MUHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUVCKOM ®EJIEPALIA
NHCTPYKLUSA ‘
ITO MEAUILIUHCKOMY ITPUMEHEHUIO HEKAPCTBEHﬂOfO ITPEITAPATA |/

CKJIMMOJ® eArABROCCH)

PETUCTPAIIMOHHBIY HOMEP: o

TOPIOBOE HAUMEHOBAHME: Cxmmon®. o ,“

MEXKIYHAPOJHOE HEINATEHTOBAHHOE WJIH I“PYHHI/IPOI«i);l“H‘(-)E

HAUMEHOBAHME: ¢unrommos.

JIEKAPCTBEHHASI ®OPMA: xancyibl.

COCTAB

Onana xancyJia coxepKur:

Oeticmsylouyee 6ewjecmeéo. (uHromumoma ruapoxiopun — 0,56 Mr (B mepecuere Ha

¢urromumon — 0,50 mr);

6cnomozamenvhble eeujecmea: neinonosza — 43,88 mr, Turana guokcua — 3,00 Mr, Maraus

creapat — 0,56 mr;

obonouka kancyner — 39,00 Mr (kenatuH, Boja, HaTpHs naypuwicyiabpar, TUTaHa JHOKCHI,
KpacHuTelb Keje3a OKCHJI KeJThIN ),

uepnuna uepnvie « TekPrint™ SW-9008» ons nanecenus naonucu na Kancyne: meiiaK, 3TaHoJI,
M30IIPOIIaHO, Oy TaHOJI, IPONMJIEHITTHKOIIb, AMMHAK BOJHBIN, KPACHTENb XKejle3a OKCHI YepHBIi,

KaJIusl TUAPOKCH/I, BOJIA;

yepnuna cunue «TekPrint™ SB-6018» oas namecenus naonucu na Kancyne: 1eJUlaK, 3TaHoI,
M30MPOIaHoI, OyTaHOJI, MPONHUIICHITINKOb, aMMHAK BOHBIHA, kpacutens «FD&C cunmit Ne 2,

AJIFOMHUHHUEBBIN JIAK).

OIIMCAHHUE
TBepapie xenatuHOBbIE Kancybl (pasmep 4), Kopityc 6ejoro nseTa ¢ MapkupoBKoii «F7» cuuero
IIBETA, KPbILIEYKa CBETJIO-XKEITOro 1BeTa ¢ MapkupoBkod «H» geproro msera. Comepxumoe

KamncyJibl — IIOPOIIOK 6enoro WM mo4tu 6e10ro IBCTA.

PAPMAKOTEPAIIEBTUYECKASI TPYIIIA: uMMYyHOJAENpPECCHBHOE  CPEACTBO  —
PaCCETHHOIO CKJIEP03a CPEICTBO JICUCHHS.

Kon ATX: LO4AA27.



®APMAKOJIOTHYECKUE CBOMCTBA

MexaHusm aeiicTBus

DUHTOIMMO/I MOTYJIUPYET PelenTops! chunrosut-1-docpara (S1P-penentopos). GuHrOIMMO
MeTabosm3upyercsi cUHro3MHKHHA301 0 aKTUBHOro Mertabonurta ¢uuronumona pocdara. B
HAHOMOJISIPHBIX KOHIEHTpauusx (uuroimmmona ¢ocdar cesasbiBaercs ¢ S1P-penentopamu Ha
MOBEPXHOCTH JIMM(POLMTOB, OBICTPO MPOHUKAET B LIEHTPAIbHYIO HEpBHYIO cucTemy (LIHC) uepes
remarosHieamueckuii 6apbep u cBs3biBaeTcs ¢ S1P-perienTopamMu Ha MOBEPXHOCTH HEHPOHOB.
CasaspiBasich ¢ S1P-penentopamu muMdorutos, GpunrommmMona gocdar 610KHpyeT CrOCOGHOCTD
TUMGOLUTOB  TMOKMAATh JMM(ATHYECKHE Y3/bl, YTO MPUBOAMT K Mepepacrpe/IeeHHIO
TMMMOLMTOB B OpraHU3Me, NPH 3TOM HE MNPOMCXOAMT YMEHBIIEHHs OOIIEro KOIHYecTBa
mamdonutos. Ilepepacnpenenenne TMMGOLUTOB MPUBOIUT K YMEHBIICHHIO TMM(OIUTAPHOM
uapunbTpaunu [IHC, B ToM wumcne BocnanutenbHbIMA KiaeTkamd Thl7, yMeHbIIEHHIO
BBIPDAKEHHOCTH BOCIIAJICHHS U CTETIEHH MTOBPEXK/ICHHUS HEPBHOM TKaHH.

Wcenenosanys Ha JKMBOTHBIX M 9KCIIEPHMEHTHI i71 Vitro OKa3bIBAIOT, 4T0 3GPEKTH PUHTOIHMOA
TaKKe MOTyT ObITb OOYyCIOBIEHBI €ro B3amMmojeiicTBueM ¢ S1P-perentopaMu Ha HEpPBHBIX
KJIETKaXx.

®apmakoIMHAMHKA

B Teuenne 4-6 yacoB moce nepBoro npuemMa npemnapara B 103e 0,5 M KoJM4ecTBO TMMQpOLMTOB
B KPOBH CHHIKA€TCs NPUOIM3UTENBHO 10 75% OT MCXOAHOTO 3HaueHus. [Ipu JUIMTeIBHOM
€XKE/IHEBHOM NPUMEHEHHMH IIpernapara KOJMYECTBO JIUMQOIMTOB IMPOJIOJDKAET CHHKATHCS B
TEYECHHE 2-X HeJIeNIb, JOCTUTasi MEHUMAIBHOTO 1ToKaszaTelist 500 KIIeTOK/MKII i IPHOIN3UTETHHO
30% ot ucxoanoro 3nauenus. Y 18% mamueHTOB 0TMEYANoch 10 KpaifHe# Mepe OJHOKpaTHOE
CHI)KCHHE KOJIMYeCcTBa TuMponuToB Hike 200 kieTok/MKIL. [Ipu peryisipHom npreMe npenapara
CHIDKCHHOE KOJIMYECTBO JHMQPOLMUTOB CcOXpaHsiock. bompumuctBo T- u  B-mumdonuTtos
NEePHOJNYECKH MPOXOJUT Yepe3 TUM(POUTHBIE OPTraHbl, U IMEHHO 3TH KJIETKH SIBJISIOTCS TJIaBHON
MHLICHBIO JUIsl IecTBUs GuHrommmMona. Oxuako okono 15-20% T-muM(OnMTOB, SBJISIOMMXCS
3 peKTOPHBIMA KIE€TKAMH NaMSATH M UTPAOLIMMH BaXHYIO POJIb B IEpUpEPUYECKOM HMMYHHOM
KOHTpOJIe, HE MPOXOAAT uepe3 JIMM(OUAHBIE OpraHbl M HE MOJABEPKEHBI BO3IEHCTBHIO
¢unrommmona. B TeyeHne HECKONBKHX [HEH IOCIIE MPEKpAIleHHs IIpHeMa IperapaTa B KPOBH
OTMEYaeTCs MOBBIICHHE KoauyecTBa JuMponuToB. Hopmanuzanus konmdectsa 1uM(OIHUTOB
MPOMCXONUT Yepe3 1-2 Mecsna nocne npekpamenus jgedeHus. [1ocTossHHbIA npreM pUHroIMMOA
NPUBOJIT K HEOOJIBIIOMY CHHM)KEHHIO KOJMYECTBAa HEMTpOQuIoB, npubausurenaso 10 80% ot
HCXOJHOTO MoKa3aresis. MOHOLMTEI He OJBEPKEHBI BO3AEHCTBUIO (DHHIOJIMMOIA.

B Havane neyenus mpemapaToM B peKOMEHIYEMOii /03¢ OTMEYAeTCs TPAH3UTOPHOE CHIKCHHE

YCC (4acToThl ceplevHBIX COKPAIEHUH) U 3aMe/UICHHE aTPHOBEHTPUKYISPHON MPOBOIMMOCTH.
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[Ipu sTomM makcumanpHoe cHukeHne UCC HaGmiomaeTcst B TedeHHe 6 4acoB MoOcCie NpueMa
npenapara, a 70% OTpHLATETBHOTO XPOHOTPOIMHOTO 3((deKTa JOCTHraeTcs B NEPBBIA JEHb
npumenenns. YCC BosBpamanachk K UCXOIHOM B TedeHHe | MecsIla peryjspHOro NPHMEHEHHUS
npenapara.

Camxenne YCC, BpI3BaHHOE (DUHTOJIUMOIOM, MOXKET OBITh KYIIMPOBAHO IPUMEHEHHEM aTPONTHHA
W M3onpeHainHa. [lokazano, uTo canbMeTepos1, IPUMEHSIeMbIi HHTASIHOHHBIM [Ty TEM, TAKKeE
BBI3BIBACT YMEPEHHBIN T10JIOKUTEIbHBIA XPOHOTPOITHBIH 3P HEKT.

B Havane mnpumeHeHHs (GHMHroNMMOJa OTMEYaeTCs YBEIWYEHHE YHCIA IIPEICEpAHBIX
BKCTPACHCTOJI, HE CONPOBOXKIAIOLIECECS YBEIMYEHHUEM YacTOThl (HUOPHIUIAIMH/TpETeTaHUus
IPEJICEP/INA, JKEITYIOUKOBOM apUTMHEH WK dKTonuel. He oTMedeHo BIHsiHUS QUHIOIMMO/IA HA
YMEHBILEHUE CEPJICUHOr0 BHIOpOCa.

ABTOHOMHBIE (YHKIMH CEp/ilia, B TOM YHCIIe upKaanannas BapuadensHocts YCC u peakius Ha
(u3nyeckyio Harpy3Ky, He U3MEHSIIOTCS 1101 BIMSHHEM (PUHIOJIMMO/IA.

OnnoxpaTHOE H MHOTOKpAaTHOE IIpUMEHeHHe PUHroMMoa B 1o3ax 0,5 Mr uimm 1,25 Mr B TeueHHe
JBYX HeJEelb HE acCOLMHMPOBAIOCH C ONPEIC/ISEMBIM YBEIHYEHHEM CONPOTHBIISIEMOCTH
AbIXaTeNIbHBIX MyTeH 10 3HaueHr0 ODB; (06beM GOopcHpOBaHHOTO BHIIOXA 32 IEPBYIO CEKYHTY)
M cpeaHeld oOBeMHOM CKOpPOCTH BbIOXa Ha ypoBHe 25-75% ot ®XEJI (dpopcupoBanHas
KU3HEHHas  €MKOCTh  JIerKuX). OTMedanoch, OJHAKO, J0303aBHCHMOE  YBEIHYEHHE
COIIPOTHUBIIIEMOCTH JIbIXATEJIbHBIX IyTEH MPH OJHOKPATHOM MPUMEHEHUH (QUHTOIMMOJIa B J103€
>5 Mr, npeBbIaromed pekoMeH10BanHy1o B 10 pa3. MHOrokpaTtHoe npuMeHeHHe (PUHTOIMMOA
B no3ax 0,5 mr, 1,25 Mr wmm 5 Mr He accOUMHpYeTCs C YMEHBIIEHHEM OKCHIEHAIHH,
YMEHBIIICHHEM caTypallMd KHCIopoJa Npu (U3WYECKOW Harpy3ke WIH YBEIHYEHHEM
PEAKTUBHOCTH JIbIXATEJIbHBIX IyTE€H K METaxOoJUHy. Y NAlUEeHTOB, MOJYYaBIIHX (UHTOIMMOJI,
OTMEYAJICS HOPMAJIbHBIA OPOHXOAUIISATAIIMOHHBIA OTBET Ha MPHUMEHEHHE WHIAISIIMOHHBIX OeTa-
aroHMCTOB.

[Ipu ipuMEHEHNH y ALMEHTOB C PEMHTTUPYIOLIUM paccesiHHbM cKiiepo3oM (PPC, cpennmii 6asn
no mkajie naBanmuaHocTH EDSS 2,0) dunromamon B noze 0,5 Mr cHHXal 4acTOTY KIMHAYECKHAX
obocTpennii 6one3nn Ha 54%. [Ipu npueme npenapara y 70% InanueHTOB 0OTMEYAIACh CTAOHIbHAS
peMHcCcHs B TeuyeHHe 2-X JeT (1o cpaBHeHHIO ¢ 45,6% B rpymme miane6o). ®@uHrOINMON
JIOCTOBEPHO CHWXXKaJl PHCK IPOrPECCHPOBAHUSl HETpyaocnocoOHocTH. [lpu mpuMeHeHuu
npenapara JIOCTOBEPHO YBEIMYHMBAJIOCH BPEMsl 0 HACTYIUIEHHS 3-MECSYHOTO U 6-MECSYHOIO
nepuoJia MOATBEPXKIAEHHOIO IIPOrPECCUPOBAHHS HETPYIOCHOCOOHOCTH (OIEHMBAEMOIO Kak
NOBBIIICHHE OLEHKH 10 mmKane EDSS or ncxonubix mokasatesneii) mo cpaBHEHHIO ¢ Iuiane6o.
Pe3ynbTaThl MarHuTHO-pe3oHanCcHO# ToMorpaduu (MPT) ronossoro mosra nanuestos ¢ PPC Ha

(bone JICYCHU S (i)PIHI‘OJIHMOZ[OM IMOATBEPKAAIOT 3HAYUTCIIPHOC CHU)XXCHUE aKTUBHOCTH TECUCHHS
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3a00/1€Banus (MHTEHCHBHOCTH BocnanutenbHoro npomecca B IIHC, pasmepoB u Koimuectsa
0YaroB JIEMHUETHHU3ALINH ).

DapMaKOKHHETHKA

Jlannbie 10 papmakoKMHETHKe (UHrOIMMOa OBUTH MOJIyYeHBI Y 370POBBIX H0OPOBOIBLEB, Y
PELMITMEHTOB IT0YKH U Y TIALIUEHTOB € paccestHHbIM ckiepo3oM (PC).

®apmMakoI0ru4ecku akTHBHBIM METaboIHTOM siBIsieTcs: punrommMonaa docdar.

Bcacvisanue

[Ipu npueme BHYTph BcachiBaeTcsi >85% no3bl. BceachiBanne (UHromMMoma IPOMCXOIUT
MEUIEHHO (BpeMsl TOCTHIKEHHUs MAaKCUMAJIbHON KOHIIEHTPAIMHU B TIa3Me KPOBH, tmax, 12-16 1).
Kaxymasics abcomoTHasi GHOIOCTYITHOCTh NIPH MpHEMe BHYTPh coctasiseT 93%. PaBHoBecHas
KOHIIEHTpAIMs B IIJIa3M€ KPOBM JIOCTHUTaeTcsi B TeYeHUe 1-2 MecsleB peryJisspHOro mpHeMa
npenapata (1 pa3 B cyTkn). PaBHOBecHas KoHLeHTpalus GpuHronumosa npubiusutennsHo B 10 pas
BBILIIE, YEM €T0 KOHIIEHTPALUs 110CTIe IEPBOTO MPHEMA.

[IpueM nMmM He BIUSET HAa MAKCHMAIbHYI KOHUEHTPAIMIO (Cmax) HWIM 3KCIIO3HIHIO
(AUC - nnomans noj papMakOKHHETHYECKON KPUBOH «KOHIIEHTpALUs-BPEMS») PUHIOIUMO/IA.
Cmax Gunaronumosna gpocdara HeznaunTeIbHO CHIKaIAch (Ha 34%), a AUC He MeHsack. I1o 1ot
NpUYHHE (YUHTOIMMO MOYKHO NPUMEHSTh BHE 3aBUCHMOCTH OT BPEMEHH IIPHEMA ITHIIIH.
Pacnpeoenerue

@QuUHroNIMMO 1 3HAUYUTENIBHO paclpeenseTcs B 9puTpormTax (hpakius GUHroImmMosa B KIeTKax
kpoBH 86%). ®unrommona pocdar uMeeT MEHBIIYIO CIOCOOHOCTh MPOHKUKATH B KIETKH KPOBH
(bpakims B ki1eTkax kpoBu <17%). @unronmumon u ¢punromumona Gocdar B BHICOKOH CTENEHH
CBSI3BIBAIOTCS ¢ O€JIKaMu IU1a3Mbl KpoBH (>99%).

®uHronMMoa B 3HAYUTENBHOM CTENEHH paclpefieNisieTcss B TKaHAX opradusMa (o0beM
pacnpezenenus okosno 1200£260 ). @UHrOIMMOI MPOHHUKAET B T'OJIOBHOM MO3TI, 4YTO OBUIO
NOKa3aHO B KJIMHHYECKOM HCCIIEJOBAHUH Y 3I0POBBIX I0OpOBOJIBIEB. B uccinemoBanuu y
13 nobposonsues ¢ PC, nomyyaBmmx ¢unromumon B go3e 0,5 Mr B paBHOBECHOM COCTOSIHHH,
KOJIM4eCTBO (puHronumona (wmm ¢uaromumona docdara) B CEMEHHOM KHIKOCTH OBLIO B
10 000 pa3 meHbIe mpuHATO#H 10361 (0,5 Mr).

Memabonuzm

V' 4genoseka OunoTpancdopmaims (GHUHrONIMMOLA MPOUCXOAMT B pe3ysbTaTe OOPATHMOIO
CTEPEOCENEKTHBHOTO (hochoprIrpoBaHus 10 HapMaKoIOTHIECKH aKTUBHOTO (S)-5HaHTHOMEpPa
unromimona dochara u 3a cuer OKHCIUTENBHOM OGUOTpaHCHOPMANHMH, IIaBHBIM 00pa3oM
uzopepmentom CYP4F2 u, Bo3moxHO, apyrumu uzodepmentamu CYP4F, ¢ mocnemyromeit
JAerpajialiielil aHaJOTHYHO JKUPHBIM KHCJIOTaM JO HEAaKTHBHOIO MeTabojuTa M IyTeM

(opmupoBanus hapMaKoIOrHYeCKH HEAKTHBHBIX HETOJSIPHBIX aHATOTOB (PMHIOJMMO/ILEPAMHUIA.
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OcHOBHO## (hepMeHT, OTBeYAOMHUif 32 METab0IM3M (HUHTOIMMO/IA, YACTUYHO MAEHTH()HUIIHPOBAH:
910 MOXKeT ObITh CYP4F2 nmn CYP3A4. Tlocie 0HOKpaTHOro TpreMa BHYTpb B ILIa3Me KPOBH
ONpeJeISUTHCh (B TeUeHHEe NPUONU3UTENBHO | Mecsiia) HeM3MeHeHHbIH (unromumon (23,3%),
¢unromamona docdar (10,3%), HeakTHBHBIE MeTaGONMUTHI (M3 — KMCIBIH KapOOKCHIIBHBIH
meTabosuT (8,3%), KoHbIoraThl MeTaboIMTOB C HiepamMuoM M29 (8,9%) u M30 (7,3%)).
Buviseoenue

[Inasmennbi Kupenc GuuromuMona 6,3+2,3 1/4, cpeHMUI KaxyII|iAcs EPHOI II0JTy BEIBEICHUS
(ti2) cocrasnser 6-9 nueit. CHMKeHHe KOHIEHTparmit punHromMoaa u Gpuuronmumoa pocdara
I1a3Me KpOBH B TEPMUHAIBHON CTaJJMH NPOMCXOIUT MApALIETbHO, YTO MPUBOAUT K CXOJHOMY
IIEPUOJTY I10JTyBBIBEICHUS.

ITocne nprema BHYTpb 0K0J10 81% 10361 BHIBOJUTCS MOYKAMH B BHJIE HEAKTHBHBIX METa0OIHTOB.
Heusmenennele ¢unromumon u ¢unromumona ¢ocpar He BBHIBOAATCS IOYKAMH, HO
0OHapy:KHBaIOTCS B KaJie (KOJIMYECTBO KaXI0ro <2,5% ot 10361). B Teuenune 1 Mecsia BBIBOAUTCS
okoJ10 89% 110361 Ipenapara.

Jluneitnocmeo

Konnenrpanuu ¢unromimozna u ¢uuromumona ¢ocdara yBeaIMIHBAIOTCS MPONOPIHOHAILHO
J103€ TI0CJie MHOTOKpaTtHoro npuMenenus 0,5 mr wim 1,25 Mr 1 pa3 B CyTKH.

VY IalMeHTOB JETCKOrO BO3pacTa KOHLEHTpaumuu (uHromuMona (Gocdara yBeITHuuBaeTCs
IPOTNOPIMOHAIIBHO J103€ 1OC/Ie MHOTOKpaTHOro npuMmenenus 0,25 mr wim 0,5 mr 1 pa3 B cyTKH.
DapMaKOKUHEMUKA 6 OMOENbHBIX CYUAAX

Hapywenue ynxyuu novex

Hapymenne ¢yHkimu modek (OT Jerkou 10 TSKENOM CTENEHH) He OKa3bIBAIOT BIMSHUS HA
¢papmakoxuHeTHKy puHroaMMOIa U GpuHroIMMOA BocdaTa.

Hapywenue ¢ynxkyuu nevenu

OnnoxpaTHOe NpUMEHEHHE (UHIOIUMO/A B 03¢ | MI WM 5 MI' y IAlMEHTOB C HapylIEHHEM
(GyHKIMM NeYeHH JIeTKoi, cpeqHel u Tshkenoii creneneit (kmacc A, B u C no kinaccupukanum
Yaiina-ITero) npuBoaut k mnowsimenuto AUC  ¢unromumona Ha 12%, 44% u 103%
COOTBETCTBEHHO, IIPH 3TOM BIMSAHHS HA Cimax HE OTMEUEHO. Y MAIMEHTOB C HapyIIeHHEM QYHKI[HH
neyeHu Tsokeno cremenu (xnace C mo knmaccudukamuu Yaina-1Te10) Cmax puHrOIMMOIA
dpocdara camxanace Ha 22%, npu 3toMm 3HadeHne AUC CylmIeCTBEHHO He HM3MEHSIOCh. Y
NAlMEHTOB ¢ HapylleHHeM (QYHKIMH NEYeHHW JIETKOM W Cpe/Hel cTeneHei (papMakOKWHETHKA
¢unromimosa pocdara He orEeHUBATACE.

Y NalueHTOB C HapylleHHeM (YHKIMM IEYEHH JIETKOM CTENEHH IIEPHOJ IOJyBBIBEICHUS

OCTaCTCsd HEU3MEHHBIM, C HAPYIICHUEM CpCI{HCﬁ M TSDKEJIOM CTEIIEHH — YBEJIMYHUBACTCSA NPUMEPHO
Ha 50%.



DHHIOIMMOJL HE CJIe/lyeT IPHMEHSTh Y MALUEHTOB ¢ TSHKEBIMA Hapy HICHHSIMH GyHKIMYT neYeH:
(kmace C nmo xnaccudpuxannn Yaina-ITsro0) (cM. paszen «ITpotuBonoka3zanusi»). Y manueHToB ¢
JISTKAMH ¥ yMEPEHHBIMH HapyIICHUSIMH (DYHKIMH TIeYeHH (GUHTOJIMMOJ ClieJyeT HA4YHHAThH
IPUMEHSATH C OCTOPOXKHOCTEIO.

Iayuenmor mnaowe 18 nem

PaBHOBecHas koHUeHTpanys GpuHromMmoza Gpocdara cxoxka y BIpoCIbIX U AeTel crapuie 10 ner.
besonacHocTh u 3¢ dexTHBHOCTD NpUMeHEHHs (PUHTOIMMO/A y MAlHeHToB Miamme 10 Jer He
U3y4YeHa.

Hoowcunvie nayuenmor

Knnuudeckuit onpIT npuMeHeHns QUHIOIMMOJA y NALMEHTOB B BO3pacTe crapie 65 JeT
OrpaHHyYeH. Y MAlMeHTOB B Bo3pacTe 65 JeT M crapiue (MHrOIMMOJ CleIyeT NMPUMEHSTH C
OCTOPOXKHOCTBIO.

ITon u smuuveckas npunaonexcnocmo

[lon u sTHMYeckas NPUHALIEKHOCTH HE OKA3BIBAIOT KIMHUYECKH 3HAYAMOTO BJIMSHHS HA

(apmakokuneTHKy (uHroMMOAa M huHrOIMMOAa Bocdara.

INOKA3AHUSI K MIPUMEHEHUIO
Pemurrupytommii paccesnnpii cxiepos (PPC) — y B3pocnbix u gereit crapme 10 et s
YMEHBIICHHA  YaCTOThl ~ KIMHMYECKHX  00OCTpeHMH OOJ€3HM ¥  CHHIKEHHS  pHCKa

IPOrPECCUPOBAHUS HETPYI0CIIOCOOHOCTH.

IMPOTUBOITIOKA3AHMUSI

*  BBUIBJICHHBIM HMMYHOAE(DUIUTHBIN CHHIPOM,

* TOBBIICHHBIH ~ PHCK  ONNOPTYHHCTHYECKMX  MH(EKUMH, B TOM  umcie Y
MMMYHOKOMIIPOMETHPOBAHHBIX MAMEHTOB (B TOM YHCJIE MOJIYYAIOMMX HMMYHOCYIPECCHBHYIO
TEPANHIO B HACTOAIIECE BPeMsi WM HMMYHOKOMIIDOMETHPOBAHHBIX 3a CYET MPELUIECTBYIOMEH
Teparum);

*  TsKenas MHGEKIMs B aKTHBHOM (ase, aKTHBHAs XpoHMYecKas HH(EKIHs (TemaTHT,
TyOepKyie3);

*  BBIIBJICHHBIC 3]I0KaY€CTBEHHbIE HOBOOOPA30BaHUS B aKTUBHOM (a3se;

*  HapylleHHe QyHKIMHU NedeHH Tsokeoi crenenn (knace C no knaccupuxammu Yaitna-I1si0);
* uH}ApKT MHOKapja, HeCTaOWIIbHAs CTEHOKAp/Ws, WHCYIbT/TPAH3UTOPHAS HINEMHYECKas
atraka  (THA),  nexomneHncupoBaHHas — cepiedHas  HEJOCTATOYHOCTH  (Tpebyiomas
FOCIHTANIM3AlMH), cepaednas HepoctarouHocTs III-IV ximacca mo NYHA (New York Heart

Association) 3a nocieHue 6 MecsILEB;



*  TsDKenas CepleyHas apuTMHs, TpeOyrolnas aHTHApUTMHYECKYIO Tepanuio Ipenaparamu la
unu 11 xnacca;

*  aTpHOBEHTPHKYJsApHas O0kana Tuna Mobuti II 2 crenenu, aTpuoBEeHTPUKYIsipHas O10Kana
3 cTeneHu, CHHAPOM C1ab0CTH CHHYCOBOTO y3J1a — IIPH OTCYTCTBHH KapJAHOCTHMYJISATOPA;

*  wucxoanbii uHTepBa QTc >500 Mmc;

*  TUNEPYYBCTBUTEIBHOCT K UHTOIMMOTY I JTIOO0MY IpyroMy KOMIIOHEHTY Mpelnapara;

*  OEpeMEeHHOCTb U NEPUOJI IPYTHOTO BCKAPMJIMBAHMSI.

Db dexTBHOCT M 6€30MaCHOCTD IPUMEHEHHsI PUHTOJIUMOIA Y JeTeidi 10 10 JIeT He yCTaHOBIIEHHL.

MEPBI IPEJOCTOPOXKHOCTHU INPU IPUMEHEHHNUA

Bpaaunapurmus

B navane npumenenus puHronmmoa otMevaercs nmpexosiiee cHmwkenne YCC, KOTopoe MoKeT
COIIPOBOXK/IATHCS 3a/IEPIKKOM aTPHOBEHTPUKYJIIPHOTO IIPOBECHUS, BKIIIOYAs OT/AEIbHBIE CITy4Yan
npexozsiei nosHoi AB-6mokaael, pazpemaromeicsi ClloHTaHHoO.

YCC naymHaeT CHMKAThCS B TeUeHHE | 4 Iocie MepBOro mprema npenapara, a MakCHMalbHOe
CHHIKCHHE OTMEYAeTCs MPHUMEPHO uepe3 6 4. DTOT Hocieno30Bblid 3(dekT coxpaHseTcs Ha
NPOTSKEHHH TOCIIEAYIOIMMX JHEH, XOTs, KaKk MpaBUJIO, B Oojiee JIETKOM CTENEHH; B TEUYECHHE
MOCJICYIOIIUX HEENb OH 0OBIMHO cXOAuT Ha HeT. [Ipu mponomkenun nedenus cpeanss YCC
BO3BpalIaeTCs K HCXOJAHOMY YPOBHIO B TedeHue 1 mecsina. OqHako y oTaenbHbIX namuentoB YCC
K KOHIly IIEpBOrO Mecslla MOXET He BEpHYThCS K HCXOJHOMY YpOBHIO. Hapymenus
IPOBOJIMMOCTH, KaK IIPaBHJIO, ObUIN MPEXOASIIMMH U HE MIPOSIBIISUIACH KIMHHYECKH. OOBIYHO OHU
He TpeOOBaIH JICYEHUS ¥ Pa3pelalich B TEYEHUE TIEPBhIX 24 4 Ha ()OHE NPUMEHEHHUS TIpenapara.
[Ipu neobxomumoctn YCC, cHUKEHHAs B pe3ysibTaTe MpUMEHEHHsT (PMHIOJIUMO/IA, MOKET OBITh
TIOBBIIIEHA 32 CYET NapEHTEPATbHOIO IPUMEHEHHS aTPOITMHA WITH W30TIPEHAIIHHA.

Beem manmentam cnexyer nposectd DKI' v u3meputs AJ] 0 Havana npuema mpenapara u 4epes
6 4 nocie npuema nepBoi 103bl. Beex maipeHToB HEOOXOAMMO HAOMIOAATh B TEYEHHE 6 4 Ha
NPEAMET NPU3HAKOB M CUMIITOMOB Opaaukapauu, uamepss YCC u AJl kax sl yac. B Teuenue
3TOro 6-4aCoBOIO IEPHO/Aa PEKOMEHIYETCs MPOBOIUTH HEMPEPHIBHBIA (B PeaJbHOM BPEMEHH)
OKI'-MOHUTOpHHT.

[Ipu pa3BuTHH CHMNTOMOB OpauapuTMUM Ha (OHE Tepaluu NpernaparoM HeOOXOIMMO HAYaTh
COOTBETCTBYIOLIME MEPOIIPUATHS, 0OECTIeYnTh HAOIIOICHUE MAlMEeHTa BIUIOTh 0 KyIHPOBaHMs
JAaHHOTO COCTOSIHMA. IIpH HEOOXOIMMOCTH JIEKAPCTBEHHOM Tepamnud B I€PHOJ MOHHTOPHHIA
nocie npuemMa MnepBoi 1036l HEOOXOAMMO NPOJUTHTH HAOMIOEHHE MO MEHBINEH Mepe 10 yTpa

CJIICAYHOMIEro JAHs, U IIOBTOPUTH OGCJIC,HOBaHI/IC, AHAJIOTUYHOE HAOJIIOICHHUIO TTOCTIE HCpBOﬁ J03H5I,



mocJie npuema BTopoi 103b! npenapara Cximmon”™. Ecim uepes 6 u nocie mprema nepBoif 10361
YCC HaxomuTcs Ha MMHEMATEHOM YpOBHE (YKa3bIBasi Ha TO, 9T0 (hapMaKoMHaMHIecKuit 3 dhexT
Ha ceplile, BO3MOXKHO, €lle HE NPOSBUIICS B MAaKCHMAJIbHOH CTENeHH), HAOIOJEHHE CIIeHyeT
NPOJUIATS €Ille MO KpailHe# Mepe Ha 2 4 uim 110 Tex nop, noka YCC BHOBB He moBbicHTes. Kpome
Toro, eciit YCC gepe3 6 u mocie npuema npenapara cocTaBisieT <45 yji/MHH y B3pOCTIBIX, HIIH
<55 y/mun y neteit crapme 12 ner, wim <60 y/muH y neteii ot 10 1o 12 net, wiu npu Brepsble
Bo3HHKIIEH AB-6Gnokane 2 crenmenn wim Bbime 1o gaHaeiM DKI uepes 6 4 mocie mpuema
npenapata, uau ecau uHTepBan QTc mo OKI' cocraBnser >500 Mc, ciemyer mpoOBOIMTEH
JOTIONIHATEIbHOE HaboIeHHe (10 KpaitHel Mepe 0 CIIeyIOIero yTpa Hid 10 TeX Mop, IoKa
HapyuieHus: He paspemarcs). AB-Onokana 3-i crenmens, korza Obl OHa HM BO3HMKIIA, TaKXe
TpeOyeT NIpOBEIEH s NPOUIEHHOr0 MOHUTOPHHTA (110 KpaifHeii Mepe /10 CIIeyIONEro yTpa).

Y manueHToB, NoJTy4aBIIHX JIeYeHHE QHHTOIMMOIOM, 3apETHCTPUPOBAHBI OYEHD PEIKHE CITydau
unBepcuu 3yb6na T na DKI'. B cnyuae BbisiBieHHs uHBEpcHH 3yOna T HEOOXOAMMO MCKITIOUHTH
HaM4ue JPYruX NPU3HAKOB HINEMUH MHOKapzaa. IIpum mono3peHnu Ha WINEMHIO MHOKapia
PEKOMEH/IyeTCsl OOpaTUTBCS 3a KOHCYJIbTAllMel K KapHoJIory.

B cBsi3M ¢ pHCKOM pa3BHTHS Cepbe3HBIX HapylueHWi putMa cepaua npenapar Ckiaumon® He
CllelyeT TMPUMEHATH Yy MAlMEeHTOB C CHHOATPUAIBbHOW OJIOKanoi, CHMITOMaTHYECKOM
Opazukap/Meldl WIM HOBTOPHBIMH OSIMH30/aMH CHHKONAJIBHBIX COCTOSIHMM B aHaMHe3e, ¢
CymecTBeHHbIM y/utiHeHHeM uHTepBana QT (kenckuit mom: QTc >470 mc (crapire 18 ner),
QTc >460 mc (10-18 ner); myxckoii mom: QTc >450 mc (crapme 10 1ner)). ITockombky
NEPEHOCUMOCTh BBIPAKEHHON OpaauKapuy MOXKET OBbITh CHHIXKEHA Y MAIl[HEHTOB ¢ OCTAHOBKOMN
cep/iia B aHaMHe3e, HEKOHTPOJIMPYEMOH apTepHaIbHOM THNEePTEH3UEeH WU TSHKEITBIM CHHIPOMOM
anHod Bo cHe, npenapar Cxaumon® He cieayeT NPHUMEHSTh y TAKHX MALHEHTOB. Y TakuX
MalMCHTOB MPUMEHEHUE IIPenapara BO3MOXHO TOJBKO B ClIydyae, €ClId MperoiaraeMas mojb3a
NPEBbIACT MOTCHIUAIbHEIN pUCK. [Ipn HE0OX0MMMOCTH PUMEHEHHS Ipenapara y MaiueHTOB
JIaHHOM KaTerOpHHM ClIElyeT IIPOBECTH KOHCYJIbTAIUIO KapHOJIoTa Mepe/] HadyaloM TePaIuH JUis
BbIOOpAa ONTHMAILHOTO MOHHTOPHHIA CEpIEYHOM IEesTENbHOCTH, 10 KpaiHe# Mepe 10 yTpa
CJIEYIOIETO JTHS.

Ilpumenenne npenapara Cximmon® y HalMEHTOB C apUTMHAMH, TPeOYIOLIMMH JieUeHHs
AQHTHAPUTMUYECKUMHM CPEJICTBAMU Kiiacca la (Hanpumep, XUHUIMH, TH30MHpaMu) M Kiacca I11
(HanpuMep, aMHOJApOH, COTalNoJN), He H3ydaad. Ha (oHe NpUMEHEHHS aHTHAPUTMHYECKHX
cpezcTs kiacca la uim kinacea Il 'y nanmenToB ¢ Opagukapaneii OTMeYaInuCh Ciry4au IUPY3THOM
taxukapauu. [lockonbky B Havane npuMeHeHus (uHrojammonaa ormedaercsi cHmkenue YCC,

npenapar CKJIHMOII® BMECTC C JaHHBIMHU JIECKAPCTBEHHBIMH CPEJICTBAMU IIPUMEHSTDH HE CIIEAYET.



Onerr npumenenus mnpenapata CkiuMon® y NalMEeHTOB, MOJTYYAOLIMX COILYy TCTBYIOLIYIO
Tepanuio Oeta-aApeHo0I0KaTOpaMH, aHTAarOHUCTAMHM KaJIbIMEBBIX KaHATIOB, cHIKarommmu YCC
(TakMMHU KaK Bepanmamuj MM JUITHA3eM), WIH JIPYTHMH IpernapaTaMH, CIIOCOOHBIMH CHHYKATE
YCC (manpumep, uBaOpalyH, TMIOKCHH, HHIHOWTOPBI XOJMHICTEpa3hl MM ITHIOKAPIIHH),
orpanuyeH. Ilockonbky B Hawane mnpumenenus ¢uuromumona UCC Takke CHHKaercs,
IpHMEHEHHE Ha3BaHHBIX IIPENapaToB B Hayae edeHns npenaparom CKiuMoa® MOKeT IPHBECTH
K TsDKeJIoM Opanukapauy 1 AB-6nokaze. B cBsI3u ¢ NOTeHIMATBHBIM JOTIOTHATEIBHBIM BIHSHAEM
Ha YCC npemapar Cxiammox® He cleyeT HauMHATH MPHMEHSTH y TMAaLUEeHTOB, KOTOpHIE
OJTHOBPEMEHHO NPHHAMAIOT NaHHble npenapathl. [Ipumenenne npenapara Ckimumon® y Takux
NalMEHTOB CIIEYeT pacCMaTpUBATh JIMIIb B ClIydae, €CIIM MpeArnoiaraemMas 1mojib3a MpeBbIIacT
NOTEHIMaIbHbIe pUCKH. ECn paccMaTpuBaeTcs BOIPOC 0 IPUMEHEHHH IIPenapara, To 0 Hajasa
€ro NMPUMEHEeHHUS CIIe/lyeT 0OpaTUTHCs 3a KOHCYJIbTAllMeH K KapHOJIOTy OTHOCHTEJIBHO IIEpeBoia
MalnkeHTa Ha JIeKapCTBEHHble npenaparel, He cHumkaromme YCC. Ecom otmena npemapara,
camkatomero YCC, HeBO3MOXHa, crleyeT OOpaTHUThCS 3a KOHCYJbTalMeidl K Kapamosory
OTHOCHUTEJIBHO OTIPE/ICNICHHUs] HAUICKAINETO HAOIIOAEHHs MOCIIe NMEePBOH JI03bI; PEKOMEHIYETCs
NPOUICHHOE HAOJIIO/IEHKE 10 KpaiiHei Mepe 1o ciexyromero yrpa. [[pu Bo306HOBIEHNY Tepanun
npenapatom Cximumon® Bimstane Ha YCC M aTpHOBEHTPHKYJSIPHYIO NPOBOAMMOCTH MOXKET
NPOSIBUTHCSI BHOBb B 3aBUCHMOCTH OT JUIMTEIBHOCTH HNPEIIIECTBYIOMIEH TEpanid ¥ BPEMEHH
[IPEpPBIBAHUSI TEPAITHH.

Habmozenne, kax 1 mocyie npuema nepBoit 103bl, HEOOXOAMMO B CITydae IPepLIBAHKS TEPAITHH:

- Ha 1 1eHp ¥ Oosee B TeYEHHE MEPBbIX 2-X HEJIEb TEPAINH;

- Oosiee yeM Ha 7 qHel Ha 3-i win 4-# HeJele JIeUeHUs;

- OoJiee yeM Ha 2 HeJIeNHU MOCTIe TOTO, KakK JIeYeHHe MPOI0JIKAIoch 6oiee Mecsa.

Eciu nieyenne npepriBaeTcs Ha Gosiee KOPOTKHI IPOMEXYTOK BPEMEHH, YeM YKA3aHO BBIIIE,
JI€YCHHUE CIIEAYET IPOJOJIKATh CO CIEeIYIONIeH 3arylaHMPOBAHHOM 03Bl

Hutepan QT

IIpu npumenennn ¢purronmMona B 1o3ax 1,25 Mr wim 2,5 Mr nocjie J0CTHKEHHS PABHOBECHOTO
COCTOSIHUSI, HO KOTJIa €eIlle HaO/II0Aaloch OTPHIATENIbHOE XPOHOTPOIIHOE JEHCTBHE, OTMEYATIOCH
yamsenne uarepsana QTcl (ckoppexTupoBanuslit nHTepBan QT mo yacToTe mysabca Ha OCHOBE
JaHHBIX KOHKPETHOTO MAllMeHTa) MO CPAaBHEHMIO C M3HAYAIBHBIM IOKa3aTejeM 10 BepXHei
rpaunipl 90% JIW <13,0 mMc. He BBISIBIEHO 3aBUCHMOCTH BO3HMKHOBEHHS Y UTHHEHHS HHTEPBAIA
QTcl ot 10361 Mpenapata 1 JUIMTENBHOCTH Tepanuy. [10BBIIIEHHON YaCTOTHI CITy4aeB OTKIOHEHHS
AnuHbl uHTepBana QTcl OT HOpMBI (OIEHHBAEMBIX MO aGCOMIOTHBIM MM HPOIEHTHBIM
W3MEHEHUSM OTHOCHUTENIBHO HCXOJHBIX 3HAYeHHWH) Ha (oHe mMpuMeHeHHs (GUHIOIMMONA HE

06Hapy>1<eH0. Knunndeckoe 3HaueHue IOJIyYEHHBIX JaHHBIX HEU3BECTHO. B HccaemoBaHugIX npu
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PC xiuuuyeckd 3HauuMbIX 3(¢exToB Ha mmHYy uHTepBata QTc He OTMEYaloch, OXHAKO
MAlUeHTBI C PUCKOM Yy UIMHEHUs MHTepBaia QT B KIMHUYECKHE UCCTIeJOBaHHs HE BKIIIOYAIKCh.
Y nanMenToB o 3HaUMMBIMH (paKTOpaM¥ PHCKA, HATIPUMED C THIIOKATHEMHUEH HIIH BPOIKICHHBIM
yanuHenrem wuHTepBana QT, cnenyer wu3beraTh NpUMEHEHHs JIEKAPCTBEHHBIX IIPENapaToB,
CrocOOHBIX yUTHHATH uHTEpBai QTc.

HNMMmyHocynpeccuBHOe eiicTBHE

DUHrOIUMO OKa3bIBaeT MMMYHOCYNPECCHBHOE JIEHCTBHE, B PE3yJbTaTe YEro y NalHeHTOB
BO3pacTaeT pUCK HHEKNuH (B TOM 4YHCIE ONMOPTYHUCTHYECKUX HH(EKIHH, KOTOPhIE MOTYT
NIPUBO/TUTH K CMEPTH) M PHCK Pa3BUTHS TUM(POM H APYTHX 3JI0KAYECTBEHHBIX HOBOOOPA30BaHHH,
B 0COOEHHOCTH KOXHBIX. CrlelyeT TIaTeqbHO HAOIOAATh MAlMEHTa, OCOOEHHO NMPH HATWYHH
COIyTCTBYIOIMX  3a00eBaHMii WM (AKTOPOB pHCKA, HANpUMEp IpeIUIECTBYIOMIEH
MMMYHOCYIIPECCHBHOM Tepanuu. Ilpu momo3peHMH Ha NOJOOHBIA PHUCK Bpady CIEIyeT B
WH/IMBH/Ty IbHOM IIOPSIZIKE PACCMOTPETH BOIPOC 00 OTMEHE Teparuu.

Nudexunn

Kmouebv papmakoaunamMudeckum 3 hekTom nmpenapara sSBiseTcs 10303aBHCHMOE CHHUKCHHE
KosmuecTBa TMM(OIUTOB B nepudepudeckoit Kpou 10 20-30% OT MX MCXOIHOTO KOJIHYECTBA,
00ycnoBIeHHOE 00PaTUMBIM Iiepepacipeie/ieHHeM TUM(OIMTOB B TUMPOHIHBIX TKAHSIX.

IIepe HauaI0M Tepanuy MpenapaToM ClieyeT HOIYYHTh pe3yIbTaT OOMIEKIMHAYECKOTO aHATN3a
KPOBH C JIEHKOIMTApHOH (OpMyJIOH, BBINOJHEHHOTO HA MPOTSHKEHUH TOCIIEIHUX 6 MecsIes,
NPEIIECTBYIOMMX Hayaly Tepalnud, WM T10CiAe€ OTMEHbl INPEIIIeCTBYIOIIEH Tepamuu.
OOLIEKTIMHUYECKUH aHAIM3 KPOBH TAKXKE PEKOMEH/YeTCsl EPHOANYECKH MPOBOJUTH BO BPEMsI
TepaIuy, Yepes 3 Mecsla ¥ 3aTeM 110 KpaiiHeii Mepe 1 pa3 B roji, a Takxke IPH HAJIMYKMH IPH3HAKOB
undekuuy. [Ipu noaTBepKaeHHOM abCcoMOTHOM KonmyecTBe uMdonuTos <0,2x10%/1 npenapar
clielyeT OTMEHHMTh 10 TeX IOp, IIOKAa JaHHBIA IOKa3aTelib HE BOCCTAHOBHTCS, TaK KakK B
KJIMHUYECKUX HCCIICIOBAHUAX Y MAlHEHTOB C aOCOMIOTHBIM KOJHYECTBOM JHM(OLUTOB
<0,2x10%/1 Tepanuio GUHrOTMMOIOM TIPEKPAILAIH.

YV NalMeHTOB ¢ TSKETbIM aKTUBHBIM HH(EKIHOHHBIM 3a00JI€BAHMEM HEOOXOIMMO OTJIONKUTH
HAyaJlo JICUCHH MPenapaToM 10 pa3pelieHus JaHHOTO COCTOSHUS.

Jlo Hauana npuMenenus npenapara Cxiumon® y NalHeHTOB CIeayeT OLEHHTh HMMYHHTET K
BeTpsiHOi ocrie. [lanuenToB, He MMeEIOMUX B aHaMHe3e JOKYMEHTAJIbHO IIOATBEPKICHHBIX
JAaHHBIX O TEPEHECCHHOW BETPAHOM OCIe MM INOJHOTO Kypca BaKIMHALUWH IPOTHB BHpPYCa
Varicella zoster (VZV), 1o Havana tepanuu cjieayeT oOCIeNn0BaTh s BHIABICHHS aHTHUTET K
VZV. B ciiyyae oTCyTCTBUSI aHTUTEN K BUpYCYy VZV clie/iyeT IPOBECTH MOJIHbBIN Kype BaKIIHHAIIMH
A0 Hayaja TepanuM npenaparoM. IIpu 3ToM Hayano jedeHHs MpernapaToM CJIeayeT OTIOKHThH

MHWHHUMYM Ha 1 MECAI AJIs1 pa3BUTHS IIOJTHOI'O HMMYHHOI'O OTBETa Ha BaKIIMHAIHIO.
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B pesynbrate Bosnetictsus npenapara Ckimmon®™ Ha MMMYHHYIO CHCTEMY MOYKET YBEJIMYUBATHCS
PUCK pa3BUTHs HH(EKUMH, B TOM YHCIIE ONNOPTYHHCTHYECKHX. BO BpeMs JleyeHus mpemnapartom
Cximmoa”™ y NalMeHToB ¢ CHMITOMAMH HH(EKIHOHHOTO nporecca HeOOXOIUMO MPOBOIUTH
3 heKTHBHBIE THArHOCTHYECKHUE U TEPATIEBTHYECKHE MEPOTIPHSTHSL.

[Ipi ouenke cocTOsHMS MalMEHTa ¢ MONO3PEHHEM Ha WH(EKIHIO, KOTOpas MOXKET OKa3aThes
CEpBE3HO, CIIe/lyeT PaCCMOTPETH BOIPOC O €r0 HAIIPAaBICHHH K Bpady, HMEIOLIEMY OIIBIT JICUEHHS
uHdexumii. [lanuenTo, nomyyaromux npenapar CkiauMon®, HeoGX0 MO IPeIyIPEKIATE O TOM,
4TOOBI B CiTydae MOSIBICHHUS CHMIITOMOB MH(EKIHM BO BpeMs JICUCHHUS, OHH COOBIIAIM O HHUX
CBOEMY Bpauy.

[Ipu passuThn cepbe3nbix HHMEKIH HEOOXOIMMO PACCMOTPETH BONPOC O BPEMEHHOM OTMEHE
npenapara Cxaumon®. Bo3o6HOBIATE eyenne npemapatoM Craumon® CJIeZlyeT TOJIKO TOCIIe
OLIEHKH COOTHOLLIEHUS MOJIb3bI M PUCKA.

B nocrpeructpalMonHoM mepuozie OTMEYEeHbI CITyYad PasBUTHs KPUITOKOKKOBOIO MEHHHIHTA
(rpubkoBas uH(EKIMs), HHOT/IA C JIETATBHBIM HCXOJOM, TOCIe 2-3 JIeT JIeYeHHs MpenapaToM,
OJTHAKO TOYHAsl CBS3b C JUIMTEJIBHOCTBIO TE€PAllMM HE yCTaHOBJIEHA. [IpH pa3BUTHH CHMIITOMOB,
NO3BOJIAIOIINX 3aNOJ03PUTh Pa3BUTHE JIAHHOTO COCTOSIHHSI (HAmpuMmep, TOJOBHOM 6oJH,
CONPOBOXK/IAIOLIEHCS TNCHXHYECKUMH HApyIIEHHSMH, TaKUMH KaK CIyTaHHOCTh CO3HAHMS,
TAJUOUMHAIMA  W/WIM  W3MEHEHHE JIMYHOCTH), CJeIyeT HEe3aMeUINTENIbHO MPOBECTH
COOTBETCTBYIOLIME JHArHOCTHYECKHE MeponpusaTHs. [Ipu moarBepxneHnWH auarnosa cieayer
BPEMEHHO OTMEHUTh (MHIOIMMOJ M HayaTh COOTBETCTBYIOLIEE JieYeHHE. Eciu Teparnuio
uarommmMonom Tpebyercs BO30GHOBHT, CIIEAYET IIPOBECTH KOHCYJIBTALMIO ¢ BPAYaMH Pa3HBIX
CIICUATIbHOCTEH (B YACTHOCTH, CO CIEIHMATHCTOM 110 HHOEKIIHOHHBIM 00JIE3HSIM).

B nmocrperucTpanoHHOM IepHOJE OTMEYEHBI CIyYad pa3BUTHS  IPOTPECCHPYIOMIEH
MyJIbTH(OKATBHO# elikosHnedanonarun (IIMJT). [IMJI - onnopryHuCTHYECKOE HH(EKITHOHHOE
3aboneBanue, BbI3BaHHOE JC-BHPYCOM, C BO3MOXKHBIM JI€TAJbHBIM MCXOJOM HJIH TSKENOM
uHBamuau3anuei. Ciyyau I[IMJI Gbutn oTMedeHB! mpuMepHO dvepe3 2-3 roga IpHUMEHEHHUS
(uHroNnMMoOsIa B KauecTBe MOHOTEPANMH y MALMEHTOB, PaHEee He TOTYYaBIIHX HATAIH3yMal.
HecMoTpsi Ha noBplIEHHE IIpeAIIONaraeMoro pucka Ha (OHE COBOKYITHOTO KOJIHYECTBa,
NPHHATOTO CO BPEMEHEM IIperapara, B3aMMOCBS3b C JUIHTENBHOCTBIO TEpAlldM B TOYHOCTH
HEU3BECTHA.

Ilonyyens Takxe momoiHHTENbHBIE COOOMIEHHs o passutuu [IMJI y manmeHTOB, paHee
II0JTyYaBIIUX TEPAIIHIO HaTaIM3yMaOoM, Uit KOTOPOTO yiKe U3BecTHa cBsi3b ¢ [IMJL.

Passurtne [IMJI Bo3smMosxHO ToNbKO 1pH HHHuKpoBanuu JC-BupycoM. [Ipu nmpoBeneHn: aHaM3a
Ha Hanmuuue JC-Bupyca HEOOXOMMMO YYHTBIBAaTh, YTO BIMSHHE JUM(ONEHHH HA TOYHOCTD

PE3yJIbTaTOB TECTUPOBAHMUS Ha HAJIMYHE AHTUTE] K JC-Bnpycy Y HOAIHUEHTOB, II0JYy4YaBIIUX
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unrommon, ve u3yyanock. CTOMT OTMETHTS TAKKe, YTO OTPHLATEIBHBIH pe3yJbTaT aHaIM3a Ha
Hamune JC-BHpYca He HCKIIOYaeT BO3MOKHOCTH HHOHUIMPoBaHHs JC-BHPYCOM B II0CIIE/YOLIEM.
Ilepen npumenenrem duHronMMoIa HEO6XOMMO, KaK TIPABHIIO, HE PaHee, YeM 3a 3 Mecsla Jio
Hadana Tepanuu, mnpoBectd MPT-uccnenoBanue. Ilpu nposenennn maaHoBBIX MPT-
MCCTICJIOBAHMH (YacTOTa KOTOPBIX ONpEESeTCsl HAHOHAIBHBIMH PEKOMEH/IAIHSAMHI), 4acTOTa
KOTOPBIX ONPENENAETCS CTaHAAPTAMU IHArHOCTHKK M KOHTpoJist Tedenust PC, cieyer coxpaHsTh
HAaCTOPOKEHHOCTh B OTHOIICHHH [aHHBIX, KOTOpBIE MO3BOJISIOT 3amono3puth IIMJI. Taxum
obpasom, mnposenerne MPT MOXHO paccMaTpuBaTh Kak — 9J€MEHT  MOBBIIEHHOIN
HAaCTOPOXXEHHOCTH y NMAIlMEHTOB ¢ BHICOKMM prckoM paszBuTus [IMJL. [Ipu mogo3pennn na IIMJI
CJIEyeT HEMEUIEHHO NPOBECTH tMarHoctudeckyro MPT u npruocTtaHoBUTE JledeHue mpenapaTom
Cxmmumon® 10 MckmodeHns auarsosa [IMJI.

Wsmenenns na MPT, xapaktepusie mist [IMJI, MOryT mposBIsTBCS paHbIIE KIMHHYECKHX
TNPU3HAKOB MJIM CHUMIITOMOB. V NAIMEHTOB, T0TyYaBIINX JI€KapCTBEHHbIE [IPENApaTh MO HOBOJLY
PC, ni1s xoTopeIx ycraHoBieHa cBsizb ¢ [IMJI, BKmoYas (GUHTONIMMOM, HaOTIOIAINCEH CiIyyau
IIMJI, nnarHocTHpoBaHHBIE Ha OCHOBaHMHU AaHHBIX MPT, a Taxke Ha OCHOBAHMH BBISBICHUS
JAHK JC-Bupyca B iepe6pocnuHaNbHO#M XKUIKOCTH [PH OTCYTCTBHH KIIMHUYECKUX IPH3HAKOB HIIH
CHMIITOMOB, XapakTepHbIX s [IMJI.

BeiBesienne QuHromimozna mocne MpeKpauieHus JIEYEHHS MOKET IPOMCXOIUTh B TEYEHHE 2
MECSIEB, MO3TOMY B 3TOT IMEPHOJ HEOOXOIUMO COXPAHSATh HACTOPOXKEHHOCTh B OTHOILICHUH
pa3BuThs uHQeKkumi. IlaMeHTOB cleqyeT NPOMHCTPYKTHPOBAaTh O  HEOOXOIUMOCTH
He3aMeJUTUTENIbHO Co00ImaTh Bpady 000 BCEX CHMIITOMAX HH(EKIMH B TEUEHHE 2 MECSIIEB MOCIIE
OTMEHBI GUHTOJIUMO/IA.

B mocrpernctpauvonnom mnepumone mnpumeHeHus (GUHrOIMMOAAa HaGMIONANMCH  CIIydaw
MHQUUMPOBAHUS BUPYCOM MNAmMWUIOMbI 4esnoBeka (BITY), BK/IIOYAs ManmmioMy, MHCILIA3HMIO,
boponasku u BIIY-acconmupoBaHHbIi pak. B cBf3u ¢ Tem, 4T0 (MHrOIMMOJ 06JIazaeT
MMMYHOCYIIDECCUBHBIM ~ JIHCTBMEM, TIepe]l HadaloM Tepanud npemnapatoM Criumon®,
HEOOXOMMO PaccMOTPETh BONPOC O BakuMHAIMK NpoTuB BITU ¢ ydetom pekoMeHmaumii mo
BaKIMHAIMA. TaKke peKOMEH/yeTcsl IPOBOUTH OHKOJIOTMYECKMI CKPUHHHT, BKIIOYAsi MA30K IO
[lananukonay, B COOTBETCTBUH €O CTAHAAPTAMM OKA3aHMS MEIHIIMHCKON TOMOIIH.
MaxkysipHblii oTek

[Tockonbky Ha (oHe Tepanmuum (GUHrOIMMOIOM B PEKOMEHI0BaHHOH 103e y 0,5% MamueHTOoB
OTMEYAJIOCh Pa3BUTHE OTEKAa MaKylbl ¢/0e3 KIMHHYECKUX CHMIITOMOB MPEUMYINECTBEHHO B
nepBbie 3-4 Mecsla JIeYeHHs, PeKOMEH/IyeTCsl IPOBOAUTE O(TATLMOIOTHYECKOE 00CIIEI0BAHIE

yepes 3-4 Mecsila 1ocyie Havana Tepanuu. IIpy BISBICHHHN y MAIMEHTOB HAPYIIEHHH 3pEHHs Ha
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(one npumeHenus mpemapata HEOOXOAMMO IIPOBECTH OCMOTp TIJIA3HOTO JHA, B TOM YHCIIE
MaxyJIIpHO# obnacTy.

Y nauMeHToB C YBEHTOM B aHaMHe3e, a TakKe y MALUEHTOB C COMyTCTBYIONIMM CaXapHBIM
nHabeToM OTMEYaeTCs TOBBINCHHBIA PHCK PA3BUTHS MAaKyJISpHOTO OTeka. II0CKOJBbKY
NpHMEHEHHE TIpenapara y naudeHToB ¢ PC m comyTCTBYIOIMM caxapHbIM Ja0eTOM He
M3y4ajoch, y MAalMEHTOB C CaxXapHbIM JHa0E€TOM MM YBEHTOM B aHAMHE3e PEKOMEH]yeTcs
MPOBOJUTE OPTATBMOJIOTHYECKOE 00CIeIoBaH)Ee 0 HAaYala W BO BPEMs TEpalud IMpernapaToM
Cxmamon®.

[locnencteus mponomkenns Tepamuu mpenapatom Ckiaumoa® y NalMEHTOB ¢ MaKyJISPHBIM
OTEKOM He u3yyanu. B ciyyae pa3BuTus oTeka Maky.ibl Jiedenue npenaparom Ckmumon® ciemyer
NpeKpaTuTh. PHCK pa3BUTHS NOBTOPHOTO OTEKAa MAaKyJbl [PH BO30OHOBJIEHHH TEpAIUH
npenaparom Ckmmon® He usydancs. Pelnenne o BO30GHOBICHHH TEpAIHH TIOCTIE pasperieHus
MaKyJIIPHOTO OT€Ka CJIeAyeT IIPUHUMATh C YYE€TOM MOTEHIMAIBHOM MOJIb3bl B PUCKA, CBI3aHHBIX
C MPUMEHEHHUEM IIpenapara y KOHKPETHOTO MalieHTa.

Hapymenue pyHKkuun nedeHn

VY naunentos ¢ PC, nomyyaBmmx (pUHrOIMMO, OTMEYAIMCH CTydYaH MOBBIIIEHUS aKTHBHOCTH
«TICYEHOYHBIX» (PepMEHTOB, B OCOOEHHOCTH ananuHamuHOTpaHcdepassl (AJIT), a Takxe
ramma - riryramuitpaacepassl (I'TT) u acnapraramunorparcdepassl (ACT). B ki1uHHUECKHX
uccneoBanusX nopeimenne akTuBHOCTH AJIT no yposus 3xBI'H (BepxHsisi rpaHuiia HOPMBI) WK
BbIIIE OT™Me4anoch y 8,0% manuenTos, momydaBmux ¢uaronmmmon B mose 0,5 Mr, ¥ JMIb y
1,9% nanmenTos, nomyyammx mmane6o. IToBbumenme mo yposus 5xBI'H orTmedanoch y
1,8% namuentos, nomyyasmmx ¢unromumon, u y 0,9% naunuenTos, nmoydaBmumx miane6o. B
KITMHUYECKUX HMCCIIENI0OBAHUAX (PUHTOIMMO OTMEHSUTH, eciid akTuBHOCTh AJIT moBslmanach 10
ypoBas >5xBI'H. Tlpu Bo30oOHOBIEHHH Tepanmuu (DMHIOJMMOIOM AKTHBHOCTH «II€UEHOYHBIX)
aMHHOTpaHc(hepas y HEKOTOPHIX MAIMEHTOB IOBBIIAIACH CHOBA, YTO TOBOPHT B IONB3Y CBS3HM
JTAHHOTO SIBJICHHs C IPUMEHEHUEM (UHTOMMOMA. B KIMHHYECKUX MCCIIEIOBAHUSX TOBBIIICHUE
aKTUBHOCTH aMHHOTpaHc(epa3 MOIJIO BO3HHKATH B JIOO0OE BpeMs B XOJ€ JE€YEHHS, OJHAKO B
OOJIBIIMHCTBE CITyyaeB OHO BO3HHKAIO B IepBble 12 MecsieB. HopMmanm3aims aKTHBHOCTH
«TIE€YEHOYHBIX» aMHHOTpaHc(epas B CHIBOPOTKE KPOBU MPOHMCXOJMIIA MPUOIM3UTENLHO Yepes
2 Mecsna 1ocjie OTMEHbI (PUHTOJIMMO/1a.

ITpumenenne npenapara Cknmumon® y manveHTOB ¢ HapylIeHHeM (YHKIMH [eYeHH TSHKEIOi
CTE€N€HH Ha MOMEHT Hadaia Ttepanuu (knacc C mo knaccudpukammu Yaitna-ITeo) He
uccneoBanock. [Ipumenenne npenapara CkiuMon® y TakuX NalHEHTOB POTHBOIOKA3AHO.
[TockosbKy hUHrOIMMO OKa3bIBaET HMMYHOCYIPECCHBHOE JICHCTBHE, Y TIAIIMEHTOB C AKTHBHBIM

BHPYCHBIM I'€IIaTUTOM HA4YaJIO TE€PAIIUH CIE€AYET OTIIOXHUTH 10 pa3pCuiCHus JaHHOI'O COCTOSIHUS.
13



PekomMeH/10BaH ~ KOHTPOJIb  aKTHBHOCTH «IIEYEHOYHBIX» TPAHCAMHHA3 W KOHLIEHTpAIHH
OnupyOrHa Ha TPOTSHKEHHH 6 MECSIEB, NPEIIECTBYIONMX HAYaly Tepaluu Ipernaparom,
NEPUOIMYECKHE KOHTPOIb BO BPEMsl TEPANlMM M B TEUCHHE 2 MECAILEB MOCIE NPEeKpaIleHHs
npuema mpenapara.  Ilpu  OTCYTCTBMM KIMHHMYECKHX NpPOSBJICHHH IOPAXKEHHS IEYEHH
ONpPE/IC/ICHUE aKTHBHOCTH «II€YEHOYHBIX)» TPAaHCAMUHA3 PEKOMEH I0BAHO IPOBOAUTHL B 1, 3, 6,9 1
12 Mecsaupl jedyeHMs W Jaiee NepUOAMYECKH. IIOBBINICHHE AKTHBHOCTH «IIEUYEHOUHDBIX)
TpancamuHaz >5xBI'H TpebGyer Gonee wyactoro wmcciiejoBaHus «IE€YEHOUHBIX» (HEPMEHTOB,
BKJIIOYast ONPE/IETICHNE KOHICHTPAlUK OWIMpyOrHa U aKTUBHOCTH 1eiouHoi docdarassl. Ipu
TIOBTOPHOM MOATBEPKICHUH JAaHHOTO pe3yJibTaTa (aKTHBHOCTh NEYCHOYHBIX aMHHOTpaHChepas
>5xBI'H) npenapar Cxiumon® cienyer OTMEHHTB H BO30GHOBHTS TEPAIHIO TOJIBKO MOCJIE TOTO,
KaK aKTUBHOCTb TI€YCHOYHBIX aMHHOTpaHC(epas BepHETCS K HOPME.

Cnenyer Habm0/aTh 3a MAlMEHTAMHU HA [IPEAMET HATHYHUS [IPU3HAKOB H CHMITOMOB ITOPAKEHHUS
TNEYeHH. Y TAlUEHTOB, KOTOPhIe COOOIIAIOT O CHMMITOMAX, TAKMX KaK TOIIHOTA HEH3BECTHOM
3THOJIOTHH, PBOTA, OOJIb B )KMBOTE, TUCKOMGBOPT B IPaBOM Ioapedephe, BHOBD BBISBICHHAS I
YCHIIMBAIOMIAsCS MOBBIIICHHAs YTOMIIIEMOCTD, AHOPEKCHUS, JKEITyXa W/UIM TEMHBIHA 1[BET MOYH,
KOTOpbIE MOTYT yKa3bIBaTh Ha MOPAKEHHUE NE€YEHH, HEOOXOMMO HEMEUIEHHO MPOBECTH aHAJIU3
aKTUBHOCTH «TI€YEHOYHBIX» TPAaHCAMHMHA3 M IIPOBEPHTH YPOBeHb OwnupyOuHa. [Ipu Hammuum
KIIMHHYECKUX MPOSIBJICHUH, CONPOBOXKIAIOMUXCS NoBbIeHHeM aktuBHOCTH AJIT B Tpu pasa u
YPOBHI 0011ero 6niupyOnuHa B CHIBOPOTKE KPOBH B /IBA pa3a BbILIE HOPMBI, JIEYEHHE PENapaToM
CIIETyeT NpeKpaTHTh. JIedeHue He creayeT BO30OGHOBIIATH 10 TeX MOp, OKa He Oy/IeT onpeieneHa
Apyras Ipu4YKMHa IPU3HAKOB U CHMIITOMOB NOpaXKe€HHs NiedeHH. [Ipy BHISBIEHHH 3HAYUTETHHOTO
TNIOpaXKeHHs! eYeHH (HampuMep, aKTHBHOCTh MEYEHOYHBIX amMumHOTpanchepas >SxBI'H w/mmm
NOBBIICHNE YPOBHS OWIMPYOMHa B CBIBOPOTKE KPOBH) JICYEHHE IMPENapaToM CiemyeT
npeKpaTuTh. Pemenne o BO300HOBICHNH JleueHHs Oy AeT 3aBUCETH OT TOTO, ONPeIENIeHa JIH APy ast
NPHYHHA NTOPAXKEHHs TEYECHH, a TAKXKE OT COOTHOLICHHS MEXIY IOJIL30H OT BO30OHOBIICHHS
JICYCHUSI U PUCKOM TIOBTOPHOI'O Pa3BUTHS HapyIIeHHUs QYHKIUH TI€UYEHH.

Her nauubIX, yka3pIBalomuX Ha TO, 4TO Y NALMEHTOB C yXe HMEIOIMMMCs 3a00/IeBAHHEM [IEYEHH,
TOJTyYarOIIMX (PMHIOIMMO/I, PHCK TIOBBILICHHUs [OKa3aTesell GyHKIMM NeyeHH yBeamdeH. TeM He
MEHEE, y NAlMEHTOB, B aHAMHE3€ y KOTOPBIX HMEETCs TsDKeloe 3aboieBaHue TIEYEHH, IpenapaT
Cxummon® creryeT MPUMEHSITH ¢ OCTOPOIKHOCTHIO.

Bimsinue Ha pe3ysibTaThI CEPOIOIHYECKOT0 HCCIeJ0BAHMUS

ITockonbky — QuUHTOIMMON  CHMXKAeT — KONM4eCTBO  JMMGBONMTOB B  KPOBH  (IyTeM
NEpepacnpeIeieHnss UX BO BTOPUYHBIX JTMM(OHIHBIX OpraHax), KOJHUYECTBO JUM(OLHTOB B
nepu(epuyecKoil KpoBH He MOKET OBITh HCIOJNB30BAHO JUIS ONEHKH KONHYECTBA PA3IHYHBIX

BHI0B J'II/IM(i)OHI/ITOB y HNaIMUEeHTOB, MOJYyYarolux (I)I/IHI“O.III/IMOJI. v INallA€HTOB, ITOJYy4YaromIux
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$uHromMMon, s ompeneNeHHs KOIMYECTBA MOHOHYKIEapoB Tpebyercs 3ab0p GoJbIIMX
00BEMOB KPOBH (BCIIEJICTBHE CHIDKEHHUSI YHCIIa UPKYJIMPYIOIHX TUMQPOIUTOB).

Bausinue Ha apTepHabHOE 1aBJIeHHE

[lanenTsl ¢ HEKOHTPONMPYEMOW apTepHaJbHON TIUIEepTeH3Hedl He OBbUIM BKIIOUEHBI B
AOPETUCTPAIIMOHHBIC KIIMHUYECKHE MCCIIEI0BaHMs, IIO3TOMY B ClIy4yae NPHMEHEHHs Ipernapara
Cxnumon®™ y NalMEHTOB ¢ HEKOHTPOJHPYEMOH apTepHasbHOMN TUnepTeH3uei Tpedyercs
co0moaaTh 0co0yI0 OCTOPOKHOCTb.

B kiuMBMyeckux HccnenoBaHHSX y manueHToB ¢ PC cpeaHee MOBBIIIEHHE CHCTONHYECKOTO
AaBjieHus Ha poHe MpuMeHeHns GpUHroMMoza B 103¢ 0,5 MI COCTAaBUIIO IIPUMEPHO 3 MM PT. CT.,
a TMaCTOJIMYECKOTO JABJIEHUS — IPUMEPHO 1 MM PT. CT.; JaHHBIH 3G (EKT MPOSIBIISIICS IPEMEPHO
depes 1 MecsIl nocie Hayala JISUeHHsl U COXpaHsICs Ha (OHEe POI0KEH s JleueHns. B 2-1eTHeM
IJ1a1e00-KOHTPOJIMPYEMOM HCCIIEIOBAaHUH apTephalibHas TUIEPTEH3Hsl OTMeYanach B KadecTBe
HEXeNIaTeJIbHOro sBJIeHUs y 6,5% nanueHToB, MPUHUMABIINX GuHrOIUMO/ B 103e 0,5 Mr, U y
3,3% nauneHToB, MpHHAMAaBLIKX IU1ane60. Bo Bpemst tepanuu npenaparom Cxaumon® ciemyer
pEryJIsipHO KOHTpoJMpoBaTh AJl.

JbIXaTesibHasi cHCTEMA

Yepes 1 mecsan mocne Havyana NpUMEHEHHs (DUHTONMMOJA OTMEYAIOCh HE3HAYMTETbHOE U
JI0303aBUCHMOE CHIDKEHHE 00BbeMa (HOpPCHPOBAHHOIO BbIoXa 3a l-yoo cekyHay (O®B)) u
i dy3noHHOM cIocOGHOCTH JIeTKuX 1o okcuay yriaepoza (DLCO); B naibHemeM J0CTUTHY ThIE
3HQYCHUS [aHHBIX IapaMETPOB HE MEHSUIMCh. Y MAIUEHTOB C TSDKEIBIM PECIHPATOPHBIM
3abosieBanueM, GuOPO30M JIETKMX M XPOHHYECKOH 0OCTPYKTHBHOMN GOJIE3HBIO JIETKMX Mpenapar
Cximmon®™ ciieryeT IPUMEHSTH ¢ OCTOPOXKHOCTHIO.

Cunapom obpaTumoii 3aaHeit YHnedasonaTHn

B KIMHHYECKHMX M NOCTPETHCTPALIMOHHBIX HCCIIEOBAHUSX OTMEYEHBI PEIKHE CIIy4au Pa3BUTHS
CHHJIpoMa 00paTHMOH 3a/1Hel sHIedanonaTiu Mpu MpUMeHeHnH GUHroIUMoa B 103e 0,5 Mr co
CIIETYOIIEH CUMITOMATHKON: WHTEHCHBHAS TOJIOBHAsE 0OJIb C BHE3alHBIM HAYajoOM, TOIIHOTA,
pBOTA, HapyIUICHHE CO3HAHHMS, PACCTPOMCTBO 3peHUs U cynopord. CocrosHHe, KaK MPaBHIIO,
00paT¥MO, HO MOXET YXYAUIAaTbCS, B TOM 4YHCJIE MPHBECTH K HINEMHYECKOMY MWIIH
reMOpparuyecKoMy HMHCYJIbTY. 3a/iepKKa B NOCTAHOBKE JHArHO3a U JICYEHHH MOXET BECTH K
CTOMKMM HEBPOJIOTHYECKUM HapylieHusM. [Ipu momo3peHuH Ha CHHAPOM 0oOpaTMMOM 3amHeil
sHIedanonaruu npueM npenapara Ckiaumon® clieyeT npeKkpaTHTb.

Panee  npoBoauBmieecss  JieueHHe ~— HMMMYHOJENPECCAHTAMH W MNpenapaTamH,
MOAHGUIMPYIONIUMH TedeHHe 3200/ 1eBaHus

WccnenoBannit no onenke 3¢ dektuBHOCTH U Ge3omacHocTH npenapara CkauMoa® y marmeHToB,

NEePEeBE/ICHHBIX Ha Hero ¢ TepuduyHoMuaa, auMeTwidymapata W ajlemMry3ymada, He
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npoBoauioch. Ilpu 3amene Tepamuum OpyruMH npenapatamH, MOAM(DUIMPYIOIIMMH TEYEHHE
3aboJ1eBaHMsl, Ha JiedeHue npenapatom Ckiumon”™, ciieyeT IPHHAMATh BO BHHMAHHE MEXaHU3M
NEACTBUS paHee NPUMEHAEMOro0 Ipenapara, a Tak)ke yYHTBIBATH IEPHO]] €10 MOJTyBLIBEIEHHS BO
u30eKaHue pasBUTHS CyMMapHOTO yrueraromero 3gdexra Ha UMMYHHYIO cucTeMy. IIpa 3ToM
ClIelyeT yYMThIBaTh PHCK peakTHBalMu 3aboseBaHus. [lepen HayaioMm Tepamuu mpemnapaTtom
Cxymmon® clleyeT MOMyYHTh pe3ybTaT OOIEKTHHIYECKOTO aHAIH3a KPOBH C JEUKOIUTAPHOM
(Gopmy10¥i, BBIIOJHEHHOTO IIOCNIE OTMEHBI MPEIIIECTBYIOMIEH TepanuH, 4yToObl yOeIuThCS B
NPEKPAICHUH €€ YTHETAIEro g dexTa Ha UMMYHHYIO CHCTEMY (HAIIPUMED, IIUTOIICHHH ).

Y nanuMeHToB, NOJIyYaBIINX paHee JIeYeHne HHTepGEPOHOM HIIH IIIaTHPaMepa alleTaToM, JIeUeHHe
npenaparoM CkiuMoa™ MOXKET GbITh HAYaTO HENOCPEICTBEHHO MIOCIIE IIPEKPAIICHHS IPAMEHEHHUS
BBILIEYKa3aHHBIX IPENapaToB.

Eciu mepeson ocymectsisiercs: ¢ aumerwidymapara, npenapar Cxiaumon® ciefyeT HauMHATH
NPUMEHSTD JIMIIB I0CJI€ IEPUO/Ia BBIMBIBAHUS, IOCTATOYHOT'O /ISl BOCCTAHOBJIEHHUS TTOKa3aTelei
KPOBH.

Kak npaBuio, a1 NOJHOrO BBIBEACHHWs Hatanusymaba TpeOyercs 2-3 Mecsalla ¢ MOMEHTa
npeKpalieHys Tepanuu. BeiBenenne tepudayHoMuaa U3 ia3Mbl KPOBH MEUIEHHOE M MOXKET
3aHUMAaThb OT HECKOJIKHX MecsleB 10 2 JeT 0e3 mpoBeleHHs MpOLEeaAypbl YCKOPEHHOIO
BBIBEJICHHUSI.

Pexomeniyercs mpuberars K mpoleype yCKOpeHHO#H SIMMHUHALIMH, OITMCAHHOM B HHCTPYKIIMH 10
MEIMIHHCKOMY IPUMEHEHHIO TepudiayHoMHaa. B oTcyTcTBHE 3TOM TmpouUeaypsl IEpPHOJ
BBIMBIBaHH JI0JDKEH OBITh He MeHee 3,5 mecsueB. [Ipu nepeBo/ie ManueHToB ¢ HaTaau3yMaba Wi
TepudyHomMuna Ha npenapar Ckimumon® criemyeT coOMIofaTh OCTOPOXKHOCTH H YUHTHIBATH
BO3MOXHOCTb JIOTIOJIHUTEIBHOTO IEHCTBUSI HA UMMYHHYIO CHCTEMY.

AnemMty3ymal oOKa3pIBaeT TIIIyOOKOE M MPOJOJDKHTEIRHOE HMMYHOCYIIPECCHBHOE EHCTBHE.
[lockonbky —QakTuueckas ITMTENBHOCTh IOJOOHOTO JEWCTBHS HEU3BECTHA, INPHMEHEHHE
npenapara CkimuMon® Tocsie MpeKpalleHns Tepaluy aleMTy3yMaGoM He PEeKOMEHIOBAaHO, 3a
UCKIIIOYEHHEM CIIyYaeB, KOIJa OXKHJaeMas I0Jb3a IPEBBIIIAET BO3MOXHBIA PHCK JUIS
KOHKPETHOI'O MallUeHTAa.

Pemenwe o0 UIMTENPHOM NPUMEHEHHH KOPTHKOCTEPOMIOB B KAuyeCTBE COIMYTCTBYIOLIMX
IIPEnaparoB cJIelyeT IPUHUMATh 110CJIE TIIATEIbHOM OLIEHKH.

OaHoBpeMeHHOe IPHMeHeHHe MOIIHBIX HHAYKTOpPoB H3odepmenton CYP450

IIpy npumMeHeHMH (MHIOIMMOJA OJHOBPEMEHHO C MOIIHBIMH HHIYKTOPaMM H30(EepPMEHTOB
CYP450 cnemyer cobmonath OCTOPOXKHOCTh. OIHOBpEMEHHOE IPUMEHEHHE 3BEpoOOs He

PEKOMEH Ty eTCA.
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3/10ka4ecTBeHHbIE HOBOOOPA30BAHHUS

3n0KauecmeenHbvle HOB0OOPA306AHUA KONCU

Y nanuenToB, NojyyaBIIMX MpenapaT, OTMEYEHO pa3BUTHE 6a3albHOKIETOYHOH KapIMHOMBI H
APYTHX HOBOOOPA30BaHMH KOXKH, BKJIIOYAs 3J0KAYECTBEHHYIO MEIAHOMY, IJIOCKOKIETOYHYIO
KapuuHoMy, capkoMy Kamomu, kapuusomy wu3 kietok Mepkens. CliefyeT CcoXpaHSTh
HaCTOPOXKEHHOCTh B OTHOLICHWH HOBOOOPa30BaHMH KOXH, a B Hayalle JICYCHHs PEKOMEHIyEeTCs
MPOBECTH METHIIMHCKOE 00CIIEI0BAHHE C OCMOTPOM KOXKHBIX IIOKPOBOB. B mociiexyromem Takoe
o0cieoBaHMe PEKOMEHIYETCsl IIPOBOANTH Kaxible 6-12 MecsIeB MO0 yCMOTPEHHIO JICYAIero
Bpaya. [Ipu oOHapy kenuu nopaxkeHui, BEI3BIBAIOIINX T10/{03PEHHMSL, TAIMEHTA CIIeTyeT HAallPaBUTh
K nepmartosiory. [IpuHuMas BO BHMMaHHE PHCK Pa3BHTHS 3JI0KAYECTBEHHBIX HOBOOOpa30BaHHil
KOXH, MNalMeHTOB, MOJYYarolMX (QUHTOIUMOJ, CIEAyeT MpeaylpeIuTh O HE0OXOIMMOCTH
MCIOJIb30BaHusl CpelCTB 3amuThl 0T Y®-u3myuenus. Ha ¢one npumenenus dunrommmona
MalMeHTBl HEe JOJDKHBI MOJIy4aTh (OTOTEpanmuio ¢ HCnoib3oBanueM Y®-B wusnyuenus wumm
doroxumuorepanuo PUVA.

JTumegpomoi

B KJIMHMYECKMX HCCIIENI0BAHUSX U B IEPHO/] IIOCTPETHCTPALMOHHOTO IPUMEHEHHS (PMHTOIIMOA
HAOIIOIANMCh CiTydan pa3BUTHs TMMGbOMbI. ONHCaHHbIE Clly4Yay ObUIM FeTePOreHHBIMH 110 CBOEH
IOpUpoO/ie, B OCHOBHOM BCTpeYajach HEXODKKMHCKas juMmdoma, BKIoyas B-kieToyHble u
T - xnerounsie mumpombl. Umemn Mecto ciydan T-kIeTOYHON JTMMPOMBI KOKH (TpHOOBHIHOIMN
IpaHyJIEMBI).

Bo3Bpar axkTuBHOro 3afosieBaHHs (PeUMIMB) NOCHE OTMEHbI TEPANHH NPeNapaToM
Cxanmon®

B nocrperucTpaioRHOM nepHosie 0TMEYATHCh CITyYa TSKEIOro 000CTpeHHs 3a60J1eBaHus Y
MAlMEHTOB, MPEKPATUBLUIMX IPHUMEHATh (HHronmmona. Kak mpaBuiio, yxyjlleHHe COCTOSHHUS
IPOUCXOMIIO B TeueHUe 12 Heaenb, HO TakKe ObLTM OTMEYEHBI CIIyYaH yXyAIIEeHHs B TeueHue 24
v Oosiee Heaenb MOC/Ee OTMEHBI TEpalUM IpernapaToM. B CBs3uM ¢ 3TUM cieayeT coOmoaaTh
OCTOPOXHOCTh NpH OTMeHe Tepanmuu mnpenapatoM Ckmumon®. Eciam HeoOxoamma oTMena
npenapara, MalueHToB cieAyeT HabIr0AaTh Ha TPEMET Pa3BUTHS COOTBETCTBYIOIIUX CHMIITOMOB
U NIPU3HAKOB U MPOBOJUTH HEOOXOIUMOE JICYEHHUE.

Omnyxo.1en0100HbIe 09ATH AeMHETHHH3 AN

B nocrpericTpanoHHOM epHo/ie BhISBIECHbI PEIKHE CIIyYan GOPMUPOBAHHS OITyX0JIeNOA00HbIX
04aroB JE€MHEIWHHU3ALMH, CBA3aHHBIX ¢ obocTpenueM PC. B cmywae Tspkenoro oGoctpeHus
ciaenyet nposectd MPT juis uekimouenus ommyxosenoo0HbIX odaros. JleyareMy Bpady ciieayer
paccMoTpeTh Bonpoc 06 orMeHe npenapara Ckaumon®™ WHANBHLYaTbHO, IPHHAMAs BO BHUMAHHE

I1I0JIB3Y U PUCKH Y KOHKPETHOTO IallueHTa.
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IIpexpamenue Jeuenus: GUAroMMOI0M

[Tociie oT™MeHBI Teuenus GUHTONMMOIOM HEOOXOMM 6-HelebHbIH HHTEpBaT 6e3 JeueHHs I
BBIBE/ICHHs (PHHIOJIMMO/IA U3 KPOBOTOKA; TAKOM CPOK OIPE/IENSETCsS MEPHOIOM MOy BHIBEACHHS
npemnapara. IIpu npexpaienun npuema npenapata HeoGX0MMO yIUTHIBATh, YTO HOPMAIH3ALIHS
KOJIMYEeCTBA JTUM(OLUTOB NMPOUCXOAUT depe3 1-2 Mecsua mocjie MOCTETHEr0 MPHMEHEHHS
npenapata Cximmoa®, XOT B psaae CIydaeB Ui TOJHOTO BOCCTAHOBJICHHS Tpedyercs
3HAYNTENIBHO OoJblie BpeMeHH. [10CKOIbKy NpH IPUMEHEHHH HMMYHOJICTIPECCAHTOB B TEUCHHE
1-2 mecsues mocne mpekpamenns npuema npenapara CKImMoa® BO3MOKHO JOMOIHATETBHOE
YTHETalollee JSHCTBHE HAa MMMYHHYIO CHCTEMY, HEOOXOAUMO COOIIOAATh OCTOPOKHOCTH MPH
NPUMEHEHNH UMMYHO/ICTIPECCAHTOB BCKOPE MOCIIE TIPEKPAIIeHHs JICYEHUS IIPENapaToM.
bepemenHocTh, pHCK 1UIsI V1012 M KOHTPALENIHS

B CBA3M C DNOTEHIMANBbHBIM CEPHE3HBIM PHCKOM JUIS IUIOAA HEOOXOMMMO HCKIIOUHTS
OepeMEHHOCTb y JKEHIIMH, OONAJaloIIMX PENPOAYKTHBHBIM TOTEHIMAIOM, Mepei HAYaioM
npuema npenapata Cxaumoa®. MeIMUMHCKOMY CHENHMATHCTY CEIyeT OOBSCHATH PHCKH
HEraTUBHOI'O BO3ICHCTBHS Mpernapara Ha IIJIO/I.

Bo Bpems Tepanuu mnpenaparom Cximmon® cieayer u3beraTh HaCTYIIEHHS GEPEMEHHOCTH
MPUMEHSATH 3 EKTUBHBIE METO/IbI KOHTPALCTIIHA HA IIPOTSHKEHUH BCETO NEPHO/A TEPAllHy H B
TEYCHHE 2 MECSLEB 110C/Ie NPEKpaIeHus Tepanuy. B ciydae eciim 6epeMeHHOCTh HACTYIHIA BO
Bpems Tepanuu npemapatoM Ckimmoa®, TO HEOGXOTMMO paccMOTPETh BOIPOC 00 OTMEHE
npenapara CKIMMOA®, IPUHUMAs BO BHUMAHHE Pe3yTbTaThl HHAMBH/YAIbHON OLEHKH TIOJb3bI 1
PHCKOB KaK Ul MaTepH, Tak W Juid mioja (cMm. paszgen «llpumeHenue npu GEPeMEHHOCTH U B
NEPHOJL TPYIHOTO BCKAapMIIMBaHMs», a Takke pasjen «Mepbl MpeJoCTOPOXKHOCTH IIPH
IPUMEHEHUN, TToJpasziel « Bo3Bpar akTHBHOTO 3a0071€BaHusl (PELIUAKB) TIOCIE OTMEHBI TEPATIUH
npenaparom Cxaumon®.

IanuenTsr 10-18 ner

Ilepen mavanom npumeHenust npenapara Ckaumox® ciiefyeT NPOBECTH BCe BAKIMHALMH,

PCKOMCHAOBaHHBIE MECTHBIM KaJICHJIapEM IIPUBUBOK.

INIPUMEHEHUE TIPU BEPEMEHHOCTM MW B TIIEPMOJ TIPYJIHOI'O
BCKAPMJINBAHUSI

JKeHIMHBI ¢ COXPAHEHHBIM PENPOIYKTHBHBIM OTEHINAJIOM, KOHTPALEIIHS Y KeHIIHH
Ilepen wauanom npumenenus npenapata Ckimumon®™ ciefyeT MOYYHTh OTPHIATE/bHbIN
pe3yibraT Tecta Ha OEpeMEHHOCTh M INPOMH)OPMHPOBATH JKEHINMH C COXPAHEHHBIM
PENPOyKTHBHAIM IIOTCHIIHATIOM O CEPLE3HOM PHUCKE JIIs IUI0/Ia ¥ O HEOOXOAUMOCTH IPUMEHEHHUS

3(1)(1)6KTI/IBHOI71 KOHTpalCIIIMi B TEYCHHUE BCETO BPEMEHH IPUMEHEHHS Inpenapara U OKOJIO 2
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MECSIEB I0CIe OKOHYAHMs JIEYEHHs, YTO OOYCJIOBIEHO JUIUTEIBbHBIM IEPHOJOM BBIBEICHHS
npenapara u COXpaHsIOMUMCS PUCKOM IS TUIO/IA.

bepemennocTh

Vmeronmecs moCTperucTpalMoHHbIe TaHHbIe M CBEICHHS U3 PETHCTpa CIydaeB OepeMEHHOCTH
MO3BOJISIIOT  MpENoarat, 4Yro JieYeHHEe (UHTOIUMOZOM CBSI3aHO C  YBEJIMYEHHEM
PacCpOCTPAaHEHHOCTH CEPHE3HBIX BPOXKJICHHBIX AHOMAIMN Pa3BUTHS MO CPAaBHEHHIO C OOLIEH
HOITY JISAIUEH.

Ha mpoTsikenun Bcero BpeMeHH IPHUMEHEHHsI ITperiapara cjie Iy eT IPUMEHSATh Ha/IeXKHbIEe METOIbI
KOHTpAlLCIIIWK ¥ M30eraTh HacTyIUleHHs OepeMeHHOCTH. B ciydyae ecium OepeMeHHOCTH
AMarHOCTUPOBaHA BO BpeMs NPUMEHEHHs IIpenapara HEOOXOAUMO pacCMOTPETh BOMpPOC 00
OTMEHE Ipernapara, IpUHAMas BO BHUMAHUE pe3yJIbTAThl WHIAMBHUIYAIBHOM OLEHKH IOJB3bl
PHUCKOB KaK /Il MaTepH, TaK  Juis 1ioja. Cieayer npeJoCcTaBuTh MEAMIIUHCKOE 3aKIIIOYEHHE O
pHUCKaX HEraTHMBHOTO BO3JEHCTBHMs IpenapaTa Ha IUIOJ, a TakXke IIPOBECTH KOHTPOJBHOE
o0ciesioBaHKe (HapuMep, yJIbTPa3ByKOBOE HCClIeI0BaHuUe). Takke HEOOX0MMO IIPHHUMATh BO
BHUMaHHE DPHUCK TSDKEIOr0 OOOCTpeHHs 3abo0eBaHHs Yy JKCHIIWH, MNPEKPaTHBIIMX IIPUEM
(uHromMMoza B CBS3M C HACTYIUICHHEM OEpEMEHHOCTH WM B CBS3M C IUIAaHHPYEMOi
OepeMEHHOCTBIO, OITOMY MAlUEHThI JOJDKHBI OOCYIUTH C JIeYallliM BPauyoM albTepHATHBHbIE
BapUaHTHI JICYECHHUS.

B uccenoBanusax Ha KMBOTHBIX ObLIa BBISBIIEHA PENPOYKTHBHAS TOKCHYHOCTD, BKJIFOUABIIAS
ru0esb M10/1a ¥ IIOPOKH Pa3BUTHS OPIaHOB, B YACTHOCTH He3apalleHHue apTepHATbLHOTO MPOTOKA
u 1eEKTHI MEKIKEITY I0UKOBOH Ieperopoaku. Kpome Toro, H3BecTHO, 4TO penenTop, Ha KOTOphIit
aeiictByeT (unronmumon (peuentop cdunrosus-1-dpocdara), ydactByer B (OpMHPOBAHHH
COCy10B B 5SMOpHorenese. JlaHHbIe 110 IPUMEHEHHIO QHHIOIMMO/Ia Y GEPEMEHHBIX OIPaHHYEHBI.
JKeHmuHaMm, IIaHUPYIOIMM OEpPEeMEHHOCTb, CIIe/IyeT IPEKPATUTh IIPUEM TIpenapaTa 3a 2 Mecsa
1o 3ayartus. [Ipu npocnektuBHON onenke Goiee 600 ciyyaeB GepeMEHHOCTH, 3aBEPLIMBLINXCS
KHUBOPOXKJICHHEM, MEPTBOPOKICHUEM HJIM IIPEpbIBAHHEM OEPEMEHHOCTH BCJIEJICTBHE aHOMAJIHIA
pa3BUTHs IJI0JIa B pe3ysibTare BO3JEHCTBHA (PUHrOIMMOIAa Ha MaTh B TEPHOJ TeCTAIlUH,
3apErUCTPUPOBAHHBIX B IIOCTPErMCTPALIMOHHOM IIEPHOJIE, IO KPYTTHBIX BPOXKIEHHBIX aHOMAIHH
PasBUTHS cOCTaBuiia NPHOIM3UTENBHO 5%. PacmpocTpaHeHHOCTh KPYIHBIX BPOKIEHHBIX
aHOMAJTM{ pa3BUTHsA B 00LIEH nomy iy coctapiseT oT 2 10 4%. [larrepn anomanuii pa3BuTHS,
3apErUCTPUPOBAHHBIX Ha (hoHe JedeHHs (GUHIOIMMOJOM, AHAJIOTHYEH TAaKOBOMY B oOIei
TOMYJISIIAH, TPU 5TOM YaCTHIMHU CEPbE3HBIMH aHOMAIUSIMH PA3BUTHS SBJISIOTCS :

. BPOXK/ICHHBIC ~ TMOPOKM  CepAla, Hampumep, Je(eKTbl  MeXIpeACepAHod H
MEJKKEITy IOUKOBOH Ieperopo1ok, rerpaaa dauio;

. QHOMAJIUHU TIOYEK;
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. AQHOMaJIMM KOCTHO-MBIIIEYHOH CHCTEMBI.

Ceezienns 0 KiacTepH3alMH CrelH(HYECKHX AHOMANMH CTPOEHHS, CBS3aHHBIX C JIEYECHHEM
(GuHrONIMMOI0M, OTCYTCTBYIOT.

JlaHHble O BIMAHMM (UHTONMMONA HA COKPATHTENbHYIO [E€ATENHOCTH MATKH H POJBI
OTCYTCTBYIOT.

I'pyanoe BckapminBanue

DUHrOJMMO/I TIPOHMKAET B MOJOKO JIAKTHPYIOIIMX >KMBOTHBIX. YUHTHIBas BO3MOXKHOCTB
Pa3BUTHUS CEPbE3HBIX HEXENATENIbHbIX PeaKklUui y MIIaJICHIEB, MOJTyYalOMMX IPyIHOE MOJIOKO,
KCHIIUHAM, IPUHUMAIOIUM (QHHIOIMMOJ, CIIEYeT IPEKPATHTh IPYAHOE BCKApMIIMBAHHUE.
DepTHIBLHOCTH

JlaHHbIe IOKITMHAYECKHX MCCIIEIOBAHUI HE CBUIETELCTBYIOT O MOBBIIIEHHOM PHCKE CHMKEHHS

(epTunpHOCTH Ha PoHE TPpUMEHEHUs PUHIOIMMO/IA.

CIIOCOBb ITPUMEHEHMUSI U 10361

Jleyenue crexyeT HauMHATHP M MPOBOJUTH TOJNBKO IMOJ KOHTPOJIEM Bpaya, MMEIOIIETO OIBIT
neyenus PC.

Jo3bI

Pexomentyemas 103a npenapata y iereii 1 moapoctkos crapiue 10 jieT ¢ Maccoii Tena >40 kr u'y
B3pocibiX coctasiser 0,5 mr (1 xancyna) BHyTpb | pa3 B CyTKH BHE 3aBUCHMOCTH OT BPEMEHH
IIpHeMa MUIIIH.

Heobxoaumo nabmonaTe naueHTa nociie NpuMeHeHHs IEPBOi 110351 penapara oJHHAKOBO KaK
Npu Havajle jedeHus npemnaparoM Ckimmox®, Tak W Tocie MpHeMa INepBOH J03bI, B CIydae
IIPEPBIBAHUS TE€PAITHH:

- Ha 1 1eHb ¥ OoJiee B TeUEHHE MEPBBIX 2-X HEJENb TEPAIUH;

- Oosiee yeM Ha 7 qHel Ha 3-if win 4-i Heele JIeUeHNUs;

- Oosiee yeM Ha 2 HEJIeNH 1OCTIe TOTO, KaK JIeYeHHE POI0JIKAIOCh 6ojee MecsIa.

Ecnu nevenne npepreiBaeTcs Ha Gosiee KOPOTKHH IPOMEKYTOK BPEMEHH, YEM YKA3aHO BBIIIE,
JIeYeHHUE CIIeyET MPOJ0JIKATh CO CIIEYIONIEeH 3alylaHuPOBAHHOM 03B

IIpexpamenne nedennsi ¢uuroanmonom (cm. pasgen «Mepbl NpPeIOCTOPOKHOCTH TPH
NPHMEHEHUH))

ITociie oT™Menb! nevenns GUHrOMIMMOIOM HEOOXOAUM 6-HeNENbHBIH HHTEpBAN 6e3 JeueHns s
BBIBE/ICHHS (PUHIOJIMMO/IA M3 KPOBOTOKA JUIsl TOTO, YTOOBI (PMHIOJIMMOI BBIBENICS U3 KPOBOTOKA,
TaKOH CPOK OMpPEJENAETCS NEPHOIOM IONyBhIBEACHHS Ipenapara. [Ipu mpekpameHuy mnpueMa
npenapara HeoOX0MMO yYHTHIBATh, YTO HOPMAIH3ALMs KOJIUYECTBA TUMQOIMTOB TIPOHCXOIUT

depe3 1-2 mecsua mocyie mocieHero npuMeneHnus npenapara Ckiumoa”®, XoTs B psjie cydaes
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JUISL TIOJIHOTO BOCCTAHOBJICHHSI TpeOyeTcs 3HauuTeNbHO Gosibine BpeMeHH. B sToT mepmosn
HEOOXOMMO COXPaHATh HACTOPOXKEHHOCTh B OTHONIEHMHM pa3BHTHS HH(eKuwil. IlanueHToB
CJIelyeT NPOUHCTPYKTUPOBATH O HEOOXOMMOCTH HE3aMeUIMTEeIbHO coo0marh Bpady 060 Bcex
CHMITOMAX HHQEKIMH B TeueHHe 2 MeCAIeB Mocie OTMeHsl GpuHrommmosna. I1ockoabKy mpu
NPUMCHEHHH HMMYHOJICNIPECCAHTOB B TeyeHHEe 1-2 MecsleB MoOcie NpeKpalleHds MpHemMa
npenapata CxiuMoA™ BO3MOKHO JIOMOJNHHTEIHHOE YTHETAIOUEE JelCTBHE HA UMMYHHYIO
CHCTEMY, HEOOXOIMMO COOMOAAaTh OCTOPOXKHOCTH IpPH IPHUMEHEHMM HMMMYHOJIEIPECCAHTOB
BCKOpE MMOCJIe MPEKPAIeH s JICUSHHUS ITPerapaToM.

OCTOPOXKHOCTD MpH NIPEKPAIEHHH Teparui GUHTOTMMOIOM TaKXKe ClIEIyeT COOIIONATh B CBA3H
¢ puckom peuausa. Ecim otmena npenapara Cxinmon® Heo6X01uMa, B TIEPHOJ [OCIIE OTMEHBI
MAIMeHTOB ClielyeT HaOM0AaTh Ha NPEJIMET NMPU3HAKOB BO3MOXHOIO PELHIMBA 3a00JIeBaHUSL.
ITanuenTsl cTapme 65 Jer

Y mnauuenToB B Bo3pacte 65 et m crapme npenapar Ckiammon® cielayeT NPUMEHSTh C
OCTOPO’KHOCTBIO BBH/y HEJIOCTATKA JAHHBIX 110 Oe30macHOCTH U 3)(HEKTHBHOCTH.

Hapymenne pyHkuun novex

B xmouesbix uccnenosanusx npu PC nmpumenenne npenapara Ckmumon® y MHaMeHTOB ¢
HapylleHUsMHd (QYHKIMHM TOYeK He u3ydyaid. Ha OCHOBaHMM JaHHBIX HCCIIEIOBAHHH II0
KJIMHUYECKOH (hapMakoIOruu, KOPPEKTHPOBATh /103y Mpenapara y MallueHTOB ¢ HapyIIeHHUSIMH
GyHKIMY 110YeK He TpeOyeTcs.

Hapymenune pyHKuuu nedenu

IIpumenenne mpenapara Cximmon® y ManMeHTOB ¢ HapyIIeHHeM (YHKIHH IeYeHH TSKEJOH
crenen (knacce C no xknaccuduxanuu Yaitna-I1610) IpoTHBOIOKA3aHO.

Koppexuuu /10361 npenapata y nanueHToB ¢ HapyueHueM (QyHKIMM NI€YeHH JIeTKOH U CpeaHei
CTCNICHH TSDKECTH He TpeOyercs, OIHAKO CIeAyeT CoOMIaTh OCTOPOKHOCTh B Hayae
NPUMEHEHHs TIpenapara y NalueHTOB JaHHOM IPYIIIIEL.

CaxapHblii 1nader

Vicenenosanuii o npumenennio npernapara CKaMmMoa”® y NAlMEHTOB ¢ CaXapHbIM JHA0ETOM He
npoBouiock. HeobXxomumo cobmonaTe OCTOPOXKHOCTH NPH NPUMEHEHHH Mpenapara y
NAlMEHTOB JAHHOW KaTErOpMH M3-3a PUCKA Pa3BUTHS MAKyJSPHOIO OTeKa. Y TaKHX IAllMEHTOB
CIIEZyeT PeryJsipHO MPOBOAUTL OPTAIBMOJIOIHYECKHE O0CIIEI0BaHMs HA IIPEIMET BbISIBICHHS
MaKyJISIpHOTO OTeKa.

IanuenTsl Muagme 18 jer

O dexrnBHOCTL M Ge30macHOCTh MpHMeHeHus npenapata Ckiumoa® y JeTell B Bo3pacte 10

10 net He yCTaHOBIIEHBI.
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INMOBOYHOE JEVMCTBUE

Pesome npoduis 6e3onacHocTn

JlaHHple 10 G€30macHOCTH TNpPHMEHEHHs (MHrOJIMMOJA TOMy4eHHhl B JBYX IUIare6o-
KOHTPOJIMPYEMBIX KIMHMYECKHX HccnenoBanusx Il daser u kimHMuYeckoM HccieIoBaHUH
Il ha3spl ¢ akTHBHEIM KOHTpPOJIEM y B3pOCIbIX MAMEHTOB ¢ perumuBupyomuM PPC. O6mee
YUCJIO MAIlMEHTOB, NOTyYaBmIUX GUHroIMMo] B go3ax 0,5 mr mwnum 1,25 mr, coctaBuio 2431. B
ABYXJIETHEE IJ1a11e00-KOHTPOIMpy eMoe KIIMHIYecKoe uccnenosanue D2301 (FREEDOMS) 65110
BKJIFOYEHO 854 B3pOCIIBIX NMAIMEHTa, MOMy4YaBIIHX GHHrONMMMON, ¥ 418 B3pOCIBIX NMAIMEHTOB,
noyiy4yaBInux miane6o. B nByxnerHee miane6o-KOHTPOIMPYEMOE KIMHHUYECKOE MCCIIEJOBAHUE
D2309 (FREEDOMS 1II) 6suto BimodeHo 728 B3pocibix manuenToB ¢ PC, momydaBImmx
(unronumon, u 355 B3pociBIX MAMEHTOB, MOMyYaBIIMX IUIane60. B 00beMHEHHBIX TAHHBIX
3THX JIBYX UCCIICJIOBaHU# ITPH MPUMEHEHHH (pUHrOoIMMO/a B 103¢ 0,5 MI OTMEYAIIUCh CIIEIYIOIIHE
cepbesHble HexenarenbHble peakuuu (HP): mndexmmu, MaxynspHeiii orek M mpexopsimas
aTPUOBEHTPHKYJIsipHas Oyiokana B Havane sedenus. HawmGonee wacro (wacrora >10%) npu
NPUMEHEHUH npenapata B 103e 0,5 Mr HabIIOaIMCh TPUII, CHHYCHUT, IOJIOBHAas 00JIb, aUapes,
00Jib B cIMHE, TOBBINIEHHE aKTHBHOCTH «II€YEHOYHBIX» (PEPMEHTOB H Kamenb. Camoil 4acToii
NPUYHHON NPEKPAIEHHs Tepauy penaparoM (B 1o3e 0,5 Mr) sBJIsI0Ch NOBBIIIEHHE AKTUBHOCTH
ananuHamunoTtpancdepassl  (AJIT) (2,2%). HP B oxmHonernem wucciemoBanun D2302
(TRANSFORMS), BxmounBmem 849 B3poCIBIX NAMEHTOB, MOJYYaBIMX (GUHrOIMMOJ (B
Ipynre CpaBHEHHs NPUMEHSUIM MHTepdepoH Oera-1a), Kak MpaBuiio, OBUIM CXOAHBI C IUIanebo-
KOHTPOJIMPYEMBIMH UCCJIEJOBAHUSMY C YIETOM PA3JTHUHH B TPOIOJIKATEIBLHOCTH UCCIIEJOBAHHUS.
Hwxe npencrasnens: HP, BbIssBIeHHBIE B pe3yJibTaTe KIMHUYECKUX HCCIeA0BaHMM. [l OLeHKH
4acTOThI MCIOJIb30BaHbI CIIE/YIOIINE KPUTEPHHU: oveHb yacmo (>1/10), vacmo (>1/100, <1/10),
neuacmo (=1/1000, <1/100), peoxo (>1/10000, <1/1000), ouens peoxo (<1/10000), neussecmmo
(HEBO3MOXKHO YCTAHOBHUTH 110 HMEIOLIAMCS JIaHHBIM).

Hugpekyuu u uneasuu: ovenv yacmo — TPUIIL, CHHYCHT; yacmo — WH(EKIMH, BbI3BaHHBIC
BHPYCOM repreca, OpOHXHMT, OTpYOCBUIHBIM JMINAN; Heyacmo — TMHEBMOHHS, HEU3BECMHO —
nporpeccupyromas  MyibTH(oKanbHas JeikosHuedanonarus  ([IMJ)™, KpHNITOKOKKOBBIE
uHpexmn’ .

Hobpokauecmeennsie, 310KauecmeeHHble U Heymo4YHeHHble HO6000Opazoeanun (exnrouas
Kucmol u noaunst): yacmo — 0a3albHOKIETOYHAs KapIMHOMA, Heyacmo — 3J10KayecTBEHHAs
MenaHoMa 5 peoko — mumpoma’", II0CKOKIeTOuHas KapiuHoMa " ouens pedko — capkoMa

*

ok sk ok k k%
Kanomm , Heuzeecmno — KapIMHOMa U3 KJIETOK MepKeJISI .

22



Hapywenusn co cmoponst kposu u numeamuyeckoii cucmemvl: wacmo — 1aMPONEHUS,
NeHKONCHHUSI; Heuacmo — TPOMOOIUTONIEHHUSI; Heu36ecmHo — iepupepuuecKre OTeKH .
Hapywenun co cmoponst ummyHHoit cucmemvl: uacmoma Heussecmna — PeaKIUH
THIEPYYBCTBUTEIBHOCTH, BKIJIIOYAs ChIllb, KPAIMBHUILYY ¥ aHTHOHEBPOTHYECKHN OTEK Ha 3Tare
Hayana JeyeHus .

Tlcuxuueckue paccmpoiicmea: yacmo — ENPECCHs; HEYACMO — NETPECCHBHOE HACTPOCHHE.
Hapywenus co cmoponsi Hepgnoil cucmemvi: ovenvb uacmo — TOJNOBHAs OONb, Yacmo —
TOJIOBOKPY’KE€HHE, MUIPEHB, HeYacmo — CyI0POKHBIE IPHCTYIIBL; PeOKko — CHHAPOM 0OpaTUMOM
3ajHell SHUEDATONATHA ; Heus6ecmHno — TSKeIoe YXYALUICHHE 3a00NeBaHHs MOCTe OTMEHbI
npemnapara.

Hapywenusn co cmoponvl opzana 3penua: 4acmo — HEYETKOCTb 3PEHUS; HEYACMO — MAKY JIIPHBIH
OTEK.

Hapywenun co cmoponwt cepoua: wacmo — Gpapvkapius, aTpuOBEHTPUKYISpHAs OJI0Kana;
oyenb peoko — uHBepeus 3yona T

Hapywenua co cmoponsi cocyoos: wacmo — noseiuenne AJl.

Hapywenus co cmoponbl OvixamenvHhoii cucmembi, 0p2anoe 2pyOHoil Kemku u cpeoocmenun:
OY€eHb 4acmo — Kallelb; Yacmo — OJIbIIIKA.

Kenyoouno-kuweunsie Hapywenun: ovenv yacmo — 1Mapest; HEYaAcmo — TOIHOTA
Hapywenusa co cmoponsl newenu u dcenuegvi600augux nymeii: neuzeecmuo - TOPaKEHHE
NIEYEHH.

Hapywenus co cmoponbl Kodcu u noOKONCHOU Kiemuamku: uacmo — dK3eMa, aJolelus,
KOXHBIN 3Y]1.

Hapywenua co cmoponst MbluieuHoil, CKeIemHOul U COCOUHUMETbHOU MKAHU: 0YeHb YaACIO —
00JIb B CIIMIHE; Heu36ecnmHO — MAAIITHS, apTPAITHS.

Obuque napywienua u peaKyuu 6 Mecme 66e0eHUA: YACMO — ACTECHUSL.

Jlabopamopneie u uncmpymenmanvhvie OAHHble: OYeHb YACMO — TOBBILIEHHE AKTHBHOCTH
«neyeHo4HbIX» (epmentoB (AJIT, I'TT (ramma-riayramuntpancdepassl), ACT); wacmo —
TOBBIIEHNE KOHIECHTPAIlMU TPHUIJIMIEPHIOB KPOBU; Heuacmo — HEHUTPOIICHHUS; HeU36eCmHO —
CHHMJKEHME MacChl TeJa.

" HP ne ommevanace 6 uccnedosanusx FREEDOMS, FREEDOMS Il u TRANSFORMS. Yacmoma
Yykasana uz pacuema na 10000 nayuenmos, nonyuaswiux Gunzoiumoo 60 6cex KIUHUYECKUX
UCCNe008aHUsIX.

" IIMJT u kpunmoxoxkoswie unghexyuu (6KN10OYAs KPUNMOKOKKOBbITI MEHUHUM) OMMEYANUCH 8
noCmMpe2ucmpayuoHHOM nepuooe.

kK ~
HP, 3apecucmpupoeannvie us cnonmannwix coobujenul u 1umepanypl.
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" Kamezopus wacmomu 6CMpeaemMocmu U OYyenka puckoé 0CHo8ana u3 pacyema na >24 000
nayuenmos, NONY4AsUIUX pun2o1umoo 6 0oze 0,5 mz 6 KIuHUYeCKUx ucciedo8anusx.

Onucanne 0TaeJbHBIX HEKeJIATEIbHBIX PeaKIuii

Hugpexyuu

IIpn npumenenny npenapata B KIMHAYECKUX HCCIEOBAHHUAX B 03¢ 0,5 Mr y nanueHToB ¢ PC
obmiast yacrota nHbekumii (65,1%) Gbuta cx0aHOH ¢ TakoBO¥ B rpymme miane6o. OHAKO y
NAlMEHTOB, MOJIyYaBIIMX (UHIOJIMMOJ, Yalle OTMEYAIWCh HH(PEKIHH HIKHAX OTHEIOB
AbIXATEIbHOH CHCTEMBI, B IEPBYIO OdYepehb OPOHXHT, W B MeHbleil cTeneHH WH(EKIUH,
BbI3BaHHbLIE BUPYCOM repreca, i THEBMOHUS.

Ilpu nevenuu npemapatom B no3e 0,5 Mr GbUIM 3aperMCTPHPOBAHBI HECKOJBKO CllydaeB
JAMCCEMUHMPOBAHHOI'O repIieca, BKIOYas CIIy4an cO CMEPTEIbHBIM HCXOIOM.

Cnyyan mndexuun BITY, Brioyas manumioMmy, JUCIUIA3HIO | BITY-acconuupoBaHHbIii pak,
HAOJIO/IATHCh B [IOCTPETMCTPAIIMOHHOM IIEPHOZE IPUMEHEHHs mpenapara (cM. pasjen «Mepsl
IPEI0OCTOPOXKHOCTH NIPH IPUMEHEHHN Y ),

B mocrperncrpaimonHom mepumone OTMEYEHBI Cllydau pasBHTHA  ONNOPTYHHCTHYECKHX
MH(DEKLMH, BBI3BAHHBIX BHPYCaMH (HAlpUMep, BUPYC MpocToro repreca (herpes simplex virus,
HSV) wmu Bupyc omosceiBatomero repmeca (varicella zoster virus, VZV), KOTOpPbIE MOTYT
NPUBECTH K MEHHHIUTY/3HIE(anuTy), BUpyc, Bh3bIBatomuii passutue [IMJI (John Cunningham
virus, JSV)), rpubkamu (Hanmpumep, KpPHMITOKOKKAMH, BBI3BIBAIOLIMMH KPHIITOKOKKOBBIH
MEHHMHIHT) WK OaKTepHsMH (HallpUMep, aTUITHYHBIE MUKOOAKTEPHH ), B TOM YHCJIE C JIETATBHBIM
HCXOJIOM.

Makynapusiit omex

B ximmHuyeckux uccnenopanusx y nauuentos ¢ PC gacTora oTeka Makysibl IpH IIPUMEHEHUU
npenapara B jpo3e 0,5 mr cocraBiusia 0,5%, a mnpu NIpUMEHEHHHM B 0oJiee BBICOKOH 103€
1,25 mr - 1,1%. B GonbmmHCTBE clly4aeB pa3BUTHE MAKyJISPHOTO OTEKa HAOIIOAAI0CH B TEUEHHE
3 -4 MecsaueB mocie Havyana JiedeHHs. B psje ciydaeB HaGIIONAICS OTEK MakyJsbl 0e3
KIIMHAYECKUX MPOSBIICHHI (BBISBICHHBIN IPH PYTHHHOM O(TaIbMOJIOTHYECKOM 00C/IeIOBAHNH),
Y HCKOTOpHIX MNalMEHTOB MaKYJISPHBIH OTEK CONPOBOXAAICS HEYETKOCTHIO 3PEHMS HIIH
CHH)KEHUEM OCTPOTHI 3peHHs. [Ipu npekpaiennu neyenns npenapatom B GONBIIMHCTBE CITyYaeB
IPOUCXOJUIIO YMEHBIICHHE BBHIPA)KEHHOCTH HJIM CIIOHTAHHOE pa3pelleHHe JaHHOTO COCTOSHUSL.
Prck noBTopHOro Bo3HMKHOBEHHS 1OCTIE BO30GHOBIEHUS TEPAIiy HE H3yUeH.

YacroTa pasBuTHSA MaKyISspHOTO OTeKa MOBBINANACH NPM HATHYMH B aHAMHE3€ yBEHTa (17%
CpeAy MalMEHTOB ¢ yBEUTOM B aHamHe3e u 0,6% 6e3 TakoBoro). [Ipumenenne punromumoa He
u3y4aiu y nauueHToB ¢ PC u caxapHbiM 1nabeToM, KOTOPBI XapakTepU3yeTcsi BRICOKHM PHCKOM

Pa3BUTHA MaKYJIIPHOI'O OTEKA. B ximHnyeckux HCCJICIOBAHUSAX Y MAIIUCHTOB C TpchnnaHTauneﬁ
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TIOYKH, Ky/ia ObUIM TaKKe BKJIFOYCHBI MAIIMEHTHI ¢ CAXapHbIM IHA0ETOM, IPUMEHEHHE Npernapara
B J103aX 2,5 MTI' ¥ 5 MI' IPHBOJIHJIO K OBBILIEHHIO YACTOTHI PA3BHTHSI MaKyJIIPHOT'O OTeKa B 2 pasa.
bpaouapummusn

B kimMHMyeckux wuccnenoBaHMsX y mnamMeHToB ¢ PC B Hauane JieyeHHs npenapaToM B
PEKOMEHJIyeMO#  J103¢  OTMevaloch TpaH3uTopHoe cHmxkenne UCC wu  3aMemieHue
aTPUOBEHTPUKYIISPHOM IPOBOMMOCTH, TIPH 3TOM MakcumaibHoe cHikenne YCC Habmro1anoch
B Te4eHHe 6 4 rmocie npuema mpenapara B 1o3e 0,5 Mr (cpeasee cHmkenue Ha 12-13 yaapos B
munyTy). YCC Menee 40 yiapoB B MHHYTY y B3poCIibIX 1 MeHee 50 yJ1apoB B MHHYTY Y JeTeii npu
NpUMEHEHUH Tpenapara B jo3e 0,5 mr ormeuanack peako. YCC BosBpamanachk K HCXOTHON B
TedyeHHe | Mecsiua peryisipHoro IpHMeHeHus npenapara. Kak npasuio, 6paukapus npoTeKaia
0eccMMITOMHO, OJTHAKO Y HEKOTOPBIX NAlMEHTOB Pa3BHBATUCH CHMIITOMBI ClIaGol u CpeaHe
CTENEHH, BKJIIOYas apTePHAIBbHYIO IMIIOTEH3HUIO, TOJIOBOKPYKEHHE, OBBIIIEHHYIO YTOMIISEMOCTh
W/WIA omyleHue cepaueOuenns. Ilepeunciennble CHMITOMBI pa3peliaiich B TeueHne 24 u
[0CJIe Havajia JICYeHHs.

B ximnuyeckux uccnenopanusx y naupentoB ¢ PC B Havane Tepanuu aTPUOBEHTPUKYJIIpHAS
biokana (AB-610kana) I crenenn (yumnenne unteppata PR na DKI') nabmonanack y 4, 7%
NAlMeHTOB, MOoJy4YaBIMX (uuromumon B go3e 0,5 mr, y 2,8% nNanueHToB, [10JTy YaBIIUX
unTeppepon Oera-la uy 1,6% B rpynme miaune6o. AB-6iokana I cTenenun Gbuia BbIsBICHA y
meHee 4eM 0,2% B3pOCHBIX MNAIMEHTOB, MOJyYaBmUX (uHromuMon B mo3e 0,5 mr. B
MOCTPETUCTPALMOHHOM ~ TIE€PHOJEC  OTMEYEHBI  CIyyaW MPEXOJsIlei, CamMOMpPOM3BOIBLHO
paspenaoneics noiaHoi AB-6110kazibl B TeueHHE IEPBBIX 6 4 OCIE IPUMEHEHHMS TIEPBOH 10351
¢unromumona. CHMITOMBI pa3spemiaiuch CaMONPOHU3BONIBHO. Hapymenuss mnpoBoauMoCTH,
Ha0II0/1aeMble Kak B KIMHUYECKUX HCCIIE0BAHMUSX, TAK U B TIOCTPETHCTPALIHOHHOM nepuoe, Kak
IPaBUJIO, OBUIA TPaH3UTOPHBIMH, OECCHMIITOMHBIMH M Pa3pellaluch B TeUYEHHE MEPBBIX 24 U
NOoC/ie Havyalla JieYeHHs. Y OIHOTrOo MalMeHTa ¢ acuMnTomaruueckoit AB-6moxanoii II crenenn
tuna MoOuTi | mpUMEHHIH M30NpPEeHATHH, OJHAKO OOJBIIMHCTBY MAIMEHTOB MEIHIMHCKOTrO
BMeEIATEILCTBA HE TPeOOBAIOCk.

B nmocTperucTpannoHHOM nepHozie ONUCaHbl H30IMPOBAaHHBIE OTCPOYCHHBIE CIIy4au Mpexoasimei
aCHCTOIIMM M HEOOBSCHUMOH BHE3aNHONW CMEPTH B TedyeHHe 24 4 MOCIe TEpBOro IpHeMa
npernapara Ha (OHE OJJHOBPEMEHHOTO IPUMEHEHHUs IPYTHX JIeKapCTBEHHBIX [IpenapaToB W/HId
CONMYTCTBYIOIICH MNATOJIOTHH, OJHAKO CBS3b MEXJIY HPHEMOM (MHIOJIMMOAA M JAHHBIMH
COOBITHSIMH HE JI0Ka3aHa.

Apmepuanvroe oaenenue (A/)

B KJIMHMYECKHX HCCIEN0BaHUSX MIPH IIPUMEHEHUH npenapara B 103e 0,5 mr y nanuenTtos ¢ PC

OTMEYaAJIOCh HEOOJIBIIOE ITOBBIIIEHUE CUCTOJIMYECKOI'O AII B CpE€aHEM Ha 3 MM pT. CT.,
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maacrojiyeckoro AJl — Ha 1 Mm pr. ct. [lopeimenne AJ] HabmOAAIOCH IPUOITM3UTETBHO Yepes
1 Mecsiri mocie Havana JedyeHHs ¥ COXPAHSIIOCH IIPH MPOJOJDKEHUH Tepanuu. IToBbimenne AJ]
OTMeYasoch y 6,5% NalueHToB, NoMyYaBmKX GUHroIMMox B 1o3e 0,5 Mr (B rpymme miane6o y
3,3% nauuentos). [1o MaHHEIM MOCTPErMCTPALMOHHBIX HAGMOAEHMH CTyyan moBblmeHus AJl
OTME€Ya/IuCh B TEYECHUE NIEPBOTO MECSALA JIEYEHHUS U B NIEPBBIH ICHb IPUMEHEHHUsI TIpenapara, mpH
5TOM B HEKOTOPBIX CIy4asX TpeOOBalOCh NPHMEHEHHE TI'MIOTEH3MBHBIX MPENapaToB WM
IpephIBaHKE JIEYEHUS (PUHTOIUMOJIOM.

Hapywenue ¢hynkuyuu neuenu

B kimHMYecKMX HCCNIEOBaHMAX y B3pOCHbIX NAMEHTOB ¢ PC, NOTyYaBIIMX JieUeHHE
(pUHrOMMMOIOM, OTMEYanoCh MOBBIIEHHE AKTHBHOCTH «IIEYEHOYHBIX» (epMeHTOB. Ilpu
pexomenayemor nose 0,5 mr B 8,0% ciyyaeB oTMe4anoch OECCHMIITOMHOE MOBBIIICHHE
aktuBHOCTH AJIT >3xBI'H n B 1,8% cimyyae — B >5xBI'H. V HeKOTOpBIX NalMEHTOB NpPH
BO300HOBJICHUHM TEpallHd OTMEYaJOCh MOBTOPHOE IIOBBHINEHHE AKTUBHOCTH «(IIEYCHOYHBIX)
TpaHCaMMHA3, 4YTO IOATBEPXKJAET CBA3b C MpenapaTtoM. B KIMHHUYECKHX HCCIIEIOBAHUIX
TNOBBIICHHE aKTHUBHOCTH aMHUHOTpaHCc(epa3 MOIJIO BO3HHUKATh B JIF000E BpeMs B XOJI€ JEUEHHUS,
OJIHAKO B OOJIBIIMHCTBE CIIy4aeB OHO BO3HUKAJIO B MEPBBIE 12 MecsIeB.

Hopmammsaims aktusHoctn AJIT B muasMe KpPOBH NPOMCXOJMIA NPUOIM3HTETHHO depes
2 Mecsna 1ocne IpeKpalleHHs Mphema mnpenapara. Y HeGONBIIOTO 4YHCIa IMAlHEHTOB C
NOBBIIEHHON akTHBHOCTRIO AJIT >5xBI'H (10 B rpymme 1,25 mr, 2 B rpymnme 0,5 mr),
NPOJOJKABIIMX  JICYEHHE TIpenapaToM, HopManu3anus axktuBHocTH AJIT  npousomuia
NPUOJIM3UTENILHO B TEUYCHHE 5 MECAIIEB TEPAIIHH.

Hesponozuueckue napywienun

VMerorest cooOenns 0 pelIKuX CllydasiX OpaKeHHs! HEPBHOM CHCTEMBI Y B3POCIIBIX NAI[HEHTOB,
TMOJTy4arolMX (YUHTOIMMOA B BHICOKMX 103ax (1,25 mr wm 5,0 Mr), Bkmouas pa3BHTHE
MIIEMUYECKUX U IEMOPPAruYeCKMX MHCYJIHTOB M aTUIHYHBIX HEBPOJOTHYECKHX PACCTPOMCTB,
TaKUX KaK OCTPBIA JUCCEMUHUPOBaHHBIH dHIeaoMueuT (OJ[OM)-110106HbIE COCTOSHHUSL.
Hapywenus co cmoponst cocyoos

IIpu nevennn dunrommonom B no3e 1,25 Mr peKo OTMEYAIHCH OKKITIO3UH TepH(epPHIeCKHX
apTepui.

Hvixamenvran cucmema

B kiuHuveckoM HMccnenoBaHMM uepe3 | Mecsll TNPUMEHEHHs IIpemnapara OTMEYaioch
HE3HAYUTEIIPHOE J10303aBUCHMOE CHH)KEHME IIOKas3areled o0beMa (OpcCHpOBaHHOrO BBIIOXA
(O®B1) n muddysnonnoii crocobHOCTH nerkux mo yriaepoma MoHookcuay (DLCO), B
JaIbHEHIIeM JIOCTUTHY ThIE 3HAYEHHUs JaHHBIX TapaMeTPOB He MeHsUTUCh. K 24 Mecsiy cHIKeHHe

npeamnoJjiaraéMoro O®B; B IPOIEHTHOM OTHOIICHHUHU OT M3HAYAJIBHOT'O IMOKa3aTejsl COCTABUIIO
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2,7% 1pu npumenennn ¢puHrommmMona B go3e 0,5 mr u 1,2% B rpynmne miane6o, nocie 0OTMEHbI
Tepanuu JIaHHOe pas3nuune HuBenupoBanock. CHmxenne DLCO k 24 mecsily npuMeHEHHs
¢unromumona B no3e 0,5 mr cocraBmwio 3,3% B cpaBHenmu ¢ 2,7% B rpymme miane6o.
Cyoopoacrbie npucmynoi

[Ipu npumeneHnn (QUHrOIMMONA B KIMHHYECKHX HCCIIEAOBAHMAX W B MOCTPErHCTPAIHOHHOM
NEpUOJIe  3apEeruCTPUPOBAHBI  CIy4yad pa3sBUTHS  CYJOPOXHBIX IPHUCTYIOB, BKJIKOYAs
SIUICNTHYECKUH CTaTyC, y B3pPOCIBIX. B KIMHHYECKHX HCCIENOBAaHHAX Y B3POCIBIX 4YacTOTa
CYJOPOXXHBIX TPUCTYNOB Obl1a 0,9% y manueHToB, noiyyaBmux ¢uaroaumos, npotus 0,3% B
rpynne mianedo. HenspecTHo, CBSI3aHBI JIH 3TH SABIEHHS TOJBKO ¢ TeueHHeM PC, WM TOIBKO C
(HMHrOIMMO/IOM, WITH C X COYETAHHUEM.

JTumepomui

[Io naHHBIM KIMHMYECKHX M MOCTPErHCTPALIHOHHBIX MCCIIEI0BAHMIA, y TIAIIMEHTOB, IOy YaBIINX
uHroNMMOz, OTMEYANoCh pa3BHTHE PA3IMYHBIX THUNOB JUM@POM. B OCHOBHOM BCTpeYanach
HEXOJ/UKKHHCKas uMdoma, BKmodas B-xinerounsie u T-kierounsie muMdomsl. B Tom umcrne
CMepTesIbHBIH Clyyaii B-kietounoi n1umMGoMBI, MOIOKHTENBHON MO0 BUpYCy DmmTeiina-Bapp.
Yacrora mumpom (B- u T-kneTtouHoi) B KIMHHYECKMX MCCIEJJOBAHMSX OBUIA BBINIE, YEM
OXHJaeTcs B oOmed mnomynsuuuM. B mOCTpericTpanMOHHOM —NEpHOAE  TaKKe ObLIH
3apeTUCTPUPOBAHBl  OT/ACNBHBIC Ciydau KOXHOM T-kieroynod mumdombr (rpuboBHaHAsS
rpaHyJjema).

I'emodgpazoyumapnsiit cunopom

B nocrperucrpanoHHOM TepHOLE Yy NALMEHTOB, IOJNYYaBIIMX JI€YEHHE (DHHTOIAMOIOM,
OTMEYCHBl OYEHb PEAKHE CIIy4yah pa3BUTHS IeMOo(parouuTapHOTO CHHIPOMA C JIETAIBHBIM
MCXOJIOM, CBS3aHHbIC C WMH(EKIMOHHBIM 3aboieBaHHEM. |eModaronuTapHblii CHHIPOM —
COCTOSIHHE, aCCOLMMPOBAHHOE ¢ HH(EKIIMOHHBIMH 3a00JIeBaHUSIMU, HMMYHOCYIIPECCHEN H PSIOM
ayTOMMMYHHBIX 3a00JI€BaHHUM.

ITayuenmor cmapuwe 10 nem

B KOHTpoMpyeMbIX KIMHHYECKHX HCCIEOBAaHHSX y Aeteil u moapoctkoB (10-18 ner) mpwm
NpUMeHeHuH npenapata B 03¢ 0,25 mr umm 0,5 mMr 1 pa3 B cyTku 001muii mpoduiis 6€301acHOCTH
OBLI CONOCTABHM C TAKOBBIM Y B3POCIIBIX NAIIUEHTOB.

B uccnenosanum y nereif cynopoxHbBIE NPUCTYIBI 3apPErHCTPHPOBAHBI y 5,6% MAlMEHTOB,
nosy4aBmux Guuromumon, 1y 0,9% nanueHToB, mosyyaBmux uHTEpdepoH Gera-1a.

"Ecau n00vbie us yKasamuolx 6 UHCMpYKyuu nobounvix sggexmos ycyeybnsiomes, unu Boi
3amemunu n0bble Opyeue nobounvie pekmopl, He YKA3aHHble 6 UHCMPYKYUU, cooduwume 06

IMom epauy.
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INEPEJ1O3UPOBKA
310poBbIE 100POBOIIBIIBI YIOBIETBOPUTENIHHO IIEPEHOCHIIN OJHOKPATHBIA NpHEM Npernapara B

nose 40 mr (no3a B 80 pa3, mpeBbIIAOIIas CYTOYHYIO PEKOMEHIYEMYIO), TIPH 3TOM y 5 U3 6
ZI00pOBOJIbIIEB OBLIO OTMEYEHO OIIYIIEHHE JIETKOTO CTECHEHMs WM 4yBCTBO JMCKOM(OpTA B
TPYZIHOM KIIETKE, YTO KIIMHHYECKH COOTBETCTBOBAIO HEOOJBIION BHIPAXKEHHOCTH PEAKTHBHOCTH
JIBIXATEJIbHBIX Ty TEH.

B Havane npumMeHeHns: QUHTOIMMO MOXKeET BbI3bIBaTh pa3ButHe Opanukapauu. Camkenne YCC
00BIMHO HAO/IOJAeTCsl B TEUEHHE OJHOTO Yaca IMOCje MEPBOTO MPUMEHEHHS M IIPOMCXOIHUT
Haubosiee pe3ko B TedeHHe 6 4. OTpHUATENBHBIA XPOHOTPONHBIA 3(dekT (uHrommMMOa
COXpaHseTCs U 1ociie 6 4, 0JHAKO B MOCIEIYIONHEe THH JIEYEHHS OH IOCTENEHHO 0ciabeBaer.
Nmerorcs cooOmmennss o0 3aMeUICHMH aTPUOBEHTPHKYJSIPHOTO TIPOBEJIEHHMS M  OT/AEIbHbIE
COOOIIEH!s! O TIPEXOJIAIIHNX CITyqasiX MoNMHOW AB-610Ka/1bl CO CIOHTAHHBIM Pa3peleHHEM.

B ciryyae nepe1o3sMpoBKH IpH IpHeMe MepBOii 1036 GUHTOIMMOIa HEOOXOAUMO OCYIIECTBIIATh
HaOO/IeHHe MAalMeHTa B TE€UeHHe MHUHHMYM 6 dacoB, Bkiodaromee DKI-mMonutopunr (B
peabHOM BpeMeHH) U exeuvacHoe u3mepenrne YHCC u AJl.

Ecnu 4epe3 6 yacos nocie nepsoro mpuema YCC cocraBisier <45 yJI/MHH y B3pOCIBIX, MIIH
<55 ya/mun y nereit crapme 12 ner, win <60 yu/mun y neteit ot 10 g0 12 neT, niam nposBHIACH
OKI'-npusnaku I u Beime creneneit AB-6nokansl, wim QT-unTepBan cocraBui >500 mc, TO
ClIelyeT NPOATUTE MOHUTOPHHT 110 KpaiHeH Mepe 0 CleAyIomero yTpa Wid 0 TeX IMop, MoKa
HapymeHus He paspemmarcs. [Ipu BosuukHoBeHUn AB-6okazs! 111 crenenu B mo6oe Bpemst CyTOK
TaKkKe HeoOX0MMO obecneynTh HaOIIIoIeH)E 110 KpaifHel Mepe /10 CIIeIyIOIIEro yTpa.

DUHrOIMMO HE YAQIACTCS U3 OpraHu3Ma noCcpeaCTBOM auain3a u rUIasMa(bepe3a.

B3AUMO/IEMCTBHUE C IPYTMMH JIEKAPCTBEHHBIMHU CPEJCTBAMHU
IIpoTuBoOMyX0/I€BBIE MPENAPAThI, HMMYHOMOIYJISITOPHI H HMMYHO/IENPECCAHTHI

Y4uTBIBas BO3MOXKHOCTB JIOTIOJHUTENIBHOTO YTHETAOMIET0 BIIMSAHHAS Ha MMMYHHYIO CHCTEMY, He
CleyeT  TNPUMEHATh  (HMHIOJIUMOJ BMECTE€ C  HPOTHBOOIYXOJEBBIMH  CPEICTBAMH,
UMMYHO/IETIPECCAHTAMH WM UIMMYHOMOTYJISTOPAMH.

Crenyer cobmoaaTh 0CTOPOKHOCTD IIPH NEPeBOie Ha (PUHTOIUMO]I ITAIIEHTOB, KOTOPBIE paHee
NOJTyYalii NpenapaThl JUIATEILHOTO AeHCTBHS, OKa3biBaromye 3QGeKThl Ha HMMYHHYIO CHCTEMY,
TaKWe Kak HaTaaudymad, Tepu(IyHOMHUI WIM MHUTOKCAHTPOH. B KIMHMYECKHX MCCIIe0BAaHUSX
NpA [pPUMEHEHWH (HHronMMona y mnauueHToB ¢ PC, MOJNyYaBIIMX KOPOTKHE KYpChI

I'TFOKOKOPTUKOCTEPOU 0B, HE OTMEYaJIOCh MOBBIIEHUS YaCTOTHI HH(beKHHﬁ.
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Bakuunanus

Bo Bpems Tepanuu npenapatom, a Take B T€YeHHE 2 MECAIEB MOC/IE NPEKPALICHHS JICUCHHS
(huHrOMMOI0M BaKIMHAIHS MOXKET ObITh MeHee 3bdekTnBHOI. [10CKOTBKY IPUMEHEHHE SKHBbIX
aTTEHYMPOBAHHBIX BAKIWH MOXET IOBBINATH PUCK DPA3BUTUS HH(EKUHH, NPH NPUMEHEHHH
npenapara, a TakKe B TE€YEHHE 2 MECSLEB I10C/e MPEKpalleHns JiedeHus: (MHTOIMMOIOM He
CJIe/TyeT MPOBOJIUTH HMMYHH3ALHUIO )KUBBIMU aTTEHY HPOBAHHBIMM BaKIIMHAMH.

BemecTBa, BhI3bIBalOmMe OpaguKapInio

[Ipumenenne ¢unromumosa B KOMOMHAIMM C aTE€HONOJOM H JMITHA3eMOM H3yuyeHo. B
MCCIIC/IOBAHUN B3aUMOJICHCTBHI Yy 3710POBBIX JOOPOBOJIBLEB P MPUMEHEHHH (DUHIOIUMO/IA C
aTeHOJIONIOM OTMeuasloch aonoyHUTeNnbHOe cHmKeHHe YCC Ha 15% B Havane nmpuMeHeHHs
(unronmumona. V mnanmeHToB, MONyYaBMIMX (DMHTOTMMOJ BMECTE C IHITHA3EMOM, TAKOTO
spdexra ne nabmonanoce. Tepammio (GMHrONMMMOIOM He CleayeT HAYMHATH Y NAILHEHTOB,
NOJTy4aroIuX Oera-aJpeHo0I0KaTophl WM IPYyTHE Mpenaparsl, KoTopble MoryT cHmxkats YCC,
TaKHe KaK aHTHApUTMHUYECKHE cpesicTBa Kiacca la wmm I1I, aHTaroHMCTHl KaJblMEBBIX KaHAJIOB
(TakMX KaxK BepanamuJl Wi THITHA3eM ), HBaOpa/IuH, IUTOKCHH, MHTHOUTOPBI XOTHHACTEPa3hl WIIH
NUJIOKAPIIHH, B CBS3H C PUCKOM JIONOJHUTENBHOrO yrueratomero aeictsus Ha YCC. Ecmm y
TaKUX NAlUEHTOB NPe/oaraeTcs jJedenue npenaparom Ckimmon®, Heo6X01uMa KOHCY TbTaIAs
KapZnoJjiora OTHOCUTEIbHO BO3MOJKHOCTH II€PEX0/1a Ha TEPAITHIO IIperapaTaMi, He CHHKAOIIMMH
YCC, nm npoBe/IeHHE COOTBETCTBYIOMIETr0 HAOIOAeH)S (IPOUIEHHOE HAGIOIEHHE B YCIOBHSX
CTal[MOHapa [0 MEHBILEH Mepe 10 yTpa CIeYIOLIEro IHs).

@®apmakokuHeTHYecKHe 3P (PeKTHI APYIHX NPENAPATOB HA (PHHTOJTHMOL

®unronmMo MeTaboNIM3UpYeTCs B OCHOBHOM ¢ ywacthem m3opepmenta CYP4F2. B ero
MeTaboiu3Me MOTYT NPHHMMATh yYacTHE M JpyrHe H30(pepMEHTHI LMTOXPOMA, HATPHMEp
CYP3A4, B 0cOGEHHOCTH €CITH UMEET MECTO €r0 BbIpaKEHHAs MHIYKIHS.

He oxunaercss BIMsAHHS MOIIHBIX MHTHOMTOPOB GEIKOB-IEPEHOCUMKOB HAa (hapMaKOKMHETHKY
¢unromumona. OnHOBpeMEHHOE NMPUMEHEHHE (UHIOJIMMOA ¢ KETOKOHA30J0M MPHUBOJHUIO K
yBenuueHuto B 1,7 pasa skcnosunun (AUC) dunromnmona u ¢punromamona pocdara 3a cuer
uHruduposanus uzopepmenta CYP4F2. Crenyer co6mronath 0CTOPOKHOCTH TIPH IPHMEHEHHH
(uHrONMMONAa OJHOBPEMEHHO C Mpenaparamu, crnocoOHbIMH uHTHOMpoBath CYP3A4
(MHrHOMTOPBI MPOTEa3, MPOTUBOTPHOKOBBIE CPEJICTBA TPYIIILI A30JI0B, HEKOTOPHIE MAKPOJIHIBI,
TaKHe KaK KJIapUTPOMHULMH WU TEITUTPOMHUIIHH).

OnHoBpemenHoe NpuMeHeHHe KapOamaseruHa B 103 600 Mr 2 pa3a B CyTKH B PaBHOBECHOM
COCTOSIHMH U 2 MI' QUHI0JIMMO/Ia OTHOKPATHO OKa3bIBalIo ciiaboe BiusHue Ha AUC ¢purrommMosa

1 punHrommmMona pocdara, ¢ yMeHbIICHHEM JAHHOTO TT0Ka3aTe s IPUOIH3HTebHO Ha 40%.

29



[IpumepHo B Toit xe crenenn AUC ¢puHronmmMosa 1 ero MeTaboauTa MOTyT CHEXKATh | IpyTHe
uHIyKTOphl H30depmenta CYP3A4, manpumep pudamnuims, ¢enobapbutan, (GeHHTOHH,
aaBupens u 38epoOoi. [TocKoIbKY PH 3TOM MOXKET CHIKAThCS 3B (hEKTHBHOCTS (PHHIOMMMO/1,
OZHOBPEMEHHO TIPUMEHSATH O3TH IIpenaparbl CleIyeT C OCTOPOXKHOCTBIO. OIHOBPEMEHHO
IPUMEHSATh 3B€POO0Ii, 0THAKO, HE PEKOMEH/TYETCS.

PapmakokuHeTHIeCKHE P (PeKTHI PHHrOIMMOIA HA APYTHE NPENAPATHI

BsaumozeiictBre QuHronmMona ¢ BemiecTBaMHM, KIMPEHC KOTOPHIX OOYCIIOBJIEH TIJIABHBIM
obpasom u3odepmentamu nmroxpoma P450, wim ¢ cy6CTpaTaMHM OCHOBHBIX TPaHCIOPTHBIX
O€NKOB NPE/ICTABIAETCS MAIOBEPOSTHBIM.

®apMaKoKHHETHKa (MHTOTMMO/IAa M IIUKJIOCIIOPHHA B ClTyyae OJHOBPEMEHHOTO PHMEHEHHS He
MeHsnachk. Takum 00pasoM, He OXMIaeTcs H3MEHEHHs (AapMaKOKMHETHKH MpEerapaTos,
sABysoImXcs cyocrparamu u3opepmenta CYP3A4, nox BiMsHEEM (PUHTOIMMOJA.
OnHoBpeMeHHOE — NpUMeHeHHe  (UHIOIMMOJA M MEpOPaIbHBIX  KOHTPALEHTHBOB
(3THHHIIICTPA/IMOTIA | JIEBOHOPIECTPEIa) He IPUBOUT K H3MEHEHHIO SKCTIO3HIIMH MEPOPATBHBIX
KOHTpAIeNnTHBOB. HecMOTpst Ha OTCYTCTBHE HMCCIIEIOBaHHI B3aMMOIEHCTBHS C TEpOpPaTbHBIMH
KOHTpALECNTHBAMH, COAEPIKAILIUMH JIPYTHe IPOreCTareHsbl, He 0XKHIAeTCs BIUSHHUS (PHHTOIMMO/IA

Ha UX 3KCITIO3HUIHIO.

BJIUSAAHUE HA CITOCOBHOCTD YIIPABJISAAITH TPACIIOPTHBIMHU CPEJICTBAMU
N MEXAHU3MAMM

[Taunentam, y xotopeix Ha (oHe npuMeHeHus npenapata CKIHMOA® BO3HHKAIOT TaKHe
HEXKETIATE/IbHBIC  SBJIICHUS. KaK TOJIOBOKPY)KEHHE M COHJIMBOCTb, HE CJEAYET YIPABIATh
TPAHCIIOPTHBIMH CPEJICTBAMH MJIM MEXaHU3MaMH JI0 MOJHOIO MCYE3HOBEHHS JAHHBIX MTOOOYHBIX
s dexroB. Heo6X0MM KOHTPOITH COCTOSIHHS IALMEHTA B TIEPBbIE 6 YACOB MOCIIE IEPBOTO IpHEMa

npenapara nepe HayajaoM yIpaBIeHUS TPAHCTIOPTHBIMH CPEICTBAMH.

®OPMA BBIITYCKA

Karncynsl, 0,5 mr

Ilpu npouseoocmee, ghacoeke u ynaxoske na «Xemepo Jlabe Tumumeoy

[To 10 xancyn B 6mucrep Amomunuii-IIBX/TIBJIX.

ITo 10 6amcTepoB BMeCTe ¢ MHCTPYKIHEH [0 IPUMEHEHHIO B TIAYKy KapTOHHYIO.

IIpu npoussoocmee, ghacoseke u ynaxkoexe na 000 «MAKH3-PDAPMA»

ITo 10 kancyn B KOHTYpHYIO sUeiiKoBYIO ynakoBky (6:mcrep) u3 mnenku [IBX/TIBJIX u dboabru

AJIFOMHUHHEBOMH.
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ITo 1 ninu 3 KOHTYpHBIX SUEHKOBBIX yIIaKOBOK (GJIHCTEpa) BMECTE C HHCTPYKIHEH 110 IPUMEHEHHUIO

B I1aUKy KapTOHHYIO.

YCJIOBUS XPAHEHMUS
XpaHuTh 1pu TEMHeparype He Boiie 25 °C.

XpaHUTh B HEJOCTYITHOM JUIS JIETEN MeCTe.

CPOK T'O/JHOCTH
2 roja.

He ucnonb3oBath nocie ucreyeHus CpOKa roaHOCTH.

YCJI0OBHUSA OTITYCKA

OTmyckaroT 1Mo peuenry.

ITPOU3BOJAUTEJIb

Xemepo Jlaoc Tumumeo, Huoun

Aopec mecma npouzsoocmea: FORUT-V, yu. Ne 439, 440, 441 u 458, TCUUK ®opmymaitmn CI3,
[onenanm Bunnamk, JHxaadepia Maujan, paiton MaxaGy6narap, Tenanrana, 509301, Uuaus.
W/Wm

000 «MAKH3-PAPMA», Poccus

Aopec mecma npouseoocmsa: 109029, r. MockBa, ABTOMOOWIIBHBII 1poes, 1. 6, cTp. 4, cTp. 6,

cTp. 8.

BJIAJIEJIEL/AEPXKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHMUSI
Xerepo Jlabc Jlumuren, Uuaus

Aopec: «Xerepo Kopnopeiit», 7-2-A2, Munactpuan Dereiire, Canar Harap, Xaiinapa6as —
500018, Tenanrana, Uuaus.

OPI'AHM3ALIMS, MIPUHUMAIOILIAS IIPETEH3UU IOTPEBUTEJIEN
MockoBckoe npesicTaBuTENBCTBO KoMnanuu «Xetepo Jlabe Jumureny (Muams):
Aopec. 109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3, 1. 6, cTp. 5.

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

e-mail: DrugSafety-Russia@heterodrugs.com

I'naBa npencrasurenbeTBa Kommnanuu \Qﬂé\ JxpyBan Kactypu Moxan Acypu
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