronmmona B 1o3e 0,5 mr co
CJIEAYIOUIeH CUMIITOMAaTUKOW: MHTEHCHBHAsI TOJIOBHAs OOJIb C BHE3AIHBIM HAyajioM, TOIIHOTA,
pBOTa, HapyllIEHWE CO3HAHHUS, PACCTPOMCTBO 3peHus u cynoporu. CocTosiHHE, Kak MpaBHIIO,
o0paTuMO, HO MOXET YXYyIIaTbCs, B TOM 4YHCJIE€ MPHUBECTH K HIIEMUYECKOMY WU

reMOpparuueckoMy HMHCYJBTY. 3aJiep’KKa B MOCTAHOBKE JUArHO3a U JICUEHUHM MOXET BECTU K
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CTOMKUM HEBPOJIOTMYECKUM HapyueHusM. [Ipu noaozﬁg&%@%ﬁg&w %%If;ﬁq;ﬁb%:%ﬁmﬁ

suredanonaruu npueM npenapara CKIuMon® cliesyeT MpeKpaTHTb.

Panee  mnpoBoauBLIeecsi  JledeHHEe  HMMYHOJeNpecCaHTAaMH M NpenapaTamu,
MOAM(PUUMPYIOIUMH TedeHue 3200/1eBAHUA

WccnenoBanuii o orieHke 3GGheKTUBHOCTH 1 6e30macHoCTH npenapata CKIuMoa" y MalHeHToB,
NEepeBeICHHBIX Ha HEro ¢ TepuiayHOMHUIa, IUMeTWIpymapaTta H ajlemMry3ymaba, He
npoBoawiioch. [Ipu 3ameHe Tepanuu IpYrMMHU IpernaparaM, MOAU(DUIUPYIOIMIMMHU TeueHHE
3a00s1eBaHus, Ha edyeHne npenaparoM CKIMMoa®, clefyeT NPUHUMATh BO BHUMAHHME MEXAHU3M
NeICTBUS paHee MPUMEHIEMOro Npenapara, a TakkKe YUYUThIBATh IEPUO/]T €r0 MOIYyBbIBEICHUS BO
n30ekaHne pa3BUTHS CYMMapHOTO yrHeTaromero s¢gdexra Ha UMMYHHYIO cuctemy. [Ipu sTom
ClIeflyeT Y4YUTHIBaTh PUCK peakTHBanuu 3a0oneBaHus. Ilepen HavajaoM Tepamuu MpernapaToM
Cxiumon® creiyer MoNyuuTh pe3yibTaT OOMEeKIMHAYECKOr0 aHalu3a KPOBH C JeHKOIUTapHOI
¢dbopMyI0ii, BBIIOJHEHHOI'O TOCIE OTMEHBI MPEIIIECTBYIOUICH Tepanuu, 4ToObl yOeIUThCS B
IpEeKpalleHNH ee YTHEeTalomero 3 gexra Ha MIMMYHHYIO CUCTeMY (HarpuMep, HUTONICHHUH).

VY nmanueHToB, NOJyYaBIINX paHee JIeYeHne HHTep(HEepOHOM I TIIaTHpaMepa alleTaToM, JeueHHe
npenaparoM CKkinuMoa® MOKeT ObITh HaYaTO HEMOCPECTBEHHO MOCIe NPEKpaleH s TPHMEHEHHUS
BBIIIIEYKA3aHHBIX MIPErapaToB.

Eciu mepeBoji ocylecTsisercs ¢ auMeTundymapata, npernapar CKkauMon® cleayeT HauHHATh
IPUMEHSATH JIUIIb TOCIIE MEPHO0/ia BBIMBIBAHNUS, IOCTATOYHOTO JJIsi BOCCTAHOBJICHHUS ITOKa3aTesen
KPOBH.

Kak mpaBwio, s MOJHOTO BBIBEICHMsI Harajamzymaba TpeOyercs 2-3 Mecslla ¢ MOMEHTa
npekpaieHus: Tepanuu. BoiBenenue tepuduiyHoMHuIa U3 TUIa3Mbl KPOBH MEJIEHHOE U MOJKET
3aHUMaTh OT HECKOJBKUX MecsleB o 2 JyerT 0e3 HpoBeNeHHsS MpOLEeayphl YCKOPEHHOIO
BBIBEJICHHU.

Pexomenyercs mpuberath K npoLeaype YCKOPEHHOH AIMMUHALINH, OTTMCAHHOM B MHCTPYKIIMH T10
MEAMIIMHCKOMY TpUMEHEHHIO TepuduyHomuaa. B oTcyTcTBHE 3TOM mpoueaypbl MEepuoj
BBIMBIBAHUS IOJKEH ObITH HE MeHee 3,5 mecsaues. [Ipu nepeBoie manMeHToB ¢ HaTaau3ymabda uin
TepudyHoMua Ha npenapaT CKauMon® ciemyeT coOIogaTh OCTOPOKHOCTh M YUMTBIBATH
BO3MOXHOCTbH JIOTIOJIHUTEIBHOTO ICHCTBHS HA UMMYHHYIO CHCTEMY.

AnemTy3ymMa0 OKa3bIBaeT IJIyOOKO€ U MPOJOJDKUTENbHOE HMMYHOCYIIPECCHBHOE JEHCTBUE.
[Tockonbky (pakTHueckas [IMTENBHOCTH IOAOOHOTO JIEHCTBUSI HEU3BECTHA, NPUMEHEHHE
npenapara Ckmumoa® MociIe IpeKpalleHus Tepaluu ajleMTy3yMaboM He PeKOMEHIOBAHO, 3a
UCKJIIOUEHHEM CIy4yaeB, KOIJIa OXKHJaeMash I0Jb3a IIPEBBIIIAET BO3MOXHBIA pPUCK IS

KOHKPETHOT'O IMalreHTa.
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Pemenne o UTENBHOM MPUMEHEHUH KOP I/IKOCTC]B'JIE&B‘EE'Q'I:lga?{gglggH%;l;ll_fé:;%ﬁuHX

IIPENapaToB CIEAyEeT IPUHUMATH I1OCIIE TIIATEIbHON OLICHKH.

OnHoBpeMeHHOE NPHMMEHeHHe MOIIHBIX MHAYKTOPOB u3opepmentos CYP450

[Ipy npumeHeHUN (GUHTOIUMOAA OJHOBPEMEHHO C MOIIHBIMH HHIYKTOpaMU H30(EepMEHTOB
CYP450 cnemyer coOmomaTh OCTOPOXKHOCTb. OTHOBpEMEHHOE IPUMEHEHHE 3BEepo0Os He
peKoMeHayeTCsl.

310ka4YecTBeHHbIE HOBOOOPAa30BaHUs

3nokauecmeennvle HOB0OOPA306AHUA KOMHCU

VY manueHToB, MOJIy4aBIIUX Mpenapar, OTMEUEHO pa3BUTHE 0a3ajbHOKJIETOUYHON KapLMHOMBI U
JIpyTuX HOBOOOPAa30BaHUI KOXH, BKIOYAs 3JOKAYECTBEHHYIO MEJIAHOMY, IJIOCKOKJIETOUHYIO
KapuuHoMy, capkoMy Kamomm, xapuuHomy wu3 kierok Mepkens. Crenyer COXpaHATh
HAaCTOPOXKEHHOCTh B OTHOIIIEHUU HOBOOOpa30BaHMIl KOXH, a B Hayaje JeUeHUs PeKOMEHIyeTcs
MIPOBECTU MEAUIIMHCKOE 00CIeJ0BaHNE C OCMOTPOM KOXKHBIX MTOKPOBOB. B mocnenyromem Takoe
oOcienoBaHUE PEKOMEHAYETCS MPOBOJAUTH Kaxable 6—12 MecsleB M0 YCMOTPEHHIO JIEYalllero
Bpaua. [Ipu oOHapy)eHHH NopakeHU, BEI3BIBAIOIINX [T003PEHUS, TAlIeHTa CIe1yeT HallpaBUTh
K aepMmatosory. IlpuHuMas Bo BHUMaHME PHCK Pa3BUTHUS 3JI0KAYECTBEHHBIX HOBOOOpPA3OBaHHIA
KOXKM, TalMEHTOB, MOJMYYaOIUX (PUHTOIMMOM, CIEAYEeT MNPEeaynpeauTbh O HEOOXOIUMOCTH
UCIIOJIb30BaHUsl CpeACTB 3auuThl OoT Y®D-u3nydyenus. Ha ¢one mpumenHenus QuHrommmona
MNAlMEHThl HE JOJDKHBI MOJIy4aTh (OTOTepamuio ¢ ucnosnb3oBaHueM Y®D-B uznydyenus wium
doroxummorepanuio PUVA.

Jumgpomur

B xknmuHU4ecKuX UCcCIe0BaHUAX U B IEPUO MOCTPETUCTPALIMIOHHOTO TPUMEHEeHHsI PUHTOTMMO 12
HaOJI0TATUCh clTy4yau pa3BUTHS JIuM@oMbl. OnrucaHHble ciiydau OblTM T€TePOreHHBIMU MO CBOEH
IOpUpojie, B OCHOBHOM BCTpeYalach HEXO/DKKMHCKas TuM¢oMa, BKII0Yas B-kierounslie u
T - xnerounsie muMpomsl. Menn mecto ciydau T-KIeTo4HOM TUMQPOMBI KOXH (TPHOOBUIHOM
TPaHYJIEMBI).

Bo3Bpar akTMBHOro 3a0oJsieBaHusi (peUWaHMB) IOCJ€e OTMEHbI Tepanvu IMpenaparoM
Cranmon®

B mocTpeructpalilnoHHOM MEpHOAE OTMEUYAIUCh CIIydau TSHKEJIOro o0oCcTpeHHs 3abosieBaHUS Y
MAIMEHTOB, MPEKPATUBLIMX MPUMEHSTh (puHromumon. Kak mpaBuio, yxXyIIIeHHE COCTOSHUS
MIPOUCXOAMIIO B TeUeHHE 12 Heenb, HO TaKk)Ke OB OTMEUEHBI CITydan yXYAIICHHs B TeueHue 24
u Oosiee Hepenb MOCIE OTMEHBI TEpanuu IpernapaTtoM. B cBs3M ¢ 3TuM ciemyeTr cobmoaarh
OCTOPOJKHOCTh TIpH OTMeHe Tepanuu mnpenapatoM Cximumon®. Eciu Heo6Xoauma OTMeHa
npernapara, MalueHToB ciielyeT HaOaoJaTh Ha IPEeIMET Pa3BUTHS COOTBETCTBYIOIINX CHUMIITOMOB

W MPHU3HAKOB U ITPOBOJUTH HGO6XOI[I/IMOC JICUYCHUC.
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(NMOCNEOOBATENLHOCTh 0004)

OmnyxoJ/ienog00HbIe 0YATH IeMUETUHU3AIUU

B nmoctperucTpaninoHHOM MEPUO/IE BBISBICHBI PEAKUE CITydan (OPMUPOBAHUS OITYXOJICMOT00HBIX
0YaroB JEMHEIMHHM3AINU, CBA3aHHBIX ¢ oboctpenueM PC. B ciyuae Tsokenoro oOocTpeHus
cienyet npoBectrt MPT 1y1st mCKITIOUeHMSI OMTyX0JIenoTI00HBIX ouaros. Jledamemy Bpady ciaeayer
paccMoTpeTh Bonpoc 06 oTMeHe npenapara CKinumMoa”® HHAUBUIYaNbHO, IPUHUMAs BO BHUMAHUE
MOJIb3Y Y PUCKH Y KOHKPETHOIO MallEeHTA.

IIpexpaienue JiedyeHHs (PUHTOTUMOIOM

[Tocne oTMeHBbI JedyeHus (GUHTOTUMOIOM HEOOXOAUM 6O-HENEeNbHBIN UHTEepBal 03 JeueHus AJs
BbIBEICHUS (PMHTOJIMMO/Ia U3 KPOBOTOKA; TAKOW CPOK OMPEEINISAETCs MEPUOIOM MOTyBbIBEICHUS
npemnapata. [Ipu npekpaiieHuu nmprueMa npenapara HeoOXoIuMO YUYUTBIBATh, YTO HOPMAaTU3aIlUs
KOJINYECTBA JUMQOLUTOB MPOUCXOOUT dYepe3 1-2 mecsua mocie MOCIETHEro MPUMEHEHHS
npenapata Ckaumon®, XOoTs B psje cilydaeB i TOJHOTO BOCCTAHOBIEHHs Tpedyercs
3HAYUTEIBHO OoJbIle BpeMeHU. [10CKOIbKY Mpu MPUMEHEHHH UMMYHOCTIPECCAHTOB B TCUCHHUE
1-2 MmecsIes mocie mpekpalieHns nprema npemnapata CkanMon® BO3MOXKHO JIOTONHUTETEHOE
yrHeTalIee IeicTBUEe Ha UMMYHHYIO CHUCTEMY, HEOOXOAMMO COOJIOAAaTh OCTOPOXKHOCTH IPH
MIPUMEHEHNN HMMYHOJENPECCAHTOB BCKOPE MOCIIE MPEKPALIECHUS JICYEHUS TPENapaTOM.
BepemMeHHOCTD, PUCK 1JIA IJIOAA M KOHTPALIENIUSs

B cBf3M ¢ MOTEHIMAIBHBIM CEPbE3HBIM PHUCKOM I IJI0Ja HEO0OXOIUMO HCKIIOYHTH
OEpeMEHHOCTh Yy JKEHIIMH, OOJIAfaloIUX PENpPOAYKTUBHBIM IOTEHIMAIOM, IEpe] HadaaoM
npuema npenapata Ckaumon®. MeIUMIHHCKOMY CHENHAIMCTy CledyeT OOBbACHHTH DPHCKH
HEraTUBHOI'O BO3JICUCTBUS IIpenapara Ha 0.

Bo Bpems Tepanuu npemnapatom Ckmumon® ciefyeT n3berarth HACTYIIEHHS OEPEMEHHOCTH U
NpUMEHSTH Y((HEKTUBHBIE METO/IBI KOHTPAIISTIINKA Ha MPOTSHKEHUU BCETO TIEPHOa TEPalud U B
TE€YEeHHE 2 MEeCAIIEeB MOocie MpeKpalleHus Tepanuu. B ciayyae ecnu 6epeMeHHOCTh HACTyIIIIa BO
BpeMsl Tepanuu IpenapatoM Ckaumoa®, To HEOOXOJUMO pPaccMOTPETh BOIPOC 00 OTMEHe
npenapara CKiIuMoa”, NPUHUMAs BO BHUMAHHE Pe3y/bTaThl HHAUBUIYAILHON OLEHKH MONb3BI U
PHUCKOB Kak I MaTepH, Tak W Juis mioaa (cM. pasaen «lIpuMenenue mpu OEpEeMEHHOCTH U B
NEepUOJ TPYIHOIO BCKAPMIIMBAaHMS», a Takke paszznen «Mepsl NpeIoCTOPOKHOCTH HpH
MPUMEHEHUNY, TTo/ipasfen «Bo3BpaT akTUBHOTO 3a00JeBaHus (PELUANB) MTOCIIE OTMEHBI TEpaIun
npenapaToM CKIIMOJ ®».

INanuents! 10-18 aer

Ilepen HauangoM npuMeHeHus Tnpenapata CKImMopa® cielyeT IIPOBECTH BCE BaKLMHALWH,

PCKOMCHIAOBAHHBIC MCCTHBIM KaJICHAApCM IPHBUBOK.
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BCKAPMJUINBAHMUSA

7KeHIIUHBI ¢ COXPAHEHHBIM PeNPOAYKTHBHBIM MOTEHIHMAJIOM, KOHTPAIleNIUsl Y KeHIIUH
Ilepen HauyamoM npuMeHeHus mnpenapata CxauMon® cleayeT MONYYMTh OTPULATENbHBI
pe3ynbTar Tecta Ha OepeMeHHOCTh M NPOUMH(GOPMUPOBATH JKEHUIMH C COXPAHEHHBIM
PEIPOAYKTUBHBIM MOTCHIIUAJIOM O CEPHE3HOM PUCKE IJId TJIOAa U O HGO6XOI[I/IMOCTI/I MNPUMCHCHUA
3 PEKTUBHON KOHTpAICNIIUU B TEUYEHHE BCETO BPEMEHM NPHUMEHEHHUsS Npemnapara M OKoJo 2
MECSIIEB TOCTE OKOHYAHHS JIEYeHHs, YTO OOYCIIOBJICHO JJIUTENbHBIM IEPUOJOM BBIBEICHUS
npernapara U COXpaHsIIOIMIMMCS PUCKOM IS TIOAA.

bepemenHoCTH

I/IMGIOH_[I/IGCH MOCTPCTUCTPAINOHHBIC JAaHHBIC U CBCACHUA U3 PECrUcCTpa CllydacB 6€peM€HHOCTI/I
MO3BOJIAIOT  MpeArnoyiaraTb, 4YTO JiedeHHEe (UHTOJUMOJOM CBS3aHO C  YBEJIHMYEHHEM
PacpoOCTPaHEHHOCTH CEPhE3HBIX BPOXKIECHHBIX aHOMAJMN Pa3BUTHSA 1O CPABHEHMIO C 0OIIei
MOIYJIALIUEH.

Ha npotskennn Bcero BpeMeHU IPUMEHEHUS TIperapara ClIeyeT IIPUMEHTh HaIe)KHBIE METO/bI
KOHTpaleniuu W u3beraTh HacTyIieHHuss OepeMeHHOCTH. B ciydae eciu OepeMEeHHOCTH
JUarHOCTHpOBaHAa BO BpeMsl NPHUMEHEHHUs IpernapaTta HEoOXOIUMO paccMOTpPeTh BOmpoc 00
OTMCHC Ipfcrapara, MpuHuMasd BO BHUMAHHUC PC3YJIbTATbI HHI[HBHHyaHBHOﬁ OLOCHKU II0JIB3blI N
PUCKOB KaK IJId MaTCpH, TaK U UL 1J104a. CHGI[yGT npeaoCTaBuUTb MCAUITMHCKOC 3aKIIIOYCHHUC O
pUCKax HEraTHBHOIO BO3JIEHCTBUS TMpenapara Ha IUJIOJ, a TakXKe IPOBECTH KOHTPOJBHOE
obcnenoBanue (HarpuMep, yIbTPa3ByKOBOE UCCiIeNOBaHKe). Takke He0OX0AMMO TPUHUMATh BO
BHUMAHHUC PUCK TIAKCIIOTO O6OCTpeHI/I$I 32160.HGB3.HI/I}I Yy JKCHIIWH, IPCKPATUBIIUX I[IPUCM
¢uHromMMOZa B CBSA3M C HACTYIUICHMEM OEpEeMEHHOCTH WJIM B CBS3UM C IJIAHUPYEMOU
OepeMEeHHOCThIO, MIOATOMY MAIMEHTHl JOJKHBI OOCYAUThH C JIYalllUM BpauoM albTepHATHUBHBIC
BapHAaHTHI JICUCHHUS.

B HCCIICA0BAHUAX Ha XUBOTHBIX GBIJIa BBISBJICHA PCIPOAYKTUBHASA TOKCHYHOCTDH, BKJIIHOYAaBIIAA
rubens MI0a ¥ TOPOKU Pa3BUTHUSL OPTraHOB, B YACTHOCTH HE3apalleHHe apTEPUaTLHOTO MPOTOKA
1 1ePeKThI MEXOKETYTI0YKOBOH eperopoaku. Kpome Toro, W3BeCTHO, YTO PEIENTOP, HA KOTOPBIN
nerctByer QuaromuMon (peuentop cduHrosuH-l-pocdara), ydactByer B (HOPMHUPOBAHHH
coCyI0B B 3MOpHorenese. J[anHble 10 MPUMEHEHUIO (UHTOIMMOIa Y OepeMEHHBIX OTPAHUYCHBI.
XKenmunam, IIaHUPYIOMNUM O€pEeMEHHOCTB, CIeIyeT IPEKPaTUTh IPUEM Mpenapara 3a 2 Mecsia
1o 3a4datus. [Ipu mpocriekTuBHON oreHke Oosiee 600 cmydyaeB OEpEeMEHHOCTH, 3aBEPIIUBIIHXCS
KUBOPOXKJIEHUEM, MEPTBOPOKICHUEM WM MPEphIBAHUEM OEpEMEHHOCTH BCIIEJCTBUE aHOMAIIUN
PpasBuUTUA IUIOJAa B PE3YJILTATC BO3,Z[€I>'ICTBI/I$I q)HHFOHI/IMOI[a Ha MaTb B IMICPpUOJ TCCTallUU,

3apErUCTPUPOBAHHBIX B IOCTPErUCTPALMOHHOM IIEPUOLE, AOJIS KPYIIHBIX BPOKICHHBIX aHOMAJIUI
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A -

Pa3sBUTHsL COCTABMJIA INPUOIUZHTENBHO 5%. Pacrpol i AHCHHOCIE kY HEEIX ~Bb A kb

aHOMAJIMH pa3BUTHUS B 00LIEH MOMyJIAIUHN cocTaBisieT ot 2 10 4%. [laTTepH anomanuii pa3BUTHS,
3aperuCTPUPOBAHHBIX Ha (oHE JieueHUs (UHTOIMMOIOM, AHAIOTUYEH TAaKOBOMY B oOIIei
MOITYJISILINH, TPU 3TOM YaCThIMU CEPbE3HBIMU aHOMAIHUSMHU Pa3BUTHS SIBISIFOTCS:

. BPOKJCHHBIE  TOPOKM  cepAala, HampuMep  JIedeKTbl  MEXIpEeACEepAHONH U
MEKKENyTIOYKOBOW NIeperopoiok, rerpana damo;

. aHOMAJINU TOYEK;

. aHOMaJIMM KOCTHO-MBIIIEYHOU CUCTEMBI.

CBeneHusi 0 KJacTepu3alluM cCreuu(UUEcCKUX aHOMaJIHil CTPOEHHs, CBSI3aHHBIX C JICUEHUEM
(UHTOIMMOIOM, OTCYTCTBYIOT.

JlanHple O BIMAHUM (PUHTONMMONA HA COKPATUTENBHYIO JESITEIbHOCTh MAaTKH U POJIBI
OTCYTCTBYIOT.

I'pynHoe BckapmiBaHue

@OUHrOAMMO/ TPOHUKAET B MOJOKO JAKTHPYIOUIMX JKHUBOTHBIX. YYHTBHIBash BO3MO>KHOCTb
Pa3BUTHS CEPhE3HBIX HEXETATENbHBIX PEaKIUil y MIIAJCHIEB, NOTYYalOMUX TPYIHOE MOJIOKO,
YKEHIIMHAM, IPUHUMAIOIUM (GUHTOIUMO/, CJIeAYET MPEKPATUTh IPYAHOE BCKapMIIMBAHHUE.
DepTUIBLHOCTH

JlaHHBIE TOKJIMHUYECKUX MCCICIOBAHNN HE CBUAETEIBCTBYIOT O MOBBIIIEHHOM PUCKE CHUKCHHS

¢depTuiibHOCTH Ha (hOHE TPUMEHEHHS (PUHTOJIMMOIA.

CIIOCOBb TPUMEHEHMUSA U 103bI

Jleyenue creayer HauMHATH U MPOBOJUTH TOJIBKO IOJ] KOHTPOJEM Bpaua, UMEIOIIETO OIbIT
neuenus PC.

Jlo3bl

PexoMennmyemas no03a nmpenapara y etei u moJpoctkoB crapiie 10 ser ¢ Mmaccoud Tena >40 kxr u'y
B3pocibix coctaBiuger 0,5 mr (1 xamncyna) BHyTpb 1 pa3 B CyTKH BHE 3aBUCHUMOCTH OT BPEMEHHU
npuemMa mumiy.

HeoOxoaumo HabmoAaTh NanueHTa 1nocie NpuMeHeHUs IepBOM 103k MpernapaTa OJUHAKOBO Kak
npu Hayane JeueHus npenapatoM Ckammopa®, Tak M Mocje IpUeMa TepBoil 103bl, B ClIydae
MpEPHIBAHUS TEPAITUHU:

- Ha | neHb 1 OoJiee B TEUEHUE MEPBBIX 2-X HEJENb TePaIiH;

- Oosiee yeM Ha 7 qHeH Ha 3-i WM 4-1 Heaelle JICUeHUs;

- 0oJiee yeM Ha 2 HeJleH MOCJIe TOT0, KaK JISYeHHE MPOJI0JKAIOCh Oosiee Mecsna.

Ecnu neuenue mpepbiBaeTcs Ha 0oliee KOPOTKUIM MPOMEXKYTOK BPEMEHH, YeM YKa3aHO BEHIIIIE,

JICYCHUC CIICAYCT NPOJ0JIKATh CO CJIG,Z[YIOH_IGI\/'I BaHHaHI/IpOBaHHOﬁ JO3bI.
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IIpexpamenue jgedyenusi GuHroauUMoaoM (dm. pasngr «I;JI% FIEﬁJ&J&mDmIHOCTn npu

NPHUMEHEeHHN)

[Tocne oT™MeHBI JeueHHsT GUHTOIUMOIOM HEOOXOAUM 6-HeNleNbHbIM HHTepBal 0e3 JIeUeHUs JUIs
BbIBE/ICHUS (PUHTOIMMOJa U3 KPOBOTOKA JJIsl TOTO, YTOOBI (PUHTOIMMO]T BHIBEJICS U3 KPOBOTOKA;
TaKOM CpPOK OMpeJelisseTcs MepruoIoM MoyBbIBeieHUs npenapara. [Ipu nmpekpaiieHuu npuema
npernapara HeoOXOAMMO YUUTBIBATh, YTO HOPMAIHM3AIUs KOJINYECTBA TUMQPOLUTOB MPOUCXOTUT
yepe3 1-2 Mecsina mocie MnocieaHero npuMeHenus npenapara CkimuMoa”, XoTs B psjie Clydaes
JUIsL TIOJIHOTO BOCCTAHOBIJIEHUSI TpeOyeTcs 3Ha4MTeNbHO Oofbine BpemMeHH. B 3ToT mepuon
HEOOXOJUMO COXpPaHATh HACTOPOKEHHOCTh B OTHOIIEHWHU pa3BuTus uH@ekuuil. [lamueHtos
ClIeZlyeT MPOUHCTPYKTUPOBATh O HEOOXOIUMOCTH HE3aMEIIUTEIHHO COO0IIaTh Bpady 000 Bcex
CHUMIITOMax MH(EKIMHU B TEUYEHUE 2 MECSILEB IOcie OTMEHbI (uHromumoza. I[Tockonbky mpu
IPUMEHEHUH HMMYHOJETIPECCAHTOB B TeueHue 1—2 MecsleB Mocie MNpeKpalleHus IpuemMa
npenapara CkmuMoa® BO3MOXKHO JIONONHUTENLHOE yrHeTaollee JeiicTBHE HA HMMYyHHYIO
cucTeMy, HEo0X0IuMO COOJI0aTh OCTOPOXKHOCTh NPU NPUMEHEHUH HMMYHOETIPECCAaHTOB
BCKOpE MOCJIE PEKPaIECHUs JICUCHHS MPETapaToM.

OCTOpOXKHOCTH MPU MPEKPAIIEHUU TEPANUU (PUHTOIUMOIOM TaKXkKe CIIETyeT COO0IaTh B CBSI3U
¢ puckoM penuausa. Ecnu orMena npenapata Ckimumoa® Heo6X0auMa, B IEPUO OCIE OTMEHEI
NAIMEeHTOB ClIeAyeT HaOIIoAaTh Ha MpeIMEeT NPU3HAKOB BO3MOXKHOTO pelUanBa 3a00JIeBaHUS.
IHanuenTsI cTapuue 65 et

VY manmMeHTOB B BO3pacTe 65 neT W crapmie npemapatr CkiauMoxn® ciegyeT TNPUMEHSTh C
OCTOPO’KHOCTBIO BBUJTY HEIOCTATKA IAHHBIX 1O 0€30MacHOCTH U 3(P(HEKTHBHOCTH.

Hapymenune ¢pyHkuuu noyex

B xmoueBbix uccienosanusx npu PC npumenenue npemapara CKauMon® y MallMEHTOB C
HapylIeHUssMM (QYHKIIMM TOYeK He wu3ydanu. Ha OCHOBaHMM JAaHHBIX HCCIIEIOBAaHUN IO
KJIMHUYECKON (papMaKoJIOruu, KOPPEKTHUPOBATh J03y MpernapaTa y MalueHTOB C HapylLICHUSIMU
¢yHKUIMHU TOYEK He Tpebyercs.

Hapymenune ¢pyHkuuu neyeHu

[Ipumenenue npenapata Cxaumoa® y MalMeHTOB ¢ HapyLleHHeM (YHKIMH MEeYeHM TsKeJIoi
crenenu (knacc C o knaccudukanuu Yaina-I1s10) mpoTuBomoka3aHo.

Koppexkiun 10361 npenapara y MauueHTOB ¢ HapyleHHeM (YHKINU TEYSHH JIETKOW U CpeaHe
CTETIEHU TSDKECTH He TpeOyercsi, OJHAKO CleayeT CoON0aTh OCTOPOXHOCTh B Hauaie
PUMEHEHHUS IpernapaTa y HaleHTOB JaHHOW TPYTIbI.

Caxapublii nuadert

Uccnenopanuii o npumeHenuto npenapata CkimuMoa”® y IalMEeHTOB ¢ CaXapHbIM IUa0eToM He

npoBoawiiock. HeoOxoaumo coOnogaTh OCTOPOKHOCTh INPH NPUMEHEHHWH IIpernapara y
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NAIMEHTOB JaHHOW KaTeropuM M3-3a PUCKa pa3BUTHIL M'ﬂ'\;ﬁ;n-)llgd‘-rlg %”Fe&g% I:lnglH]; 'lLIaIIII;IIé'}]ITOB

CIIEyeT PETYJSIPHO MPOBOIUTH OPTAIEMOJIOTHUECKHE O0CIEeIOBAaHUS HA TPEIMET BBISBICHUS
MaKyJIIpHOTO OTEKA.

IManmenter maagme 18 ger

D heKTUBHOCT, U 0€30MacHOCTh MpHUMEeHeHHs npemapata CkiuMmon” y JeTel B Bo3pacTe 10

10 et He yCTaHOBJICHBI.

IMMOBOYHOE JIEICTBUE

Pe3ome npoduis 6esonacHocTn

Jannple 1o ©Oe€30MacHOCTH TPUMEHEHUs (PUHTOJIMMOAA TIONyYeHbl B JBYX IUIamebo-
KOHTPOJIMPYEMbIX KIMHUYEeCKHX wucciaeaoBanuax III ¢a3pl M KIMHUYECKOM HCCleA0BaHUU
III ¢a3pl ¢ akTUBHBIM KOHTPOJIEM y B3POCIBIX MAIMEeHTOB ¢ peruauBupyommum PPC. Ob6miee
YHCIIO MAlMEHTOB, MOXy4YaBIINX GUHroIUMOA B go3ax 0,5 mr umm 1,25 mr, cocrasuio 2431. B
JBYXJIeTHee Miae0o-KoHTpoaupyemoe kianandeckoe uccienaoanue D2301 (FREEDOMS) Obuio
BKJIFOUCHO 854 B3pOCIHBIX MalMEeHTa, MOJydaBmuX (GuHTOIMMOI, U 418 B3pOCHBIX MAIIMEHTOB,
nojlydaBlmux mamne6o. B nByxieTHee miane00-KOHTPOIMPYEMOe KIMHUYECKOE HCCIeIOBaHUE
D2309 (FREEDOMS 1I) Obwio BkmodeHo 728 B3pocnblx manueHToB ¢ PC, momy4aBmmx
dbuHTOIMMO, U 355 B3pOCHBIX MALMEHTOB, MOJNYyYaBIINX IUTaNe00. B 00beIMHEHHBIX NaHHBIX
9THUX JIBYX UCCIIEZIOBaHU MpU MpUMEHEHNH GUHTOIMMOa B 103e 0,5 Mr oTMeuanuch clieayomue
cepbe3Hble HexenarenbHble peakiuu (HP): uHpexuuu, MakymspHbBI OTEK U NpexoAsiuas
aTPUOBEHTPUKYJsipHAst ONMokaga B Havane nedenus. Hawmbomee uacto (wactora >10%) mpu
NpPUMEHEHUHU Tipernapara B go3e 0,5 Mr HaOIoJanuch TPUMI, CUHYCHUT, TOJIOBHAs 0OJb, Tuapes,
00Jb B CIMHE, MOBBIIICHNE aKTUBHOCTH «II€YCHOUYHBIX» (pepMeHTOB U Kamienb. Camol yacToi
MPUYMHON MpeKpalieHus Tepanuu npemnaparoM (B 1o3e 0,5 Mr) SBIIsII0CH MOBBIIIEHUE aKTUBHOCTH
amannHamuHoTpancepassr  (AJIT) (2,2%). HP B onHomerHem wuccrnenoBanuu D2302
(TRANSFORMS), BkmtounBieM 849 B3pOCHbIX MAalMEHTOB, MOJYyYaBIIMX (QUHTOIMMOA (B
TPYIIIEe CpaBHEHHS MPUMEHSUTH UHTepdepoH OeTa-1a), Kak mpaBuiio, OBLTH CXOIHBI C TUIae0o-
KOHTPOJIMPYEMBIMH UCCIIEIOBAHUSIMU C YUETOM Pa3IMYUil B IPOJOJIKUTETLHOCTH UCCIEA0BAHNUA.
Hwuxe npencrasnensl HP, BbIsIBIEHHBIE B pE3YybTaTe KIIMHUYECKUX UCCIEA0OBAHUM. JIJIs1 OEHKHU
YaCcTOTHI MCIOJIb30BAHBI CIIEAYIOIINUE KpUTepuu: ouers yacmo (>1/10), uacmo (>1/100, <1/10),
neuacmo (>1/1000, <1/100), peoko (=1/10000, <1/1000), ouens peoxo (<1/10000), reuzsecmro
(HEBO3MOHO YCTAaHOBHUTH 110 UMEIOIIUMCSI TaHHBIM ).

Hugpexyuu u uneazuu: ouvenv yacmo — TPUII, CHUHYCHUT; yacmo — WH(EKIUHU, BHI3BAHHBIC

BUPYCOM Tepleca, OpOHXMT, OTPYOCBUIHBINA JIMIIAN; Heuacmo — THEBMOHMS; HEU38ECMHO —
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HHq)eKuHH**

Jlobpokauecmeennvle, 310KauecmeenHvle U HEYMOUHEHHblEe HOG000pPA306aHUA (GKIIOYUAA
Kucmol u noaunsl): yacmo — 0a3aJbHOKIETOYHAS KapIMHOMA; Heuacmo — 3710KaueCTBEHHas
MeTaHoMa . pedko — maMboMa’ , TIIOCKOKIETOUHAs KapIMHOMA § OueHb pedko — capKoMa
Kanomu™™"; neuzsecmmo — KapruHOMa U3 KI€TOK Mepkens

Hapywenua co cmoponst Kpoeu u aumgamuueckoil cucmemwvl: uacmo — JIUMPOICHUS,
NeHKOTIECHNST; Heuacmo — TPOMOOIIUTOTICHNST; Heu36eCmHo — TepudepHuecKie OTEeKH
Hapywenua co cmoponst UMMYHHOU CUCHEMbL: 4YACMOMA HeUu3eecmHa — PeaKIuu
TUIEPYYBCTBUTEILHOCTH, BKJIFOYAS ChIlb, KPAIMBHUIYY U AHTHOHEBPOTHUYECKUN OTEK Ha dTare
Hayana JeueHus

Ilcuxuueckue paccmpoiicmea: uacmo — NENPECCUS; Heyacmo — NENPEeCCUBHOE HACTPOEHUE.
Hapywenua co cmoponvl HEpEHOU CUCMEMbl: OYeHb Yacmo — TOJOBHas OOJb; uwacmo —
TOJIOBOKPYKEHUE, MUTPEHbB; Heuacmo — CyIOPOXKHbBIE MPUCTYIIBI; pedKo — CUHIAPOM 00paTUMOi
3anHel SHIepANoONaTHH ; HeussecmHo — TSKeNOe yXylleHHe 3a00JeBaHUs MOCIE OTMEHBI
npernapara.

Hapywenus co cmoponsl opzana 3peHus: 4acmo — He4eTKOCTb 3PEHHUS; Heuacmo — MaKyJIsIpHbII
OTeK.

Hapywenusa co cmoponsl cepoya: wacmo — OpaguKapausi, aTpUOBEHTPUKYIApHas OJokana;
ouenb pedko — naBepcHs 3yoma T

Hapywenusa co cmoponwl cocyoos: uacmo — nosbiienue AJl.

Hapywienus co cmoponsl 0bixameabHoil CUCHIEMbl, OP2AH08 ZPYOHOU KNemKU U CPEOOCHEeHUA:
OUeHb Yacmo — Kallellb; 4acmo — OJIbIIIKA.

Kenyoouno-Kuuieunvie Hapyuwenus: ouens 4acmo — IUAPest; Heuacmo — TOIHOTA
Hapywenusa co cmoponvl neuenu u Hceauegvle00AuUX NYMell: Heu3secmHo - MOPaKEHUe
MICYCHHU.

Hapywienusa co cmoponsl Koxycu u HOOKOMNCHOU KIeMmuyamKu: yacmo — 3K3eMa, aJonenus,
KOKHBIN 3YI.

Hapywenusa co cmoponsl MbluieuHoul, CKe1emHOoll U COCOUHUMENbHOU MKAHU: 0YeHb 4acmo —
00JIb B CIIMHE; HeU38eCMHO — MAAJTHS, apTPAIITHUSL.

Obuwgue napywienus u peakyuu @ Mmecme 66€0€HUs: Yacmo — aCTCHUSL.

Jlabopamopnsle u uncmpymenmanpHvle OAHHbBlE: OYEHb 4ACMO — TIOBBIIIEHUE AKTUBHOCTHU
«nedeHouHbIX» ¢depmentoB (AJIT, I'TT (ramma-rmyramunrpancdepassl), ACT); uacmo —
MOBBIIIICHNE KOHIEHTPAIMU TPUIIIMLEPUIIOB KPOBH; Heyacmo — HEUTPOIICHUS; Heu38eCmHO —

CHMXXCHHE MACChI TCJ1a.
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ykazana u3 pacuema na 10000 nayuenmos, noayuasuiux QuHeOIUMOO 80 8CeX KIUHUYECKUX
uccne0o8aHusix.

* TIMJT u kpunmokoxkosvie ungpexyuu (8K1o4as KpUnmoKOKKOEbLl MEHUH2UM) OMMEedanuch 6
HOCMPe2UCPAYUOHHOM Nepuooe.

** HP, 3apezucmpuposanmvle u3 CHOHMAanHblx coobueHutl u 1umepanypol.

" Kamezopus uacmomol écmpedaeMocmiu U OYeHKa pUckog 0CHOBAHA u3 pacdema Ha >24 000
nayueHmos, noayuasuux GuH2oauUmoo 6 0oze 0,5 me 8 KIUHUYECKUX UCCIe008AHUSIX.

Onucanue OTAe/IbHBIX HesKeJIaTeIbHbIX peakuui
Hugpexyuu

[Ipu npumeHeHNn mpemnapaTa B KIMHUYECKUX UccleqoBanusx B no3e 0,5 mr y manueHtoB ¢ PC
oOmras yacrora uHpekuit (65,1%) Oblta cXoAHOW ¢ TakoBOW B rpymme mianebo. OaHako y
NAlMEHTOB, MOJy4YaBIIMX (UHTOJUMOJ, 4Yalle OTMEYAIUCh HWH(MEKIMH HUKHUX OTJIEIOB
IBIXaTeNIbHON CHCTEMBI, B TEPBYIO oOdYepeAb OpPOHXUT, WU B MEHBIICH CTENeHW HH(EKIHH,
BBI3BaHHBIE BHPYCOM Teprieca, U THEBMOHHUS.

[Ipu neyenwu mnpenapatoM B go3e 0,5 Mr ObUTM 3aperMCTPUPOBAHBI HECKOJIBKO CIIy4YacB
JTUCCEMUHHPOBAHHOTO reprieca, BKIK0Yasi CIy4yau CO CMEPTEIbHBIM HCXOOM.

Cnyyan unpexkuun BIIY, Brmouas manwuiomy, aucmiasuio u BITU-acconmupoBaHHBIA pak,
HAOIOIATMCh B MOCTPETHUCTPAIIMOHHOM IEpPHOJie TPUMEHEHHs Tpemnapara (cM. pasaen «Mepbl
MPEIOCTOPOKHOCTU IPU IPUMEHEHUNY ).

B mocrpeructpanMOHHOM TEepUOAE OTMEYEHBI Clydyad pa3BUTHS OMNMOPTYHHUCTHYECKHX
uH(pEKINIA, BEI3BAHHBIX BUpYycaMu (HampuMmep, BUPYC MpocToro repreca (herpes simplex virus,
HSV) wnu Bupyc omosiceiBaromiero repmeca (varicella zoster virus, VZV), xoTopble MOTYT
MPUBECTH K MEHUHTUTY/3HIIe(anuTy), BUpyc, Bei3biBatomuii pazsutue [IMJI (John Cunningham
virus, JCV)), rpubOkamu (HampuMmep, KpPUITOKOKKAMH, BBI3BIBAIOIIUMH KPUIITOKOKKOBBIM
MEHUHTHT) WK OaKTepUusMu (HampuMep, aTUIUIHbIE MUKOOAKTEpUH), B TOM YHUCIIE C JICTATHHBIM
HCXOJOM.
Maxkynapnuotii omekx

B xnuHMueckux uccienoBaHusx y namnueHTtoB ¢ PC yacTora oTeka Makylbl IpU MPUMEHEHUU
npenapata B no3e 0,5 mr cocraemsna 0,5%, a mpu mpuMeHeHMH B Oosiee BBICOKOM J03€
1,25 mr—1,1%. B OonpmmHCTBE CilydaeB pa3BUTHE MAKYJISIPHOTO OTeKa HaOII01aI0Ch B TEUCHHE
3 -4 mecstieB mocie Havana JiedeHHs. B psge ciiydaeB HaOMIOAaNCcs OTEK Makyibl 0e3
KIIMHUYECKHUX MPOSIBICHUH (BBISBICHHBIN NPU PYTUHHOM O(TAIBMOIOTHYECKOM O0CIIEIOBAHIH ),
y HEKOTOpBIX MalMEHTOB MAaKyJApPHBIA OTEK COMPOBOXKAAJICS HEYETKOCTHIO 3pEHHS WU

CHI)KEHHMEM OCTPOTHI 3peHHus. [Ipu npekpaiieHnn Jedenus npenapaToM B OOJIBIINHCTBE CITydaeB
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IMPOUCXOAUIO YMEHBIICHHUE BBIPAXKCHHOCTH HJIHU CHOHTéQIQ)é%%gLEIé‘HTI/E%H%;g %(I;EITIEI)%II-II/IH

Puck mOBTOpPHOTO BO3HUKHOBEHUS ITOCIIE BOSOOHOBIICHUS TEPAITUU HE U3YUCH.

UYactoTta pa3BUTHs MaKyJIspPHOIO OTEKa IOBBIIIANACH NPU HAJIWYMM B aHamHe3e yBeuTa (17%
Cpeau ManueHToB ¢ yBeuToM B anamHese U 0,6% 6e3 takoBoro). [lpumenenue punronumosna He
u3ydanu y nauuentoB ¢ PC u caxapHbIM 11abeToM, KOTOPBIN XapaKTepU3yeTcsl BBICOKUM PUCKOM
Pa3BUTHUS MaKyJISIPHOTO OTEKa. B KITMHUYECKUX HCCIIEIOBAHUAX Y MAIMEHTOB C TPAHCIUIAHTALINEH
MOYKH, KyJia OBUTH TaK)Ke BKJIFOUEHBI MAIIMEHTHI C CaXapHBIM ArabeToM, MPUMEHEHHE Mmpenapara
B 7103aX 2,5 MT' 1 5 MI' TPUBOJUJIO K IMOBBIIICHUIO YaCTOThI PA3BUTHSI MAKYJISIPHOTO OTEKA B 2 pasa.
bpaouapummusn

B xnunuueckux wuccnenoBaHusix y mnaumeHtoB ¢ PC B Hayane JnedeHUst mNpenaparoM B
peKoMeHayeMoil o3¢  oTMeuanoch TpaH3utopHoe cHmkenue UYCC wu  3amenieHue
aATPUOBEHTPHUKYJIIPHON TTPOBOIMMOCTH, TIPH ATOM MakcuMaiibHoe cHkeHne YCC Habmoganocs
B Te€YeHHE 6 4 mociie mpuema npernapara B o3¢ 0,5 Mr (cpeanee cHmwkenune Ha 12-13 yaapoB B
MuHyTy). HCC menee 40 yaapoB B MUHYTY Y B3pOCIbIX 1 MeHee S0 y1apoB B MUHYTY Y JIeTel NpH
npuMeHeHuu npenaparta B no3e 0,5 mr ormeuanachk peako. YCC Bo3Bpamaiach K UCXOJHOM B
TedeHune | Mecsila peryaspHOro mpuMeHeHus npemnapata. Kak mpaBuio, Opaaukapaus mpoTeKaia
0EeCCHUMIITOMHO, OJJHAKO y HEKOTOPBIX MAIMEHTOB Pa3BUBAIMCh CHUMIITOMBI CIIa0OW M CpemHen
CTENEeHH, BKIII0Yasi apTepHalIbHYIO TUIIOTEH3HUIO0, TOJIOBOKPYKEHHE, MOBBIIICHHYIO YTOMIISIEMOCTD
u/unu ouryuieHue cepaueOuenus. [lepeunciienHple CUMITOMBI pa3peliainch B TedueHue 24 4
MOCJIe Havyaa JICYEHUsI.

B xnmHnueckux uccnenoBanusx y nauumeHtoB ¢ PC B Hauane Tepanmuu aTpuOBEHTPUKYIISIpHAS
onokana (AB-6mokana) I crenenu (ymiunenue untepBasia PR na OKI') nabmonanacs y 4,7%
MalWeHTOB, MoiaydaBmux ¢uaromumon B goze 0,5 mr, y 2,8% mnamueHToB, MOJyYaBIINX
uHTepdepon Oeta-la u 'y 1,6% B rpynne miare6o. AB-6mokana Il crenenn Obuta BhISBIEHA Y
meree 4eMm 0,2% B3pOCHBIX MAaLMEHTOB, NOIy4aBmMX ¢GuHromumon B goze 0,5 mr. B
MOCTPETUCTPALIMOHHOM  TEpHUOZe OTMEUEHBl CiIydau Mpexojsdied, CcaMOMpPOU3BOILHO
paspemaromeiics mojgHoi AB-0okaael B TedeHUE TIEPBBIX 6 U MMOCIE TPUMEHEHUS TIEPBON 10351
¢unrOoMMOna. CHUMNOTOMBI pa3pemialinch CaMONMPOW3BOJIBHO. HapylieHus MnpoBOIUMOCTH,
HaOII0TaeMbIe KaK B KIIMHHYECKHUX HCCIICIOBAHUSX, TAK U B TIOCTPETUCTPAIIMOHHOM TEpHOJIe, KaK
MPaBUJIO, OBLIIM TPAH3UTOPHBIMHM, OECCHUMIITOMHBIMU M pa3pellajnch B T€UEHHE MEpBBIX 24 4
[I0CJIe Hadaja JiedeHus. Y OIHOro IanueHTta ¢ acuMmnroMarndyeckoin AB-Omokanoit Il crenenu
tuna MoOuti | mpuMeHUIM M30MpeHANTNH, OJHAKO OOJIBIIUHCTBY MAIMEHTOB MEIUIIMHCKOTO
BMEIIATEeIHCTBA HE TPEOOBAIOCH.

B noctperucrpaninoHHOM NEpUOE OMKMCAHBI U30IHUPOBAHHBIE OTCPOUYCHHBIE CITy4Yau MpexoAsien

aCHUCTOJIMM W HEOOBSACHMMOW BHE3aITHOM CMEpPTH B TeueHHe 24 9 TOoCie TEpPBOTO MpHUeMa
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COIMYTCTBYIOIICH TMATOJIOTUU, OJHAKO CBSI3b MEXKIYy NpPUEMOM (PUHTOIMMOAA WU JaHHBIMHU
COOBITHSIMH HE JJOKa3aHa.
Apmepuansnoe oasnenue (A1)
B kuHHUYeCcKUX MCCIeN0oBaHUAX MPHU MPUMEHEHUH npenapara B no3e 0,5 mr y nmanueHtoB ¢ PC
OTMEYaJoCch HeOOoJbIIOe MOBBINIEHHE cuctoianueckoro AJl B cpemHem Ha 3 MM pT. CT.,
muactonndeckoro AJl — Ha 1 mm pt. c1. [loBeimenne AJl HaOm0Aam0Ch MPUOTH3UTENHLHO Yepe3
1 mecsiir mocie Havyana JEYEHUs] U COXPAHSIIOCh MPH MpoaokeHun Tepanuu. [loBeimenue Al
oTMevasnoch y 6,5% mainueHTos, noitydaBmux Guaronumon B goze 0,5 mr (B rpymme mianebo y
3,3% mnanuenTtoB). [lo TaHHBIM MOCTPETUCTPAIMOHHBIX HAONIONEHUH ciydau moBbIIeHUus AJ]
OTMEYAJIUCh B TEUEHHE MEPBOr0 MECSIA JICUSHUs U B MIEPBbI AeHb TPUMEHEHUS Mpenapara, npu
3TOM B HEKOTOPBIX ClIy4asx TpeOoBajioCh MNpPUMEHEHHWE TUIOTEH3UBHBIX IMpernapaToB WM
npepbIBaHKe JeUeHUs (GUHTOTUMOJIOM.
Hapywenue ¢pynkyuu neuenu
B kimHMYeckuMx WuCCieNoBaHUSX Yy B3pociblx manueHToB ¢ PC, mnonydaBmIMX JedeHHE
(GUHTOIMMOJOM, OTMEUYaloCh IIOBBIIIEHUE AaKTUBHOCTH «IE€YEHOUYHBIX» (epmenToB. Ilpu
pexomenayemoir noze 0,5 mr B 8,0% ciydaeB oTMeyanoch OECCUMITOMHOE IOBBIILICHUE
aktuBHoct AJIT >3xBI'H u B 1,8% cayuaeB — B >5xBI'H. V HekoTOpbIX NanueHTOB Npu
BO300OHOBJICHUH TEpParmuu OTMEUYAIOCh IMMOBTOPHOE TMOBBIIICHHE AKTUBHOCTH «IIEYCHOYHBIX)
TpaHCaMHHA3, YTO MOJATBEPXKIAeT CBSI3b C MpernapaToM. B KIMHUYECKHX HCCIeTOBaHUIX
MOBBILICHHE aKTUBHOCTH aMUHOTpaHc(depa3 MOIJIO BOSHUKATh B JH000€ BpeMsl B XOJ€ JICUCHUS,
OJTHaKO B OOJIBIIMHCTBE CIIy4aeB OHO BO3HUKAJIO B NepBbIe 12 MecsIeB.
Hopmanuzanus aktuBHoctd AJIT B miia3Me KpOBHM NPOUCXOAMIA HPUOIU3UTENBHO Yepes3
2 Mecsilla TOCNie TpPEKpallleHus IpueMa mpemnapata. Y HeOOJBIIOrO 4YHCla MNAlUeHTOB C
noBbIeHHOW akTuBHOCTRIO AJIT >5xBI'H (10 B rpymme 1,25 mr, 2 B rpymme 0,5 wmr),
NPOJIOJDKABIIMX JICUCHHE TpemaparoM, HopMmanuzamus aktuBHocTH AJIT npousonuia
NpUOJIM3UTENFHO B TEUCHUE 5 MECSIIEB TEPAInU.
Heeponozuueckue napyuwienus
HmeroTcst coOOIIEeHNs O PEKUX CITydasx MOPakeHUs HEPBHOM CHCTEMBI Y B3POCIBIX NAIlUEHTOB,
nonydaronux (QuHroNmMMOn B BbICOKMX no3ax (1,25 mr wmmu 5,0 wmr), BKiIOYas pa3BHUTHE
UIIEMUYECKUX U TeMOPPAruyecKuX HMHCYJIbTOB M ATUIUYHBIX HEBPOJOTUYECKHUX PACCTPOMCTB,
TaKUX Kak OCTPBIN AUCCEeMUHUpOBaHHBIN 3HIIEPastomuenuT (OJIOM)-mogo0HbIe COCTOSHHUS.
Hapywenusa co cmoponsl cocyoos
[Ipu neuennn uuronumonom B no3e 1,25 Mr peaKo OTMEHYaIMCh OKKITIO3UH MEepH(PEepHIecKuX
apTepHUil.
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ﬂblxameﬂbl—la}l cucmema

B ximHMuYeckoM wucclieoBaHMM uepe3 | Mecsdll TNpUMEHEHHS Tperapara OTMedaoch
HE3HAYUTENbHOE J0303aBHCHMOE CHIDKEHHUE IOoKaszareneil oObema (hOpcHpOBAaHHOTO BBIIOXA
(O®B1) u nmuddy3noHHOM CHOCOOHOCTH JETKUX 1o yriaepoga MoHookcuay (DLCO), B
JaTbHENIIEM JOCTUTHYThIC 3HAUEHUSI JAHHBIX MApaMeTPOB HE MeHsTUCh. K 24 mecdlly CHIKeHue
npenmnonaraemoro O®B; B MpOIEHTHOM OTHOIICHHH OT M3HAYaJIHHOTO TMOKA3aTeNsi COCTABUIIO
2,7% npu npumenennu punromumona B no3ze 0,5 mr u 1,2% B rpynne miamne6o, mocie OTMEHBI
Tepanuu JaHHOE paziauuue HuBeaupoBaiock. CHmwxkenne DLCO k 24 mecsily NpUMEHEHHUS
¢unromumona B goze 0,5 mr cocraBuno 3,3% B cpaBHeHuu c 2,7% B rpymme mianeoo.
Cyoopoircuvie npucmynoi

[Ipn npuMeHneHun (GUHTONIMMOAA B KIMHHYECKUX HCCIEAOBAHUAX M B MOCTPETUCTPALUOHHOM
Nepuojie  3aperuCTPUPOBAaHBl  CIy4dal pa3BUTHUA  CYJIOPOXKHBIX  MPHUCTYIOB, BKIIOYas
SMUJICNITUYECKUN CTaTyC, y B3pOCHbIX. B KIMHMYECKHUX HCCIIETOBAHMIX Yy B3POCHBIX 4HacTOTa
CYJIOPOXHBIX TpUcTynoB Obiia 0,9% y manueHToB, moixy4aBmux ¢uHroaumo, npotus 0,3% B
rpynne miarne6o. HensBecTHO, CBSI3aHBI JIM TH SIBIICHUS TOJBKO ¢ TedeHueM PC, mim ToibpKo ¢
(UHTOIMMOOM, WU C UX COUYETAaHHEM.

Jumepomur

[To maHHBIM KIIMHUYECKUX M TIOCTPETUCTPAIIMOHHBIX UCCIICOBAHUH, Y MAIIMEHTOB, MOJyYaBITUX
(UHTOIMMOJ], OTMEUYalIoCh Pa3BUTHE PA3IUYHBIX TUIMOB JUM(OM. B OCHOBHOM BCTpedanach
HEXOKKMHCKas JuMdoma, Bkioudas B-knerounsie u T-kierounsie nmuMdombl. B ToM uucne
CMEPTENbHBIA ciydaid B-kiaeTouHolt nuMQGOMBI, MOJTOKUATEILHON N0 BUpPYCY OmimTeitHa-bapp.
Yacrora mumdpom (B- u T-kneTouyHol) B KIMHUYECKUX HCCICNOBAHUSX ObLIa BBIIIE, YeM
OXHUJaeTcss B OO0med monmynsnuu. B TOCTperucTpalliOHHOM TMEpUOoJe Takxke ObLIH
3apErUCTPUPOBAHBl  OTHEIbHBIE CiIy4au KOXHOW T-kierouHod maumdomsl (rpuboBHHAs
rpaHyjemMa).

I'emoghazoyumapnwiit cunopom

B mocTpeructpaiinoHHOM TEpUOAE y TMAlKMEHTOB, MOJYYaBIIUX JIEYCHHE (DUHTOIUMOJIOM,
OTMEUYEHBbl OYEHb pEIKHUE CIydyau pa3BUTUA TeMo(arolUTapHOTO CHHAPOMA C JIETAIbHBIM
HCXOJIOM, CBSI3aHHbIE C WH(EKIMOHHBIM 3aboneBaHueM. ['emodaronuTapHbIi CHHIPOM —
COCTOSTHUE, ACCOLIMUPOBAHHOE ¢ HHPEKITMOHHBIMU 3200JICBAaHUSIMHA, IMMYHOCYIIPECCUEH U PSIIOM
AyTOMMMYHHBIX 3200JICBaHU.

Hayuenmuor cmapwie 10 1em

B KOHTpoOIMpyeMBbIX KIMHUYECKUX HMCCICIOBAHUAX Yy AeTed u momapoctkoB (10-18 ner) mpum
npuMeHeHuu npenapara B o3¢ 0,25 mr wim 0,5 mr 1 pa3 B cyTku o01uil mpoduias 6€30macHOCTH

OB COITOCTABHUM C TAKOBBIM Y B3POCJIBIX TAIIUCHTOB.
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B uccrieqoBaHuu y jeTell CyIOpOKHBIE MPHCTYIIBI S e poRaHer '3 6% Ralistiro,

nonydaBmux punromumo, 'y 0,9% manueHToB, moxy4aBmux HHTephepoH oera-1a.
Ecnu nrobvie uz ykazamuwvix 6 uHCMpyKyuu noboyHulx 3¢hghekmos ycyeyonaromes, uiu Bol
3amemunu ar0dvle opyeue nobounvie 3¢hghekmol, He YKA3AHHbIE 8 UHCMPYKYUU, Cooduwume 00

Imom epauy.

MMEPE/IO3UPOBKA
310poBbie JOOPOBOJIBIIBI YOBIETBOPUTEIHLHO MEPEHOCHIN OJHOKPATHBIN MpUEM Ipenapara B

no3e 40 mr (mo3za B 80 pas, mpesblIaonias CyTOUHYIO PEKOMEHIYEMYI0), TP 3TOM Y 5 u3 6
JTO0OPOBOMBIIEB OBLIO OTMEYEHO OUIYIIEHHE JIETKOTO CTECHEHHS WM YyBCTBO IHUCKOM(popTa B
TPYAHON KJETKE, YTO KIMHUYECKH COOTBETCTBOBAJIO HEOOJBIION BRIPAXKEHHOCTH PEAKTUBHOCTH
JBIXaTeNbHBIX MyTEH.

B Hauane npumeHeHHs] UHTOIMMO MOXKET BBI3BIBAThH pa3BuTHe Opaaukapauu. Camxenne YCC
00bIYHO HAONIOAAETCSs B TEUYCHHE OJHOTO Yaca MOCIe MEePBOTO MPUMEHEHHUS U TPOHCXOIUT
HauOosiee pe3ko B TedeHHe 6 4. OTpUIATEIBHBIM XPOHOTPOMHBIN 3hdeKxT ¢uHrOTUMOIA
coxpansieTcsa U mocie 6 4, OJHaKO B MOCHEAYIOLIUE AHU JIEYEHHsI OH MOCTENEHHO ociabeBaerT.
Nmetorcss cooOmieHUss 0 3aMEIICHHH AaTPUOBCHTPUKYIISIPHOTO MPOBEICHUS U OTACIbHBIC
COOOIIEHUs O MPEXOMSIINX CIydasx MoHOH AB-0110Kaabl CO CHOHTAHHBIM pa3pelieHUueM.

B cnydae nepeno3upoBku Mpu mpueMe nepBoil 036l PUHTrOIMMO/1a HEOOXOAUMO OCYIIECTBIISATh
HaONIOZICHUE TMaleHTa B TeYeHHe MHUHUMYM 6 dacoB, Bkimoudaroniee OKI-monutopuHT (B
peanbHOM BpeMeHH) U exxeuacHoe uzmepenue YCC u A/l

Ecnu yepe3 6 vacos mocne neporo npuema YCC cocraBisger <45 yn/MUH y B3pOCIHBIX, WIH
<55 yn/muH y nerewi crapmie 12 ner, wim <60 ya/mun y aereit ot 10 mo 12 net, uiam nposBHUIACH
OKI-npusnaku Il u Beime creneneit AB-Omokanpl, wim QT-unTepBan cocraBmi >500 mc, TO
cienyeT NpoUIMTh MOHUTOPHUHT IO KpailHel Mepe 10 CIEAYIOIIEro yTpa WK J0 TeX Mop, MoKa
HapyueHus He pazpemarcs. [Ipu BosaukHOBeHNH AB-610Kkaas! 111 cTenenu B mo6oe BpeMs CyTOK
TaK)ke HEOOX0IMMO 00eCIIeunTh HAOMI0ACHUE TI0 KpafHEH Mepe 10 CIEAYIONIETro yTpa.

OUHTONMUMO/ HE yaJseTcsl U3 OpraHru3Ma MOCPEACTBOM Jualin3a U razmadepesa.

B3AUMOJEVCTBHE C JIPYTUMM JEKAPCTBEHHBIMU CPEJICTBAMHU
IIpoTuBoomyXxoJeBbie NpenapaTbl, HIMMYHOMOAYJISITOPbI H HMMYHO/eNIPeCCAHTHI
YuuTbiBas BO3MOXKHOCTD JIONOJHUTENIHOTO YTHETAIOUIETO BIUSHUS Ha MMMYHHYIO CUCTEMY, HE
CleyeT MPUMEHSATh  (UHTOIMMOJ] BMECTE C  MPOTHBOOIYXOJEBHIMH  CPEIICTBAMH,

HUMMYHOJCTIPpCCCaHTaMU UJIKM UMMYHOMOIYJIATOpAMHU.
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MOJTy4Yaly Mpenaparhl IIUTEILHOTO ASUCTBUA, OKa3bIBatonye 3(pPeKTsl HA UMMYHHYIO CUCTEMY,
Takhe Kak Hataiau3ymad, Tepu(IyHOMHU] WM MUTOKCAHTPOH. B KIMHHYECKHUX HCCIIeTOBAHUIX
npu MpuUMeHeHuHu ¢uHroaumona y mnamueHtoB ¢ PC, mony4aBmIMX KOPOTKHE KYpPChI
[IIIOKOKOPTUKOCTEPOHI0B, HE OTMEUaIoCh MOBBIIIECHHUS YaCTOThI HHPEKIUH.

Baknunanus

Bo Bpems Tepamuu mpenaparom, a TakKe B TEUCHHE 2 MECSIEB IMOCIE MPEKPAIIeHUs JIeUeHUs
(UMHTOJIMMOIOM BaKITMHALIAS MOXKET ObITh MeHee 2 (HeKTUBHOMU. [10CKOIBKY TPUMEHEHNE JKUBBIX
aTTEeHYHMPOBAHHBIX BAaKIUH MOKET MOBBIIATh PHUCK pPa3BUTUS WHGEKIMHA, NMPH TPUMEHEHUU
mperapara, a TakKe B TEUeHHE 2 MECAIEB IOCIe MPEeKpamleHus JeueHus: (GUHTOIMMOIOM He
ClIeyeT MPOBOAUTh UMMYHU3AIMIO KUBBIMH aTTEHYUPOBAHHBIMU BaKIIMHAMHU.

BemecTBa, BoI3bIBaOIINE OpaguKAPIANIO

[Ipumenenue ¢uHroIMMOJa B KOMOMHAIMKM C AaTEHOJIOJIOM M JWITHAa3eMOM H3ydeHo. B
WCCJICTOBAaHUH B3aUMOJICHCTBUHN Y 3I0POBBIX JOOPOBOJIBLIEB MPU MPUMEHEHUU (UHTOIMMOA C
aTEHOJIOJOM OTMeuanoch JomnonHurenbHoe cHwkeHne YCC Ha 15% B Havane npuMeHeHus
¢uHronMMona. Y MalMEeHTOB, MOJY4YaBIIMX (PUHTOIUMOJ BMECTE€ C IUITHA3EeMOM, TaKOTO
sddexra He HabOmomanock. Tepanmuio (UHTOIMMOIOM HE CIEAyeT HAYMHATH Y MAIMEeHTOB,
MOJTydaronux 0eTa-apeHo0IOKaTOPhl WU JAPYTUE Tpernaparsl, KoTopble MoryT cHuxath UCC,
TaKMe KaK aHTHAapuTMHYeCKue cpencta kinacca la mnum III, aHTaroHMCThI KaJIbIIMEBBIX KaHAIOB
(TakuX Kak BeparaMuil Wid TUATHA3EeM ), UBaOpauH, TUTOKCHH, MTHTHOUTOPHI XOJIMHACTEPA3hl TN
MWJIOKApIWH, B CBSI3M C PUCKOM JOMOJHHUTEIbHOTO yrHetatomero aericreuga Ha YCC. Ecnu y
TAaKMX MALHEHTOB TIPeNonaraeTcs gedenue npenaparoM CxkauMon”, HeoOX0AMMa KOHCYTbTaIHs
KapAHO0J0ra OTHOCUTEILHO BO3MOKHOCTH TIEPEX0/1a Ha TePAIHIO MIpernapaTamMu, He CHIKAIOIIUMHU
YCC, nnu npoBeieHHEe COOTBETCTBYIOIIETO HAOMIOACHUS (IPOJITIEHHOE HAOIIOIEHUE B YCIOBUSX
CTallllOHapa [0 MEeHbILIEH Mepe 0 yTpa CIAEAYIOLIEro JHs).

PDapMaKkoKHHeTHYEeCKHE I(p(PeKThI APYruX npenaparoB Ha (PUHIOJIMMOJ

OUHTONMMO METa0ONMU3UpyeTcss B OCHOBHOM c ydactueM uzopepmenta CYP4F2. B ero
MeTabonu3Me MOTYT MPUHUMATh ydacThe W JApyrue u30(epMEeHTHl IIUTOXpOoMa, Harpumep
CYP3A4, B 0cOOEHHOCTH €CJTM UMEET MECTO €T0 BhIPAKEHHAST WH T KIIHS.

He oxupaercs BIUsSHUS MOIIHBIX WHTHOUTOPOB OEITKOB-TIEPEHOCUYMKOB Ha (hapMaKOKHMHETHKY
¢unrommmona. OAHOBpEMEHHOE MpUMEHEHUEe (PUHrOIMMONIa ¢ KETOKOHA30JIOM MPHBOIUIO K
yBenudeHuto B 1,7 paza skcniozunmu (AUC) dunronumona u ¢punrommmona ¢ocedara 3a cuer
naruouposanus nzopepmenta CYP4F2. Cnenyer cobmtonaTh OCTOPOKHOCTh MPU MTPUMEHECHUH

¢uHroMMMOZa OHOBPEMEHHO ¢ IIpernaparamu, crnocoOHbIMH HHruOupoBath CYP3A4

29



COOTBETCTE 'Z{ET 3_' KC __ EPTHOMY OTUETY

ot 08.08.2025 N2 19770

(MHTHOUTOPHI MPOTEa3, MPOTUBOTPUOKOBBIE CPEICTBA rb%hif'%g&“E@l‘i%ﬂe&fhﬂpéﬁﬁnm

TaKue KaK KJIAPUTPOMUIIMH WIH TEIUTPOMHUIINH).

OnHOBpeMeHHOE MpHUMeHeHHe KapOamaszenuHa B jo3e 600 mr 2 pa3a B CyTKHM B paBHOBECHOM
COCTOSIHMH Y 2 MTI' pUHTOJIMMO/Ia OJTHOKPATHO OKa3bIBaIO ciadoe Biausinue Ha AUC puHTOITMMOIa
u ¢puHronumona gocdara, ¢ yMeHbIIEHHEM JaHHOTO MoKa3aTels npuoan3uTenbHo Ha 40%.
[Tpumepno B Toit xe crenenn AUC ¢uHromumoaa u ero MetTaboauTa MOTYT CHUXKATh U APYTHE
uHaykTopsl uzopepmenta CYP3A4, nanpumep pucdamnuuuz, ¢eHodapoburtan, (EeHUTOHH,
a(aBupen3 u 38epo6oii. [I0CKOIBKY MpU ’TOM MOXKET CHIXKATHCS 3PHEKTUBHOCTH (PUHTOIUMO/IA,
OJIHOBPEMEHHO MPUMEHSATh 53THU Tpernaparbl CIeAyeT C OCTOPOXHOCThbIO. (OIHOBpEMEHHO
IPUMEHSTH 3Bep000ii, OJJHAKO, HE PEKOMEH Ty eTCSl.

dapMmakoKuHeTHYeCKHEe I PeKkThl (PUHI0JIMMOJAa HA APYIrUe Npenaparsl

BzaumopeiictBue (QuUHronmmMona ¢ BelIECTBaMHU, KJIMPEHC KOTOPBIX OOYCIIOBIEH TJIaBHBIM
obpazoMm wm3opepmenTamu muTOoxpoma P450, mam ¢ cyOCcTparaMM OCHOBHBIX TPaHCHOPTHBIX
OEJIKOB MPEICTABIISACTCS MAJTOBEPOSTHBIM.

dapMakOKHHETHKA (PUHTOIMMO/Ia U IIUKJIOCTIOPUHA B CIIyyae OJJHOBPEMEHHOTO MPUMEHEHHS He
MeHsTach. TakuM o00pa3oM, HE OXUIaeTcss H3MeHeHUs (apMaKOKUHETHKH IIPEraparos,
sBistronuxcsi cyocrparamu nzodepmenta CYP3A4, nmoa BiustHuEM (HUHTOIUMO/IA.
OnHOBpeMEHHOE  TpUMEHEHHEe  (PUHrOJIMMOAa U MEpPOpaJbHBIX  KOHTPALICTITHBOB
(3TUHMIIACTPAIUOIIA U JIEBOHOPI€CTPENa) HE MPUBOIUT K U3MEHEHUIO SKCIIO3UIIMU MEPOPATBHBIX
KOHTpalenTuBoB. HecMoTpsi Ha OTCyTCTBHE HCCIEIOBaHUN B3aUMOJIEHCTBUS C MEpOpaIbHBIMU
KOHTpALIETITUBAMH, COICPKAIIMMU IPYTUE MPOTeCTareHbl, He 0XKUAAETCS BIUSIHUS (PUHTrOIMMO 1A

Ha X 3KCIIO3UIIHUIO.

BJIMUSIHUE HA CIIOCOBHOCTD YIIPABJIATH TPACIIOPTHBIMU CPEJICTBAMU
N MEXAHU3MAMU

[anuenTtaM, y KOTOphIX Ha (oHE TNpuMeHeHHs mpenapata CKIMMOA® BO3HHKAIOT TaKHe
HCIKCJIATCIIbHBIC SBJICHUA KaK TOJIOBOKPYKCHHUC U COHJIIMBOCTb, HC CJICAYCT YIPABJIATH
TPAHCIOPTHBIMH CPEICTBAMH HJIM MEXaHW3MaMH JI0 MOJTHOTO MCYC3HOBEHUS JaHHBIX MOOOYHBIX
a3 dexToB. HeoOXx01MM KOHTPOJIb COCTOSIHUSI TIAIIUEHTA B TIEPBBIC 6 YacOB MOCIIE TIEPBOTO MpUEeMa

Ipenapara rnepej HayajoM YIPaBJICHUs TPAHCIIOPTHBIMU CPEACTBAMU.

®OPMA BbIITYCKA
Kancymnsi, 0,5 mr
Ilpu npouseoocmee, pacosxe u ynaxoexe na «Xemepo Jlaoc Jlumumeor»

ITo 10 xancyn B 6nuctep Amomuuuit-I1IBX/TIB/1X.
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[To 10 6mucTepoB BMECTe ¢ MHCTPYKITUEH TIO TP MeHeHﬁBIE;ram%@p“TBEW OCTL 0004

Ilpu npouzeoocmee, ¢pacosxe u ynaxkoeke na 000 «MAKH3-DAPMA»

I[Io 10 xamcyn B KOHTYpHYIO siueiikoByio ynakoBky wu3 tuieHku [IBX/TIBJIX u ¢onbru
ATIOMUHUEBOM NI€YaTHOMN JTaKUPOBAHHOM.

[To 1 mnmu 3 KOHTYpPHBIX SUYEHKOBBIX YMAaKOBKH (OaucTepa) BMECTE C HMHCTPYKIMEH TI0

IIPUMEHEHHUIO B I1a4Ky U3 KapTOHA.

YCJIOBUSA XPAHEHUSA
XpaHuTh Nipu Temnepatype He Boiie 25 °C.

XpaHUTb B HEOCTYITHOM JUIs IETEU MECTE.

CPOK I'OAHOCTHA
2 roxa.

He ucnons3oBaTh mocje UCTECUCHUS CpOKa roAHOCTH.

YCJIOBHUA OTITYCKA

OTmycKarT 1o perenTy.

MPOU3BOJAUTEJIb

Hnousn

Xemepo Jlaoc JTumumeo

Aopec mecma npouzsoocmsa: (YOuut-V), TCUUK ®@opmymsiima C33, yu. Ne 439, 440, 441 u
458, Tonenamnu Bumnamk, xamgepna (Mannan), Maxabyo Harap (Paiion), 509301, mrar
Tenanrana, Manus.

u/nnm

Poccun

000 «MAKH3-DAPMA»

Aopec mecma npouzsoocmea.: 109029, r. MockBa, ABTOMOOWIBHBIN TTpoE3, 1. 6, cTp. 4.

JAEPXKXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHU S

Nunna

Xerepo Jlabc Jlumuten

«Xetepo Kopnopetity, 7-2-A2, Unnactpuan Dcreiitc, Canat Harap, Xaiinapadam — 500018,

Tenanrana, Uaanus
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OPTAHUM3AIMSL, TPUHUMAIOLIASI MPETEH3WH IO TPEBATE I = = Y004)

Poccus

MocCKOBCKO€ MpeICTaBUTENbCTBO KoMnaHuu «Xerepo Jlade Jlumureny (Munus)
Aopec: 109029, r. MockBa, ABTOMOOMIBHBIN MPOE3 I, 1. 6, cTp. 5

Ten./akc: +7 (495) 981-00-88

On. moura: DrugSafety-Russia@hetero.com
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