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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
JIndecnan, 0,5 Mr, Karcymisl.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JeticTByroliee BemecTBO: (PMHTOIMMO]I.

Kaxnas xancyna cogepxut 0,5 Mr ¢puHroanmoaa (B BUae TUAPOXIOPUIA).

BcnomoratenpHbie BelecTBa, HAJIMYHE KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuil (cM. pazznen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTEIbHBIX BEIIECTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TBEpubie kematnuHOBBIC Karcyinbl Ne 3 ¢ OelbIM HEMpPO3payHbIM KOPITYCOM U SPKO-KENTOU
HEMPO3PAYHOU KPBIIICUKOM.

Copepx’umMoe KarcyJ1 — Oeblid WK MOYTH OEIbIid TOPOIIIOK.

4. KINMHUYECKUE JAHHBIE
4.1. lloxka3zanusi K NPUMEHEHUIO0
[Tpenapat JIudecnan nokasan Kk MPUMEHEHHIO y B3pOCIBIX U JeTei crapie 10 mer.
e Pemurtupyromuii paccesuubii ckiiepo3 (PPC) — myist yMeHbIIeHUsI 4aCTOThI KITMHUYECKUX
o0ocTpeHuit 60JI€3HN U CHUKEHHS PUCKA TPOrPECCUPOBAHUS HETPYAOCIIOCOOHOCTH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHU I
Jleyenune creayer HauyMHATH W TPOBOJUTH TOJIBKO IOJ KOHTPOJIEM Bpaya, MMEIOMIETO OIBIT
neuyenus PC.
Pexxum no3upoBanus
Pexomenayemas no3a npemnapata coctasisiet 0,5 mr (1 kancyna) 1 pa3 B cyTku.
HeobxomuMo HaOIIOAATh MalMEHTa IMOCIIe MPUMEHEHHSI IIEPBOM JTO3BI MperapaTa OJUHAKOBO KaK
npyu Hauyane JiedeHusl mpemnapatoM JludecnaH, Tak W mocie mpuemMa MEepBOM T03bI, B Cllydae
MIPEPHIBAHMS TEPAITUHN:

— Ha |l neHb u Oosee B TeUEHHE MEPBBIX 2-X HEJENb TEPAINH;

— ©Oonee yeM Ha 7 gHel Ha 3-if uinu 4-i HeJele ICUCHUS,

— 0Ooee yeMm Ha 2 HEJIENH MOCIIE TOTO, KaK JIEYeHHE MPOI0IHKAIOCh 0oJiee MecsIla.
Ecnu neuenue mpepriBaeTcs Ha 0oJjiee KOPOTKUN MPOMEKYTOK BPEMEHHU, YeM YKa3aHO BBIIIE,
JI€YEHHE CIIEYET MPOAOKATh CO CAEAYIONIEH 3arIaHUPOBAHHOM JT03bI.
Ipexpawenue nevenus unconumooom (cm. pasoen 4.4)
[Tocne oTMeHBI JieueHUs] PUHTOIMMOIOM HEOOXOAUM 6-HENENbHBIN UHTEpBall 0e3 JeueHus A
BBIBEJICHUS (PUHTOJIUMO/A U3 KPOBOTOKA JIJIsl TOTO, YTOOBI (DUHTOJIMMO/T BBIBEJICSI U3 KPOBOTOKA;
TaKOW CPOK OIpeJeNsieTcsl NEPUOIOM TMOIyBbIBEACHHS npenapara. [Ipu npekpaiienun npuema
npenapara He0OXOAMMO YUUTHIBATh, YTO HOPMAIH3alUs KOJMYECTBA TUM(OIIUTOB MPOUCXOIUT
yepe3 1-2 mecsiiia mocje mocleqHero NpuMeHeHus npenapara Jludecnan, XoTs B psijie ciydaes
JUISl TIOJTHOTO BOCCTAHOBJIEHUS TpeOyeTcss 3HAYuTEeNbHO OoJibllie BpeMeHH. B 3ToT mepuon
HEOOXOJUMO COXPaHSATh HACTOPOKEHHOCTh B OTHOIIEHUM pa3BUTHs HHPekiui. [lamueHTon
clenyeT MPOUHCTPYKTUPOBATh O HEOOXOIUMOCTH HE3aMEJTUTEIHFHO cOo0MIaTh Bpady 000 BCeX
CUMITOMAax HH(EKIMU B TEUEHUE 2 MeCsSIEeB Mocie OoTMeHbl (uHromumona. [lockonbky mpu
MPUMEHEHUH WMMYHOJICTIPECCAHTOB B TeUeHHWE |—2 MecsIeB Mocie NPEeKpalleHus] MprueMa
npernapata Jludecrnan BO3MOXKHO OTOJHUTENHHOE YTHETaloIIee NeHCTBHE HAa WUMMYHHYIO
CHUCTEMY, HEOOXOIWMO COOJ0/IaTh OCTOPOKHOCTH TMPU MPUMEHEHWH HMMYHOJICTIPECCAHTOB
BCKOpE MOCJIE MPEKPALICHUs JICUSHHS PETapaToM.
OCTOPOXKHOCTH TIPH MPEKPAIIEHUN Tepanuu (PUHTOIMMOJIOM TaKXKe CIeAyeT COOJII0IaTh B CBSA3H
¢ puckoMm perauBa. Ecnu otmena npenapara Jludecnan Heo6xoauma, B IEPUOJ TOCTIE OTMEHBI
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_NNEPTHOMY OTYETY

Oco0ble rpynnbl NalueHTOB
Ilayuenmul nodcunoco eospacma
VY mauueHTOB B Bo3pacte 65 yer um crapuie mnpenapar Jludecman crieayeT NPUMEHATH C
OCTOPOKHOCTBIO BBy HEJIOCTaTKa JAHHBIX MO 6€30MacHOCTH U 3((HEKTUBHOCTH.
Tayuenmoi ¢ HapyweHuem hyHKyuu novex
B xmroueBbix uccienoBanusix npu PC npuMeHnenne GUHronMMoaa y NaiMeHToB ¢ HapyIeHUSIMU
¢yHKIMM TIOYeK He u3ydanu. Ha OCHOBaHMM JaHHBIX MCCIEIOBAaHUNA 10 KIMHUYECKON
dbapmakoIoruu, KOPPEeKTUPOBATH 103y Mpenapara y HalleHTOB C HApYIIEHUSIMU (QYHKIUH TOYEK
He TpeOyercs.
Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu
[Tpumenenue mpenapara Jludecnan y manueHTOB ¢ HapylIeHHEM (YHKLIUU TEYCHH TSKEIOU
crenenu (kiacc C o knaccudukanuu Yainna-I1s0) mpoTuBomnoka3aHo.
Koppekmuu 10361 mpemnapaTa y MaeHToB ¢ HapylIeHneM (pyHKIIUH ME€YeHU JIETKOH U cpeiHei
CTENEHH TSDKECTH He TpeOyeTcs, OJHAKO CleoyeT coOJto/laTh OCTOPOXKHOCTh B Hadaje
IPUMEHEHHUS IIpernapaTa y HalMeHTOB JAHHOU TPYIIIIbI.
Tlayuenmwi ¢ caxaprvim ouabemom
HccnenoBanmii 1O NpUMEHEHHIO (DUHTONIMMOJA y TAIMEHTOB C CaXapHbIM JHa0eTOM He
npoBoAnIoch. HeoOXxoaumo coOmoaTh OCTOPOXKHOCTh MpU MPUMEHEHHH Tpernapara y
NAIUMEHTOB JaHHOM KaTEerOpuM M3-3a PUCKA Pa3BUTHS MaKyJSPHOIO OTEKa. Y TaKMX NAl[MEHTOB
CIIeIyeT PETyJSIPHO MPOBOJIUTH O(PTAIBEMOJIOTUYECKUE OOCIEeTOBaHUS Ha MPEAMET BbISBICHUS
MaKyJISIPHOTO OTEKa.

eTH
Jlemu 6 6o3pacme om 0 0o 10 nem
[Ipenapar npoTuBONOKa3aH K MPUMEHEHUIO y nered B Bo3pacte oT 0 mo 10 yer, mockonbKy
3¢ (HEeKTHBHOCTL U O€30MaCHOCTh IPUMEHEHHUs (puHTOoMMO 1A y AeTeld B Bo3pacte ot 0 go 10 et
HE YCTAHOBJICHBI.
Hemu u noopocmru cmapwe 10 n1em ¢ maccoit mena 6onee 40 ke
Pexomenayemas no3a cocrasinser 0,5 mr (1 karicyna) 1 pa3 B CyTKH.
Crnoco0 npuMeHeHus
BHyTpb, BHE 3aBUCHMOCTH OT BPEMEHU IIPHEMA MTULIH.

4.3. IlpoTuBONOKA3aHUSA

e [ 'umepuyyBCTBUTENBHOCTh K (PMHTOIMMOMAY HIIH JIFOOOMY U3 BCIIOMOTATENIbHBIX BELIECTB,
MIEpPEYUCIICHHBIX B pazzene 6.1.;

e BrIsiBIeHHBIN UMMYHOIE(DUITUTHBIA CHUHIPOM;

e [loBbllIeHHBIH PUCK  OMNMOPTYHUCTHYECKUX  HH(pEKUud, B TOM 4YHUCIE Y
MMMYHOKOMITDOMETHPOBAaHHBIX ~ TAIMEHTOB (B TOM  YHWCIE  TOJyYalOMIMX
MMMYHOCYIPECCUBHYIO TEPAIMIO B HACTOSIIEE BPEMS WIIM UMMYHOKOITPOMETHUPOBAHHBIX
3a CUeT MPEANIECTBYIONICH Tepanun);

e Tsxenas nHpexknus B aKTUBHOM (a3e, akTUBHAs XpOHHMUYECKas WMHGQEKIHs (remaTur,
TyOepKye3);

e BruiBiieHHbIE 3710Ka4eCTBEHHBIE HOBOOOpA30BaHUs B akTUBHOM (a3se;

e Hapymenue QyHKuumn nedeHu Tsoxenon crenenu (knacc C mo kiaccuduxanuu Yaun-
[Ib10);

e HMHudapkt Muokapaa, HecTaOuIbHas CTEHOKAPAMS, HHCYJIBT/TpaH3UTOPHAS HILIEMUYecKast
araka (THUA), nekoMmneHcHpoBaHHas cepAeyHas HEIOCTaTOYHOCTh (Tpedyromas
rocrnuTanuszanum), cepaednas HegocratouyHocth -1V kmacca mo NYHA (New York
Heart Association) 3a mociaeaHue 6 MecsIICB;

e Tspkenas ceplieuHasl apUTMUs, TpeOyrollas aHTHAPUTMUYECKYIO TE€paInio ImpenapaTaMmu
Ta wm 11T kmacca;
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e ATpuoBeHTpUKYJspHas Onokana (AB-6jiokama) 'IQEEGI\]E&%E’HTZEQEH&;}ATAEB"—ﬁ'JIIt;I'caﬂa

3 cTeneHu, CHHAPOM CI1a00CTH CHHYCOBOTO y371a — PU OTCYTCTBUU KapAUOCTHMYJISTOPA;
Ncxonnsiii uaTepsan QTc >500 mc;

bepemeHHOCTS;

[lepuoa rpyiHOTO BCKapMJIMBAHUS;

Herckuii Bo3pact 10 10 net (3pPpexTuBHOCTH 1 6€301MacCHOCTh MPUMEHEHUS (PUHTOITUMO/1a
y aereit B Bo3pacte oT 0 10 10 jieT He yCTaHOBJICHBI).

4.4. OcoOble yka3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH
bpaanaputmus
B nauane npumeHeHus (GUHTOIMMO/Ia OTMEYAETCS MPEXOAIIee CHIDKEHUE YacTOThl CepAeUHbIX
cokpamennii (HCC), KoTopoe MOXKET CONPOBOXKAATHCA 3aAECPKKON aTPUOBEHTPUKYIISIPHOIO
MIPOBEICHUS, BKIIIOUasl OTJEIbHBIC CIydau Mpexoasiel noiHoit AB-0okanpl, paspemaronieics
CIIOHTaHHO.
YCC nauMHaeT CHMXKAThCS B TeUeHHe | 4 mocie mepBoro mnpuema rnpemnapara, a MakCuMajibHOe
CHI)KEHHME OTMEYaeTcsl MpPUMEpPHO uepe3 6 4. DTOT MOcieno30Bbld 3PQPEeKT COoXpaHseTcs Ha
MPOTSKEHUH TOCIEAYIOMNX THEH, XOTs, KaKk MpaBWIo, B 0oJee JIETKOM CTENeHU; B TeUCHUe
NOCIEAYIOIUX HEJENb OH 00bIYHO cXoAUT Ha HeT. Ilpu nponommkenun snedenus cpeauss YCC
BO3BpAIlaeTCs K UCXOAHOMY YPOBHIO B TeueHue 1 mecsana. OqHako, y oTaensHbix naueHToB YCC
K KOHIly IIEpBOIO Mecsllda MOJKET HE€ BEpPHYTbCS K MCXOAHOMY YypoBHI. Hapymenus
MIPOBOAMMOCTH, KaK MPABUIIO, OBLIN MPEXOASAIIMMU U HE MPOSIBISUTUCH KIMHUYeCKU. OOBIYHO OHU
He TpeOOBaJIH JICUCHHS U Pa3pelIaich B TEUCHHE TIEPBBIX 24 4 Ha (JOHE IPUMEHEHUS TIpernapara.
[Tpu neobxonumoctu UCC, cHukKEHHAsI B pe3ysibTaTe MPUMEHEHHs (PUHTOIMMO/a, MOXKET OBITh
MOBBILIEHA 3a CYET MAPEHTEPATHHOIO IPUMEHEHMSI aTPOIIMHA WK N30IPEHAIMHA.
Bcem namnuenTtam cneayet npoBecTH snekTpokapauorpaduio (OKI') u uamepurts aprepuaibHoOe
nasnenue (AJl) mo Hauana mpuema mpemnapara U uyepe3 6 4 mocliie npuemMa rnepBou 103bl. Beex
MAIMEHTOB HEOOX0IMMO HAOMI0AaTh B TeYeHHe 6 4 Ha MpeAMeT MPHU3HAKOB U CHMIITOMOB
opanukapauu, usMmepsst UCC u AJl xaxnaeiii yac. B TedeHwe 3TOro 6-4acoBoro rmnepuojaa
PEKOMEH IyeTCsI IPOBOJUTH HETIPEPHIBHBIN (B pearbHOoM BpeMeHH ) DKI'-MOHUTOPHHT.
[Tpu pa3zBuTHH CUMOTOMOB OpaAMapUTMHUHU Ha (POHE Tepamuu IpernaparoM HEOOXOAMMO HadaTh
COOTBETCTBYIOIME MEPONPUATHS, 00eCIeuynTh HaOII0IeHUE MAIlMEeHTa BIJIOTh 10 KyIHPOBAaHUSA
JaHHOro cocTostHus. IIpn HEoOXOAMMOCTH JIEKapCTBEHHOM Tepanuu B MEPHOJ MOHUTOPHHIA
nocje npuema nepBod 1036l HEOOXOAMMO HPOIINTh HAONIIOJEHHE 10 MEHbIIEH Mepe 10 yTpa
CJIETYIOIIETO JIHS, U [TOCIIe TpHeMa BTOpOoi 103kl penapara JIudecnan noBTOpuTh 00CIe10BaHHE,
aHaAJIOTUYHOE HAOJI0ACHUIO TI0CIIe EPBOil 103bI.
Ecnu uepes 6 1 nocne npuema repsoit 10361 YCC HaxoUuTCsl HA MUHUMAJIBHOM ypOBHE (yKa3bIBast
Ha TO, 4TO (hapmakoguHaMuueckuil 3¢pdekT Ha cepiie, BO3MOXKHO, €Ille He MPOsSBUICS B
MaKCUMaJIbHOM CTETNEHH ), HAOII0ICHHE CIIETyeT POJTUTH elle Mo KpaiHel Mepe Ha 2 4 WU JI0
tex nop, noka YCC BHOBb He noseicutca. Kpome toro, ecan UCC uyepe3 6 4 mocie npuema
npernapara coctaBisieT <45 yJI/MUH y B3pOCIHbIX, WK <55 yn/MuH y aered ctapuie 12 jier, wiu
<60 ya/muH y neteit ot 10 go 12 net wnu npu BHepBble Bo3HUKIIEH AB-0nokane 2 creneHu win
Bhime 1o gaHHeiM DKI' uepes 6 4 mociie mpuema npenapara, win eciu uatepsan QTc mo KT
cocrasisgeT >500 Mc, ciaenyeT NpoOBOJUTH JONOJHUTENbHOE HabIoeHne (1o KpaitHel mepe 10
CJICYIONIETO yTpa WM JI0 TEX IMOp, MOKa HapyIleHus He pa3pemarcs). AB-0nokana 3 crenenu,
Korja Obl OHa HU BO3HUKJIA, TaK)Ke TpeOyeT NMPOBEACHHS IPOUIEHHOIO MOHUTOPUHTA (110 KpaiiHeil
Mepe JI0 CIETYIOIIETO yTpa).
VY nanueHToB, MOJYYaBIIUX JIeYeHHE (PUHTOIMMOIOM, 3apETUCTPUPOBAHBI OUEHb peAKHe CIaydan
unBepcun 3yona T Ha DKI'. B ciyuae BoisiBiaeHus nasepcuu 3youa T HeoOX0IMMO HCKIIIOUYUTh
HaJu4Me APYruX MPU3HAKOB MIIEeMUM MuUOKapaa. Ilpu momo3peHur Ha HIIEMHIO MHOKapja
peKoMeHayeTcst 00paTUTHCS 3a KOHCYJIbTAMEH K KapInOJIoTy .
B cBs3M ¢ pHCKOM pPa3BUTHS CEpbE3HbIX HapylIeHWH puTMa cepaua npenapar Jludecnan He
clenyeT TPHUMEHSATh Yy TAlUeHTOB C CHHOATPUAIBHON OJOKamol, CHMIITOMAaTHYECKON
3
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Opamukapaueil WIM TOBTOPHBIMU SNU301aMH cnuxo Al BE bR GC gﬁanl/fﬁc!?:é, c

cymecTBeHHBbIM ynnuHeHneM unrepBaia QT (sxerckuit mom: QTc >470 mc (crapme 18 net), QTc
>460 mc (10—-18 neT); myxckoii moi: QTc >450 mc (crapmie 10 ser)). [TockonabKy MepeHOCUMOCTD
BBIpOKEHHOW OpajuKapIuu MOXKET OBbITh CHIDKEHAa y IAalMeHTOB C OCTAaHOBKOW cepjala B
aHaMHe3e, HEKOHTPOJIUPYEMOil apTepHalibHOM TMIIepTeH3UEH WM TSHKEIBIM CUHPOMOM artHod BO
cHe, mpenapar Jludecnan He cieayeT MPUMEHSATh y TAKUX NAIMEHTOB. Y TaKUX IMalMEHTOB
MPUMEHEHHE Mpenapara BO3MOXKHO TOJIBKO B CIIydae, €Ci MpejoiaraeMasl ojib3a MpeBbIIlaeT
NOTEHUUaNbHBIA pUCK. IIpn HEoOXoIMMOCTH NPUMEHEHMs Npernapara y NalUeHTOB JaHHON
KaTeropuu CleayeT MPOBECTH KOHCYIbTAIMIO KapAUOoJIora nepe HauajaoM Tepanuu AJis Beioopa
ONTUMAJILHOTO MOHUTOPUHIA CEPJICYHOMN AESITENbHOCTH, 10 KpalHEel Mepe 10 yTpa CIEAYIOLIEro
TTHSL.
[lpumenenne (QuHrONMMONAa y TAIMEHTOB C ApUTMHAMH, TPEOYIOIIUMH  JICYCHUS
AHTHApUTMUYECKUMHU Cpe/icTBaMU Kiacca la (Hanpumep, XMHUIMH, Tu30nupaMu) win kiacca I11
(HampuMep, aMHUOJapoH, coTanoin), He m3y4danu. Ha QoHe mpuMEeHEeHHs aHTHAPUTMUYECKHX
cpencts kiacca la mnm knacca Il y manueHToB ¢ Opaaukapanei OTMEYaIuCh CIydau MAPY3THON
taxukapauu. Ilockonbky B Hawane nmpuMeHeHus (puuroiaummona ormevaercs cHmkenue YCC,
npenapat Jludecnan BMecTe ¢ TaHHBIMU JIEKAPCTBEHHBIMU CPEACTBAMH IPUMEHSTH HE CIEAYET.
OnpIT IpUMEHEHHS (PUHTOJIMMO/IAa Y NALIUEHTOB, MOJYYaIOLUX COMYTCTBYIOUIYIO Tepanuto Oera-
aapeHo0J0KaTOpaMH, aHTarOHUCTAMU KaJlbIIUEBBIX KaHaoB, cHibKaomumMu YCC (TakuMu Kak
BepalmaMuJl WM JWITHA3€M), WIM JAPYyTUMHU IpenaparaMu, crnocoOHeiMu cHkate YCC
(Hanpumep, uBaOpaJANH, AUTOKCUH, MHTHOUTOPHI XOJHMHACTEPa3bl WIK MUJIOKAPIHH), OTPAHUYEH.
[Tockonbky B Hawane mnpumeneHusi ¢uaromumoga YCC Takke CHIKAETCS, NPUMEHEHHE
Ha3BaHHBIX TMPENapaToB B Hayaje JeueHUs (UHTOIUMOAOM MOXET MPHUBECTH K TSKEIOn
Opamukapiauu 1 AB-Omokane. B cBs3M ¢ MOTEHIIMAIBHBIM JTOTIOTHUTENBHBIM BiussHUEM Ha YCC
npenapat Jludecnan He ciaenyeT HaUMHATH MPUMEHSTH Y MallMEHTOB, KOTOPHIE OJTHOBPEMEHHO
NPUHUMAIOT JaHHbIe penapaTsl. [Ipumenenue npenapar Jlngecnan y Takux ManyueHToOB CIEayeT
paccMaTpuBaTh JIMIIb B CIy4yae, €clid MpeJroiaraeMas 1mojb3a MepeBelnBaeT MOTEHIIUAIbHbIC
pucku. Eciu paccmarpuBaeTcst BOIpOC 0 IPUMEHEHUU Mpernapara, To 10 Hayaljla €ro IpUMEHEHUsI
ClelyeT OOpaTUTHCSA 3a KOHCYJbTAIMEeW K KapAHOJIOTy OTHOCHUTENLHO IMEpeBoja MalueHTa Ha
JieKapcTBeHHbIe npenapathl, He cHmkatonme UCC. Ecnu otmena npenapara, cHukatomero YCC,
HEBO3MOJXKHA, CJIeyeT 0OpaTUTHCS 3a KOHCYJIbTAIMEeN K KapAHOJIOTy OTHOCUTENIBHO ONpeIeeHUs
HaJJIeXxallero HabJoJeHus Tocye MepBOil 103bl; PEKOMEHIYETCs MPOJITIEHHOE HAOII0eHUE 110
KpaifHell Mepe 10 cienyromero yrpa. I[Ipu Bo3oOHOBiIeHUHM Tepanuu mnpenaparoMm Jludecnan
BaussHue Ha YUCC u aTpHOBEHTPHUKYJISPHYIO IPOBOJAMMOCTh MOXKET INPOSIBUTHCS BHOBb B
3aBUCUMOCTH OT JUJIMTEJIHOCTH NMPEALIECTBYIOIIEH Tepaluy U BPEMEHHU NPEPHIBAHUS TEPAIINU.
Habmonenue, kak u nocse npuema rnepBoil 103bl, HEOOX0UMO B CIy4ae NMpepbIBaHUs TEPaInu:

— Ha |l neHpb u Oosee B TeUEHHE MEPBBIX 2-X HEJENb TEPAINH;

— Oounee yeM Ha 7 gHEH Ha 3-11 WM 4-H Heelle JICUCHUS;

— 0OoJee yem Ha 2 HEJIeNH MOCJIe TOro, KaK JIEYeHHE MPOJI0Kaoch 0oJiee Mecsiia.
Ecnu neuenue mpepeiBaeTcs Ha OoJjiee KOPOTKHM NMPOMEXKYTOK BPEMEHH, YEM YKa3aHO BBIIIIE,
JIEYEHUE CIIEAYEeT IPOAOJDKAT CO CIEAYIOUIEH 3alUIaHUPOBAHHOM J103bI.
HNurepsan QT
[Tpu nmpuMeHeHnH GUHrOAMMOAA B 103aX 1,25 Mr uiau 2,5 Mr nocsie JOCTUKEHUs PaBHOBECHOTO
COCTOSIHUSI, HO, KOT/J[a €llle HaOII0Aa0oCch OTPUIATEIbHOE XPOHOTPOITHOE JIEHCTBUE, OTMEYAIOCh
yanuHenue uHtepBana QTcl (ckoppektupoBanHblli uMHTepBas QT mo wacrore mynbca Ha
OCHOBaHUH JIaHHBIX KOHKPETHOTO MalMeHTa) MO CPAaBHEHHIO C M3HAYaJIbHBIM IOKa3aTelleM J10
BepxHeil rpanunsl 90 % AU <13,0 mc. He BbIsSIBIEHO 3aBUCMMOCTH BO3HUKHOBEHUS yIJTUHEHUS
nHTepBana QTcl ot 1o3bI npenapaTa U IIUTENBHOCTH Tepanuy. [I0BBIIIEHHON YacTOTHI CIIy4aceB
OTKJIOHEeHUS JuMHBl HuHTepBasa QTcl oT HOpMBI (OLEHMBAEMBIX 110 aOCONIOTHBIM WU
MPOLEHTHBIM HM3MEHEHHUSIM OTHOCUTENIbHO MCXOJHBIX 3HAuUeHHWH) Ha (QOHE NpUMEHEHUs
dbuHTOIMMO/1a HE 0OHAPYKEHO.
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Knuanyeckoe 3Ha4YeHWE TIOIYYEHHBIX TaHHBIX Henégégl:ﬁ-(l)E% Eiﬁ@@%ﬂ%gf 'm'n'vr' ! PC

KJIMHUYECKH 3HAUYUMBIX 3(exToB Ha anuHy nHTepBasia QTc He oTMeUanoch, OHAKO MAlUEHTHI
¢ puckoM yuinHeHus uatepsaia QT B KiIMHUYECKUE UCCIIEAOBAHUS HE BKIIOYAIUCH.

VY manueHToB co 3HAYMMbIMH (PaKTOPaMH PUCKA, HAITPUMED, C THUITOKAIMEMHUEH WIN BPOXKICHHBIM
yanuHennem wuHtepBaia QT, cremyer wus0erarh NpUMEHEHHs JIEKApCTBEHHBIX IPEMapaToB,
crocoOHbIX yanHATh uHTepBai QTc.

NMMyHOCYNIpECCUBHOE NEUCTBUE

@UHroIMMO/I OKa3blBa€T MMMYHOCYIIPECCUBHOE JAEWCTBHE, B PE3yJIbTaTe YEro y IalUEHTOB
BO3pAcTaeT pUCK MH(EKIMH (B TOM 4HKCie ONMOPTYHHUCTUYECKHX HHQEKUUN, KOTOPHIE MOTYT
NPUBOIUTH K CMEPTH) M PUCK Pa3BUTHS TUM(OM M IPYTUX 3JI0KaYECTBEHHBIX HOBOOOpa30BaHUil, B
0COOCHHOCTH KOHBIX. Clenyer TIIaTeabHO HaOMI0JaTh MAlMeHTa, OCOOEHHO MpPHU HAIMYUU
COITyTCTBYIOIIMX  3a0oneBaHMi WM  (AKTOPOB  PHUCKA, HANpPHUMEp, MPEIIIECTBYIOLICH
UMMYHOCYTpecCUBHOM Tepamuu. [lpu mnomo3peHun Ha NOAOOHBIM pPUCK Bpady cleayeT B
WH/IMBUIYAIbHOM MOPSAKE PACCMOTPETh BOIPOC 00 OTMEHE TEPaHH.

Undekunu

KimroueBbiM (papmakoamHamuueckuM 3(dexTom mpenapata sBISETCS 10303aBUCHMOE CHIDKEHHE
KOJIM4YecTBa JUMQPoUUTOB B nepudepuueckoit kposu a0 20-30 % OT UX UCXOAHOTO KOJIMYECTBA,
00yCIIOBICHHOE 00paTUMBIM TiepepacipeaesieHueM TUM(OIINTOB B TUMQPOUIHBIX TKAHSIX.

[lepen HayaoM Tepanuu MpernapaToM ciaeayeT HOMyUnuTh Pe3ybTaT OOIMEKITNHUYECKOT0 aHaT3a
KpPOBH C JIEHKOIUTApHON (OPMYJIOH, BBHIIOJHEHHOIO HA MPOTSKEHUH IMOCIETHUX 6 MECsIEB,
IOPEIIIeCTBYIOIIUX Hayaly Tepaluu, WIM T1O0cjie OTMEHbl MPeIIIeCTBYIOIEH Tepanuu.
OOIeKIMHNYECKUI aHalIu3 KPOBU TaK)K€ PEKOMEHYeTCs MEePUOJUYECKU ITPOBOAUTH BO BpeMs
Tepanuu, 4epe3 3 Mecsiia ¥ 3aTeM 1o KpaiiHel Mepe 1 pa3 B roj, a Takke Npu HATUWYUH PU3HAKOB
uadekuun. IIpy IOATBEpkKAEHHOM aOCOMIOTHOM KomudecTse IumdomuToB <0,2 x 10%/,
mpemnapar cieayeT OTMEHUTH /10 TeX MOop, MOKa JaHHbBIN MOKa3aTellb He BOCCTAHOBUTCS, TaK KaK B
KJIMHUYECKUX MCCIIEJ0BAaHUAX y MAIUMEHTOB C a0COIIOTHBIM KOJIMYECTBOM JmMpouuToB <0,2 X
10°/11 Tepanuio (PUHrOIMMOIOM TIPEKPAILAIH.

VY DanMeHToB € TSHKEIBIM aKTUBHBIM HMH(EKIIMOHHBIM 3a00JI€BaHUEM HEOOXOJMMO OTIIOXKHTH
HAYaJo JICUEHHUs IPernapaToM A0 pa3peuieHus JTaHHOTO COCTOSHHUS.

Jlo Havana npuMmeHeHus npenapata Jludecnan y manueHTOB Cl€AyeT OLIEHUTh UMMYHHUTET K
BeTpsiHOM ocrie. IlanveHToB, HE MMEIONMX B aHAMHE3€ JOKYMEHTAJIbHO MOATBEPKIECHHBIX
JAHHBIX O TEPEHECEHHOW BETPSHOW OCMe WM TMOJHOI0 Kypca BaKIMHALIMKM MPOTUB BHpyca
Varicella zoster (VZV), 1o Hayana Tepanuu cieayeT oOCIeoBaTh AJsS BBISIBICHHUS aHTUTEN K
VZV. B ciyyae oTcyTCTBHs aHTUTEN K VZV crienyeT NpoBECTH MOJHBIA KypC BaKIIMHALMKU 10
Hayaja Tepanuu npenapatoM. IIpm 3ToM Hauyano Jjed4eHHs NpenaparoM CIEeLyeT OTJIOXKHUTb
MUHUMYM Ha | Mecsll AJi pa3BUTHUS IOJTHOTO KIMMYHHOT'O OTBETA Ha BaKIIMHALIUIO.

B pesynbraTe Bo3aelicTBus npenapara JIudecnan Ha MIMMYHHYIO CHCTEMY MOXKET YBEJINYMBATHCS
PHUCK pa3BUTHs MH(PEKINH, B TOM YKCIE ONMOPTYHUCTHUECKUX. Bo BpeMs JiedeHust npenapaTtom
Jludecnan y manMeHTOB ¢ CUMOTOMaMM HMH(EKIMOHHOIO Mpolecca HE0OXOAUMO MPOBOJIUTH
3¢ (eKTUBHbBIE TUArHOCTUYECKUE U TEPAIEBTUUECKUE MEPOIIPUSITHS.

[Tpu oueHKe COCTOSHMS MAaIlMeHTa ¢ MOJ03pEeHHEM Ha HMH(EKIHUI0, KOTOopas MOXKET OKa3aThCs
CEpbE3HOM, CIeNYET PACCMOTPETH BOIIPOC O €r0 HANPABICHUH K Bpayy, UMEIOIIEMY OIIbIT JIeUEHUs
uHdekuii. [Tanmentos, noaydaronux npenapat Jlndecnan, HeoOXOAMMO MPEIYNPEKAATH O TOM,
YTO B CJy4ae MOSBJICHUS CUMITOMOB MH(EKIUU BO BpeMs JI€UEHUs, OHU JOJDKHBI COOOLIATh O
HUX CBOEMY Bpauy.

[Tpu pa3zBuTHM cephe3HbIX MH(MEKIHNI HEOOXOAUMO PacCMOTPETh BOIIPOC O BPEMEHHON OTMEHE
npenapata Jludecnan. Bo3oOHOBIIATE jeueHue npenaparoM Jludecnan cienyer TOIbKO MOCHe
OLICHKH COOTHOIIEHHUS MOJIb3bl U PUCKA.

B nocrperucrpalinoOHHOM MEPUOIE OTMEYEHBI CIydau Pa3BUTHSA KPUITOKOKKOBOTO MEHUHIHTA
(rpuOkoBas MHQEKIHs), UHOT/Ia C JIETAIBHBIM UCXO/0M, Mociie 2—3 JIeT JIeYeHUsI IperapaTom,
OJIHAKO TOYHAas CBA3b C JUINTEIBHOCTBIO TEPAIMU HE yCTaHOBIEHA. [Ipu pasBUTMM CUMITOMOB,
MO3BOJIIOIIMX 3aloJO3pUTh Ppa3BUTHE JAHHOTO COCTOSHUS (Hampumep, TOJIOBHOH 0o,
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COTPOBOXKIAIOMICHCA TCUXUYECKUMH HapyIIGHUSIMH, 'Qﬁ%ﬁ@ﬁ%ﬁ'“&%@&ﬁ{'é&-&' égé';lr-zllhnﬂ,

TAJUTIOLMHAIIMM ~ W/WIM ~ WM3MEHEHHE JIMYHOCTH), CIEAyeT He3aMeUIUTEIFHO  IPOBECTH
COOTBETCTBYIOIIME AUArHocTUYecKre mepornpusatusd. [Ipu moaTBep:kIeHMH OuarHo3a Cieayer
BPEMEHHO OTMEHHUTh (PMHTOJIMMOJ M HauyaThb COOTBETCTBYMOIEEe JedeHue. Ecnm Ttepamuio
buHroIMMOI0M TpebyeTcss BO30OHOBUTD, CIEAYET IPOBECTH KOHCYJIBTALUMIO C BpauaMU Pa3HBIX
CHeNHATbHOCTEHN (B YACTHOCTH, CO CIICLUATIMCTOM MO MH(PEKIIMOHHBIM OOJIC3HSM).

B mocrperucrpalluOHHOM MEPUOAE OTMEUEHBbl CIy4aW pa3BUTUS IPOrPECCUPYIOLIEH
MyabTH(OKaNbHOM nelikodanedanonarun (IIMJI). [IMJI — onnopTryHucTHYECKOE HH(EKIIMOHHOE
3aboseBanue, BeizBaHHOE JC-Bupycom (John Cunningham virus, JCV), ¢ BO3MOXHBIM JIETaJIbHBIM
MCXOJIOM WIH TsDKeao nHBanuau3anueit. Ciyyau [IMJI Obutn oTMeueHbl mpuMepHO uepe3 2—3
rojia IpuMeHeHus (PUHroIMMO/Ia B KaueCTBE MOHOTEPAIIUU Y MAIMEHTOB, paHee HEe MOTyYaBIINX
HaTtanu3ymad. HecMOoTps Ha MOBBIIIEHHE MPEAINOIAaraéMoro prucka Ha ()OHE COBOKYITHOTO
KOJIMYECTBA IMPUHATOIO CO BPEMEHEM IIpenapara, B3auMOCBS3b C JJIMTEIbHOCTBIO TEpallUd B
TOYHOCTH HEU3BECTHA.

[Tomydensl Takke IOMOJHUTENbHBIE cooOmeHus o pa3sutuu [IMJI y mnanueHToB, paHee
MOJYYaBIINX TEPANNIO HaTAIN3yMaOOM, AJIsi KOTOPOTo yKe u3BecTHa CBs3b ¢ [IMJL

Passute [IMJI Bo3moxHO Tonbko mpu uHunupoBanuu JCV. [lpu npoBeneHun aHammza Ha
Hanmuuue JCV HeoOX0AMMO y4MThIBaTh, YTO BJIMSHUE JIMM(ONEHUH HA TOYHOCTH PE3YJIbTATOB
TeCTUpOoBaHUsl Ha Hanuuue aHtuTen K JCV y manumeHToB, MOMy4aBIIUX (UHTOIMMO, HE
u3ydanocb. CTOUT OTMETUTD TAKXKe, YTO OTPULATENbHBIN pe3ysbTaT aHanu3a Ha Hanuuue JCV He
UCKJII0YaeT Bo3MOXKHOcTH uHpuuupoanus JCV B mocnenytomiem. llepen npumeHneHuem
¢uHroaMMoaa HeoOXOAMMO, KaK IpaBWJIO, HE paHee, YeM 3a 3 Mecsla 0 Hauyaja Tepaluu,
MIPOBECTU MarHUTHO-pe3oHaHcHyo ToMorpaduto (MPT). IIpu nmpoenenun mnanoBeix MPT-
WCCJIE0BAHNM, YACTOTA KOTOPBIX ONpPEAEIIAeTCs CTaHAApPTaAMK JUATHOCTUKY Y KOHTPOJISI TCUCHHUS
PC, cnemyer coxpaHsThb HAaCTOPOKEHHOCTh B OTHOLICHUHM JaHHBIX, KOTOPbIE IO3BOJISIFOT
3anono3puth [IMJI. Takum o6pazom, nposenenne MPT moxkHO paccmaTpuBaTh KakK 3JIEMEHT
MOBBIIEHHOW HACTOPOKEHHOCTH Yy IIAlMEHTOB C BBICOKUM puCKOM pa3utusa [IMJL. Ilpu
nono3penunn Ha [IMJI ciieryer HeMeIIIeHHO MTPOBECTH TUAarHOCTUYEeCKY0 MPT 1 mpruocTaHOBUTH
nedeHue npernaparom Jlndecnan g0 nckimrodeHus auarnosa [TMJL

N3menenus Ha MPT, xapaxrtepssle mua [IMJI, MOryT mposBISITBCS paHbIIEe KIMHUYECKHX
MPU3HAKOB WM CUMIITOMOB. Y MallMEHTOB, MMOJTYYaBUIUX JIEKAPCTBEHHBIE IPEeNapaThl 10 MOBOAY
paccesuroro ckiepo3a (PC), nns xoTopbix ycrtaHoiieHa cBs3b ¢ [IMJI, Bkimrouas mpemapat
JIndecnan, Habmoganuce cnydau [IMJI, nuarHocTupoBaHHbIE HA OCHOBaHUHU JNaHHBIX MPT, a
takke Ha ocHoBaHuM BbLsBieHus [IHK JC-Bupyca B nepeOpocnuMHaIbHOW KHUAKOCTU MpU
OTCYTCTBHUM KJIMHUYECKUX MPU3HAKOB UM CUMIITOMOB, XapakTepHbIX st [IMJL.

BriBenenune ¢QuHromumona mocie MpeKpamleHusl JIEYeHHUs] MOXKET MPOUCXOAUTh B TeUeHue 2
MECSIIEB, MMO3TOMY B 3TOT MEPHOJ HEOOXOIUMO COXPaHATh HACTOPOXKEHHOCTh B OTHOLIEHHUH
pazButus uHpexknuil. IlanueHTOB cieayeT MPOMHCTPYKTHPOBATH O  HEOOXOJUMOCTHU
He3aMeJUIMTENbHO cOO0IaTh Bpauy 000 BCEX CUMIITOMAaX MH(EKIIUHN B TeUEHUE 2 MECALEB MOcIe
OTMEHBI (PUHTOJINMO/IA.

B mocTtpeructpaninoHHOM TiepuoAe TMpUMEHEHHUs (UHTOIMMOJa HAOMIOJaNINUCh CIoydau
MH(QUIUPOBaHUS BUPYCOM ManuiuiomMbl denoeka (BIIY), Bkitouas nanwiioMmy, IUCIUIa3UIO,
6opomaBku u BIIY-accoumupoBanHbli pak. B cBsi3u ¢ Tem, uro ¢uHromumon obiagaer
MMMYHOCYTIECCUBHBIM JICHICTBHEM, TIEpe]] HayalloM Teparuu npenaparom Jludecnan HeoOX0aMMO
paccMOTpeTh Bompoc O BakuuHauuu npotuB BIIY ¢ yuerom pekomeHaanuii mo BaKIHMHALIMH.
Taxxke pexkoMeHIyeTcsl MNpPOBOAUTh OHKOJIOTMYECKHH CKPUHUHI, BKJIKOYas Ma3oK II0
[Tananukosnay, B COOTBETCTBUH CO CTaHJApPTaMH OKa3aHUsI MEAUIIMHCKON TOMOIIH.
MaxkyIIsIpHBII OTEK

[Tockonbky Ha ¢oHe Tepanuu (UHTOIMMOJIOM B peKOMeHAOBaHHOU no3e y 0,5 % manueHToB
OTMEUAJIOCh PAa3BUTHE OTEKAa MaKyJbl ¢/0e3 KIMHUYECKUX CHMIITOMOB MPEUMYILECTBEHHO B
nepBble 3—4 Mecsia JIeueHHsl, PEKOMEHAYETCsl IPOBOIUTH O(TAIbEMOJIOTHUECKOE 00ciel0BaHNue
yepe3 3—4 Mecsia nociie Hadana Tepanuu. [Ipyu BeIsIBIE€HNN y TAaMEHTOB HApYIICHUN 3pEHUS Ha
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dboHE TpUMEHEHHUs MpernapaTta HEeoOXOIUMO IpOBeCTﬁ%ﬁJI%J%%%%W%QZJ GoM Vaticte

MaKyJIsIpHOH obnacTu.

VY nmanueHToB ¢ yBEMTOM B aHAMHE3€, & TAKXKE Yy MAllMEHTOB C COIYTCTBYIOILIHMM CaxapHbIM
nMabeToM OTMEYaeTcs IOBBILIEHHBIA PHUCK pa3BUTHS MaKyJIApHOro oTeka. [locKombKy
npUMEHeHHe IMpernapata y nanueHToB ¢ PC U CONyTCTBYIOIIMM CaxapHbIM JUabeToM He
U3y4aJioch, y MAalMEHTOB C CaxapHbIM JMA0ETOM WM YBEUTOM B aHAMHE3€ PEKOMEHIYETCs
MPOBOAUTH O(PTambMONIOTHYECKOE OOCIIeIOBaHKUE 10 Hayalla U BO BpeMsl Tepalluy IpernapaTom
JIndecnan.

[TocneacTBusl MPOAOIKEHUST TEpanuy (PUHTOIUMOJIOM Y MAIMEHTOB C MaKyJISPHBIM OTEKOM HE
u3ydand. B ciydae pa3BUTHA OTeKa Makynbl JiedeHue mpenapatoM Jludecnan cuemyer
NpeKpaTuTh. PUCK pa3BUTHS MOBTOPHOrO OTEKa MaKyJIbl IPU BO3OOHOBIIEHUH TE€PANUU IIPErapaToM
Jludecnan He uzyyancs. Permenne o BO30OHOBICHNUU TEPANUK TOCIIE pa3pelieHus MaKyJISIpPHOTO
OT€Ka ClelyeT NPUHMMAThb C YYE€TOM IOTEHIUMAJIbHOM IIOJb3bl M PHUCKA, CBSI3aHHBIX C
IIPUMEHEHUEM IIperapaTa y KOHKPETHOT'O ITallUEHTa.

Hapynienue dyHknuy neyeHu

VY mamumentoB ¢ PC, momyudaBmmx (UHTOIMMOJ, OTMEYAIUCh CIyYad MOBBIIIEHUS aKTUBHOCTH
«TEYEHOYHBIX» (PEPMEHTOB, B 0OCOOCHHOCTH anaHnHaMuHoTpaHcdepassl (AJIT), a Takxke raMmma-
rmyramuntpanchepassl  (ITT) wu  acnmapraramunorpancepasst  (ACT). B kimHMuecknx
uccnenoBaHusx nosbienue aktuBHOCTU AJIT 1o yposus 3 X BI'H (BepxHsisi rpaHuIia HOPMBI) HIIH
BbIIIe OTMeYaIoch Yy 8,0 % manueHnToB, nojdydaBmmx GuHroaumo B 1o3e 0,5 mr, u mumes y 1,9 %
MaIUMeHToB, Moiy4aBmmx Iwianedo. IloBeimenune mo yposus 5 X BI'H ormeuanoce y 1,8 %
MalKMeHToB, Toyy4yaBmux Quaronumon, u y 0,9 % mnaumento, nomyyaBmux rianebo. B
KIIMHUYECKUX HCCIEAOBAHUIX (PUHTOIMMOJ OTMEHSUH, eciau akTuBHOCTH AJIT moBbImianach 10
ypoBHs >5 x BI'H. IIpu B0o300HOBIEHUH Tepanuu (UHTOIMMOIOM aKTHUBHOCThH «IICUYCHOYHBIX)
aMUHOTpaHc(epa3 y HEKOTOPHIX MallMEHTOB MOBBIIIATIACh CHOBA, YTO TOBOPHUT B MOJIb3Y CBSI3U
JAHHOTO SIBJICHHUS C MpUMEHEHHEeM (puHTONIMMOona. B KIMHUYECKHX HMCCIIEIOBAaHUSIX TOBBIIICHHUE
AKTUBHOCTH aMUHOTpaHcdepa3 MOIJIO BO3HHMKATh B JI000OE€ BpeMs B XOJE JICUEHHs, OIHAKO B
OOJIPIIIMHCTBE CJIy4aeB OHO BO3HMKaJIO B nepBble 12 MecsneB. Hopmanusauus axkTUBHOCTU
«TIEYEHOYHBIX)» aMUHOTpaHC(eEpa3 B CHIBOPOTKE KPOBU MPOUCXOMWIIA MPUOIU3UTEIBHO Yepes 2
Mecs1a 1ocjie OTMEHbI (UHTOIMMO/A.

[Tpumenenue GUHTOIMMO/IA Y TAIIUEHTOB C HapylIieHueM (YHKIMH MeYSHH TSHKEIO0N CTeTIeHH Ha
MOMeHT Hauana Tepanuu (kimacc C mo knaccuduxamuu Yainn-Ilplo) He wuccineaoBagock.
[TpumeneHnue GUHTOIMMOA Y TAKUX MAIMEHTOB MPOTUBOMOKA3aHO.

[TockonpKy (PMHTOIMMOJ OKa3bIBAET UMMYHOCYTIPECCUBHOE JICHCTBHE, Y MALIUEHTOB C aKTUBHBIM
BUPYCHBIM I€lIaTUTOM HA4aJIO TEPAIUU CIEAYET OTIIOKUTH A0 pa3pelieHusl JAHHOTO COCTOSHUA.
B nepuon nocrperucTpalilnoHHOrO NPUMEHEHUs (PUHTOIMMO/1a HAOIIOAAINCh CIIy4ad pa3BUTHUS
KIIMHUYECKH 3HAYMMOTO MopakeHUs mnedeHu (cM. pazgen 4.8. HexenmaTenbHbIE pPEaKIIHH).
[Tpu3Hakyu mopakeHHs NMEYEHU, BKIIOYAs 3aMETHOE IOBBIINIEHHE AKTUBHOCTH «II€UEHOUYHBIX»
(GbepMEeHTOB B CHIBOPOTKE KPOBHU U TOBBIIICHUS YPOBHS 0OIIEro OmianpyOrHa, BOSHUKAIN YXKE
yepe3 JecATh JHEW mociie MprueMa MepBOM J03bl, a TakXke ObUIM 3aperuCTPUPOBAHBI IOCIE
JUIUTeNIbHOTO MpuMeHeHHs. Coolmanoch 0 ciaydasx OCTpOM MEeYeHOUHOW HEeI0CTaTOYHOCTH,
TpeOyIOIIeH TpaHCIITIaHTAI[UN TICYCHH.

PekomMeH0BaH KOHTPOJIb AKTHUBHOCTH «II€YEHOYHBIX» TpPAHCAMHUHA3 M KOHLEHTpalUU
OmnpyOMHa Ha NPOTSDKEHUU 6 MecsIeB, MPEAIIeCTBYIONIMX Hayaly Tepaluu MpernapaToM,
MEePUOIUYECKUII KOHTPOJIb BO BpeMs TEpalmuu U B TEUEHHUE 2 MECALEB IOCie MpEeKpanieHus
npueMa (GUHTOIMMO/IA.

[Ipu OTCYTCTBUM KIMHUYECKUX MPOSBICHUN MOPAKEHUS TEUEHU ONPEJEICHUE AKTUBHOCTHU
«IEYEHOYHBIX» TPAaHCAMUHA3 PEKOMEHIOBAHO MPOBOAUTH B 1, 3, 6, 9 u 12 Mecsupl geyeHus u
nanee nepuoanydecku. [1oBbIIeHNe aKTUBHOCTH «II€UEHOYHBIX)» TpaHcaMuHas >5 X BI'H tpeGyer
0o0J1ee 4acToro UCCiIeI0BaHus «IIEYeHOUYHbBIX» (PEPMEHTOB, BKIIIOYasl ONpeiesieHue KOHIEHTPaluu
OmnMpyOMHaA M aKTUBHOCTH IIENOYHON (hocdaTasel. [Ipy MOBTOPHOM MOATBEPIKIACHUU JAHHOTO
pe3ynbTaTa (aKTUBHOCTb «IE€YEHOYHBIX» amuHoTpaHcdepas >5 x BI'H) mpenapar Jludecnan
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ClielyeT OTMEHHUTh U BO30OHOBUTH TEPAIUIO TOJBKO nocH@'-}'éHﬂE&Q ARTHBHGU T kTied O

aMHHOTpaHc(epa3 BEpHETCS K HOPME.

Crnenyer HaOMIOAATH 32 MALMEHTAaMH HA MIPEIMET HAIUYMs NPU3HAKOB U CUMIITOMOB ITOPAXKEHUS
neyeHu. Y MalueHTOB, KOTOPBIE COOOINAIOT O CHMIITOMAaX, TaKMX KaK TOLIHOTa HEW3BECTHOM
3THOJIOTUHU, PBOTA, 00JIb B XKHUBOTE, IUCKOM(OPT B MPaBOM I10ipedepbe, BHOBb BBISBICHHAS WIH
YCUJIMBAIOIASCS TTOBBIIICHHAS! YTOMJISIEMOCTb, aHOPEKCHUS, JKEJITyXa W/WIM TeMHBIH I[BET MOYH,
KOTOpPbIE MOTYT YKa3bIBaTh Ha NOpPaK€HHE MEUCHHU, HEOOXOJMMO HEMEIJICHHO MTPOBECTH aHAIU3
AKTUBHOCTH «ICUYCHOYHBIX» TPAaHCAMHHA3 M MPOBEPUTH YpOBEHb OmnupyoOmna. Ilpum Hamuuum
KJIMHUYECKHUX MPOSIBICHUM, COIPOBOKAAIOLIMXCS MOBbleHeM akTuBHOCTH AJIT B Tpu pasza u
ypOoBHsI 0011ero 6urpyOrHa B CHIBOPOTKE KPOBH B JIBa pa3a BBIIIE HOPMBI, JICUCHHE MTPENapaToM
JIudecnan crnenyet npekpartuTh. JleueHue He cieqyeT BO30OHOBIATH 10 T€X MO, IOKa HE OyJeT
ofpeneNeHa Jpyras NpUYMHa MPU3HAKOB U CHMIITOMOB MOpaKeHHs nedeHu. [Ipu BbIABICHUH
3HAYUTENIBHOIO MOPAXKEHUS MEeUeHH (HalpuMep, aKTUBHOCTh «II€YEHOUYHBIX» aMMHOTpaHchepas
>5 x BI'H w/unum noBblieHre ypoBHS OMIIMPYOHHA B CHIBOPOTKE KPOBH) JICUCHUE TpErapaToM
clleflyeT NpeKpaTtuTh. Penienrne o BO30OHOBIIEHUH JieueHHsl Oy1eT 3aBUCETh OT TOT0, OpeeIeHa
JTM Jpyras OpUYMHA TMOPaKEHHUS IEYCHHM, a TAaKKE OT COOTHOIIEGHUS MEXAY IOJIb30H OT
BO300HOBJICHHS JICUCHHSI U PUCKOM ITOBTOPHOT'O Pa3BUTUS HapyIIeHUs (PyHKIUH [TEYEHH.

Hert nanHbIX, YKa3bIBAIOUIMX HA TO, YTO y MAIMEHTOB C YK€ UMEIOIUMCS 3a00JIeBaHHEM TIE€UEHH,
HOJIyYaroIuX (PMHIOJIMMO/I, PUCK MOBBILICHUS TIOKa3aTenell GyHKINHU IeYeHH yBeJIudeH. TeM He
MeHee, y MAIMEeHTOB, Y KOTOPBIX B aHAMHE3€ UMEETCS TsDKEeJIoe 3a00JIeBaHne MIEYCHH, Mperapar
Jludecnan cienyer NPUMEHSTH C OCTOPOKHOCTBIO.

BnusiHre Ha pe3yIbTaThl CEPOIOTUIECKOTO HCCICIOBAHUS

[TockonbKky  (PUHrOJIMMOJ  CHMXKAeT  KOJIMYECTBO  JIUMGPOLUTOB B  KPOBU  (IyTeM
nepepacnpeeNieHisl UX BO BTOPHYHBIX JUM(OMIHBIX OpraHax), KOJHMYECTBO JTUMQOIHUTOB B
nepupepuyeckoil KpOBU HE MOXKET ObITh HCIOJIb30BAHO JUISl OLIEHKM KOJIMYECTBA PAa3IUYHBIX
BUJOB JIUM(OLUTOB y TMAMEHTOB, MOJyYAIOMNX (UHTOIMMOJ. Y MAIMEHTOB, MOIYYalOIINX
(buHromMMOM, Ui OIpeNeNeHHs] KOJIMYecTBa MOHOHYKJIEeapoB TpeOyercst 3a0op OO0JbLIMX
00BEMOB KPOBH (BCJIEICTBHE CHIDKEHUS YUCIIA IIUPKYTUPYIOMINX JTUM(OIUTOB).

BausHue Ha apTepuanbHOE J1aBIeHUE

[TarueHTsl ¢ HEKOHTPOJIMPYEMOM apTepUalbHOM TUIEpTeH3uell He ObUIM BKJIIOYEHHI B
JIOPETUCTPAIIMOHHBIE  KJIMHUYECKUE HCCIIEJOBAaHUS, IO3TOMY B Cily4dae HPUMEHEHHUs
¢uHrOIMMOJa y NAIlMEeHTOB C HEKOHTPOJMPYEMOM apTepHalibHON THmepTeH3uer TpedyeTcs
co0II01aTh 0COOYH0 OCTOPOKHOCTB.

B ximHWYecknx wccnenoBaHusx y manueHToB ¢ PC cpenHee TOBBIMIEHHE CHCTOIHYECKOTO
JlaByieHUs Ha (oHe mpuMeHeHus ¢puHrosmmosa B go3ze 0,5 Mr cocTaBuio NpUMEpHO 3 MM PT.CT.,
a IMacTOJIMYECKOTO JAAaBJICHUS — IPUMEPHO | MM PT.CT.; NaHHBIN 3P PEKT mpOosBISICS TPUMEPHO
yepe3 1 Mecsll mociie Hayajla JIEYEHHUsS W COXpaHsUICSs Ha (OoHEe MpOoJOJDKEeHHUs JedeHus. B
JIBYXJIETHEM I1J1aie00-KOHTPOJIMPYEMOM HCCIIEIOBAHNY apTepUaIbHAs THIIEPTEH3UsI OTMEeYaIach
B Ka4yeCTBE HEXeNaTeJIbHOro SBJIEeHUs y 6,5 % manueHToB, NPUHUMABLIMX (UHTOJIMMOA B J03€
0,5 mr, ny 3,3 % nanueHToB, NpUHUMAaBIIKX 1a11e00. Bo Bpemst Tepanuu npenaparom Jlnudecnan
ClIeZlyeT perysipHO KOHTposuupoBaTh A/l

JIpIxaTeabpHas cucTeMa

Yepe3 1 mecdan mocie Hayajga NPUMEHEHHs (UHIOJIMMOJAA OTMEYaoCh HE3HAUUTENbHOE U
J10303aBUCUMOE CHIKEHHE o0bemMa (OpCHPOBAHHOTO BbIOXa 3a MepByio cekyHay (ODBi) u
T Py3MOHHON CITOCOOHOCTH JIerkuxX 1o okcuay yriepoaa (DLCO); B nanbHeNIIEM JOCTUTHY ThIE
3HAYCHUsl JAHHBIX IAPAaMETPOB HE MEHSUIHCh. Y TMAIMEHTOB C TSHKEIBIM PECIUPATOPHBIM
3a0oneBaHueM, (GUOPO3OM JIETKUX W XPOHUYECKOH OOCTPYKTHBHOW OOJE3HBIO JIETKUX
(UHTOITUMO]T CIIeTyeT MPUMEHSTH C OCTOPOKHOCTBIO.

Cunapom oOpatumoit 3aHel sHIedanonaTuu

B KIMHMYECKHX M MOCTPETHUCTPAIIMOHHBIX MCCIEIOBAHUAX OTMEUCHBI PEAKHE CIIyd4an Pa3BHTHUS
CHHJIpOoMa 00paTUMOi1 3a/1Hel sHIedanonaTiuu Npu npuMeHeHn: puHronumosa B 1o3ze 0,5 mr co
CJIEAYIONICH CHMITTOMAaTHKOW: WHTEHCHBHAS TOJIOBHAs OOJIb ¢ BHE3AITHBIM HA4YaJlOM, TOIIHOTA,
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COOTBETCTBYET 3

pBOTa, HApyIICHHE CO3HAHHS, PACCTPOWCTBO 3FPEHUS ﬁncyz[o-{)o;'n -C‘oc-roshme “Kax -npasvmo

o0paTuMO, HO MOXET YXYIIIaThCs, B TOM UHCJIE€ TMPHUBECTH K HIIEMUYECKOMY HIIU
reMOpparu4eckoMy HHCYJbTY. 3ajiep’KKa B MOCTaHOBKE JUAarHo3a U JICYEHHUH MOXKET BECTH K
CTOMKHMM HEBPOJIOTUYECKUM HapylieHusM. lIpu momo3peHnn Ha CHHAPOM OOpaTHUMOH 3aaHeil
sHuedanonaTuy npuem npenapar Jludecnan cienyer npeKpaTuTh.

Panee npoBouBIIIeECs JIEYCHHE UMMYHOICTIPECCAHTAMH U IperapaTaMu, MOIU(DUIUPYIOIUMA
TedyeHue 3a00sieBaHUs

HccnenoBanmii mo oneHke 3(Q(eKkTHBHOCTH W 0€30MacHOCTH (UHTOIMMOJA Yy TAIMEHTOB,
NEepeBe/ICHHBIX Ha Hero c¢ TepudiayHoMuaa, auMeTwipymapara u anemMTy3ymada, He
npoBOAWIIOCh. [Ipy 3aMeHe Tepamuu APYTUMU MpernmapaTamu, MOAU(PUIUPYIONIUMH TeUeHUE
3a0osieBaHus, Ha JeueHue npemnapatoM Jludecnan, cieayer npMHUMAaTh BO BHUIMAHUE MEXaHU3M
JIEUCTBUSI paHee MPUMEHSIEMOT0 Mpenapara, a TaK)Ke YUUThIBaTh IEPHO/]T €r0 MOJYBBIBEACHUS BO
n30exaHue pa3BUTHUS CyMMapHOro yrueraromero s¢gdexkra Ha UMMYyHHYIO cuctemy. Ilpu stom
CIIelyeT YYUTHIBATh PUCK peakTUBanuu 3adoneBaHus. [lepen HayalioM Tepamuu IpernapaToMm
JIndecnan ciaenyer MOIy4duTh pe3yabTaT OOUIEKIMHUYECKOTO aHaIN3a KPOBU C JICHKOIMTapHOU
¢dbopMyII0#i, BBEIIOJTHEHHOTO TOCIE OTMEHBI MPEIIICCTBYIOMICH Tepanuu, 4ToObl yOeIUThCS B
MpeKpalIeHNH ee yrHeTaroero 3gpQexra Ha UIMMYHHYIO CUCTEMY (HApUMep, LIUTOTICHHUH).

Y manueHToB, MOJIyYaBIIuX paHee JICYCHHE NHTSP(HEPOHOM MU TJIaTHpaMepa aleTaToM, JICUYCHHE
npenapaToM Jludecnan MokeT ObITh HAUATO HETIOCPEACTBEHHO MOCIE MPEeKPaIeHHs IPUMEHEHUS
BBIIIICYKA3aHHBIX MPETapaToB.

Ecnu mepeBoa ocymiectBisieTcst ¢ qumetmidymapara, npenapart Jludecnan cienyeT HauMHATH
MPUHUMATH JIUIIb MOCTIE EPUO/Ia BEIMBIBAHUS, JOCTATOYHOTO ISl BOCCTAHOBJICHHS TIOKa3aTeen
KPOBH.

Kak mpaBwiio, /st mMOJIHOTO BBIBEJEHUs HaTain3dymaba TpeOyercss 2—3 Mecsdlla ¢ MOMEHTa
npekpaleHus Tepanuu. BeiBegenune tepudayHoMUaa U3 MIa3Mbl KPOBU MEAJIEHHOE U MOXKET
3aHMMATh OT HECKOJBKHX MECSIEeB N0 2 JieT 0e3 MPOBEASHUS MPOLEIyphl YCKOPSHHOTO
BBIBE/ICHUA.

Pexomengyercs mpuberats K nNporeaype yCKOpEHHOM 3IMMHUHALINH, OTTMCAHHOM B UHCTPYKIIUHU 110
MEAMIIMHCKOMY TpPUMEHEHHIO TepuduyHoMuaa. B oTcyTcTBHe 3TOH mpouexypbl MEpHOL
BBIMBIBAHUS JOJKEH OBITH HE MeHee 3,5 mecstes. [Ipu nepeBoie manueHToB ¢ HaTaaIu3yMada uiu
tepuduyHomua Ha mpernapar Jludecnan ciemyeT coOmroAaTh OCTOPOKHOCTh M YYUTHIBATH
BO3MOKHOCTb JOTIOJTHUTEIILHOTO JIEUCTBHS HA HMMYHHYIO CUCTEMY.

AnemTy3yMa0 oOKa3bpIBaeT TIIIyOOKO€ U MPOJOKHTENFHOE HMMMYHOCYIIPECCHUBHOE JICHCTBHE.
[Tockonpky (QakTuyeckas MIATETBHOCTh MOAOOHOTO JEHCTBHUS HEW3BECTHA, NPUMEHEHUE
npenapata Jludecnan mocne mpekpaiieHus Tepanuu ajieMTy3ymMaOoM He PEeKOMEHIO0BaHO, 3a
WCKIIFOUEHHEM CJIydaeB, KOT/Ia OXKHMJaeMasl T0Jib3a TIPEBBIIIAET BO3MOXKHBIA PHUCK IS
KOHKPETHOI'O MAIMEHTA.

Pemienne o AnUTENPHOM TPUMEHEHWHM KOPTUKOCTEPOMJOB B KA4eCTBE COMYTCTBYIOIIMX
MpenaparoB CiIeAyeT MPUHUMATD MOCJE TIIATEIbHON OLIEHKH.

OHOBpPEMEHHOE IPUMEHEHNE MOIIHBIX HHAVKTOPOB n3odepmentos CYP450

[Ipyn mpumeHeHUH (PUHTOIMMOAA OAHOBPEMEHHO C MOIIHBIMH HHAYKTOpaMu HU30(EepPMEHTOB
CYP450 cnenyer coOmroaTh OCTOPOXKHOCTb. OTHOBPEMEHHOE IPUMEHEHHE 3BEepo00s He
PEKOMEHTyeTCsl.

3/10KkaueCcTBEHHBIC HOBOOOPA30BAHMS

3nokauecmeentvle HOB00OPA30EAHUSA KOHCU

VY manueHToB, MOMyYaBIIMX (PUHTOIUMO/, OTMEUEHO Pa3BUTHE 0a3aTLHOKICTOYHON KapIIMHOMBI
U JPYTUX HOBOOOpPA30BaHUHN KOXKH, BKIIOYAs 3JJOKAUECTBEHHYIO MEaHOMY, MIOCKOKIETOUYHYIO
KapuuHOMy, capkomy Kamomm, xkapruHomy wu3 kiaeTtok Mepkensa. CremayeT COXpaHSTh
HACTOPOXKEHHOCTh B OTHOIIIEHHU HOBOOOPA30BaHMM KOXKH, a B Hayalle JICUCHHUS] PEKOMEHIYeTCs
MIPOBECTH METUITMHCKOE 00CIIeIOBAHNE C OCMOTPOM KOXKHBIX MTOKPOBOB. B mocrneayromniem Takoe
oOcrenoBaHuEe PEKOMEHAYETCS MPOBOJIUTH Kaxable 6—12 MecslleB M0 YCMOTPEHHIO JIeYallero
Bpaya. [Ipu oOHapykeHHH TOpa)KEHU, BBI3BIBAIOIITUX TI0I03PEHNS, MAIIMEHTA CJICTyeT HAllPaBUTh
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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K JepMaronory. IIpuHUMas BO BHHMMaHME| PHCK Dbt by & B OKATeE HHeHbIX

HOBOOOPA30BaHMM, MALMEHTOB, MOMYYAOMIUX (UHTOIUMOJ, CIEAYET HPEAyNpexaaTb O TOM,
yTOOBl OHM HE HAXOJIWIMCh Ha COJHIIE 0€3 HCIOJB30BaHWs 3allUTHBIX cpencTB. Ha Qoue
npUMeHEeHHs (PUHTOTUMOA NAIMEeHTHl HE JOJDKHBI MOIy4aTh (POTOTEPANHIO ¢ MCIIOJIb30BAaHHEM
Y®-B uznydyenus wm Goroxumuorepanuto PUVA.

Jlumgomul

B knmuHM4eckux uccie0BaHuAX U B IEPUO/I MOCTPETUCTPALIMOHHOTO TPUMEHEHUs (PUHTOIMMO 12
HaOIrI0AaMHCh CiTy4an pa3BUTUs TUM(poMbl. ONMCaHHbIE CTy4an ObUIM TeTEPOreHHBIMHU IO CBOEH
IpHUpOJIe, B OCHOBHOM BCTpEYallaCh HEXOJDKKMHCKas numdoma, BKIo4ass B-kierounsie u T-
KJeTounble JuMdombl. Mimenn mecto ciydaum T-kineTouHoil TUMQOMBI KOXH (TpHOOBHIHON
TPaHyJIEMBI).

BosBpar aktusHOro 3adonesanus (peluans)

B mocrtpeructpalinioHHOM MepHojie OTMEUaINCh CIIy4au TSDKEIOro o0ocTpeHHs 3a00jieBaHUs Y
NAIMEeHTOB, NMPEKPATUBIIMX NPUMEHATh (UHroaumoia. Kak mpaBuio, yXyAlIeHHE COCTOSHUS
MIPOUCXOIIIO B TedeHue 12 Henesb, HO Takke ObUIM OTMEUEHBI CIIy4Yau yXyALIeHUs B TeueHue 24
u Oosiee Hepedb MOCIIE OTMEHBI TEpaluu IpenapaToM. B CBs3M ¢ 3TUM ciieayeT coOmoaarh
OCTOPOKHOCTh MpPH OTMEHE Tepanuu mpemnapatoM. Eciu HeobxonuMa OTMEHa Mpemnapara,
NAIMEeHTOB CIIEAyeT HaOMI0AaTh Ha MPEAMET Pa3BUTHS COOTBETCTBYIONIMX CHMITOMOB U
MPU3HAKOB ¥ MPOBOUTH HEOOXOAUMOE JICUCHHUE.

Onyxo1eno100HbIe 0Yaru AeMHUESITHHU3AIIH

B nocTtpeructpaiinoOHHOM MEepHO/IE BBISBICHBI PeIKHE Clydan (OPMUPOBAHUS OMMYXO0JIEHIOJ00HBIX
OYaroB JEMHEIMHM3AINHN, CBA3aHHBIX ¢ oboctpenuem PC. B cmywae Tskenoro o0ocTpeHUs
cnenyet npoectd MPT miist nckiTroueHus OMyXo0Jenog00HbIX ouaroB. Jleuaniemy Bpauy cieayer
paccMoTpeTh Bomnpoc 00 oTMeHe npenapata Jludecnan nHAMBH Ty aTIbHO, IPUHAMAS BO BHUIMAaHUE
MOJIb3Y ¥ PUCKH Y KOHKPETHOTO MAallUeHTa.

[Ipekpaienue gedeHust GUHTOIUMOIOM

[Tocne oTMeHBI JedeHus (PUHTOTUMOIOM HEOOXOIUM IIECTUHEICNbHBIN UHTEepBall 0e3 JIeueHUs
JUIs  BBIBEAICHUS (UHTONMMONA W3 KPOBOTOKA; TAaKOW CpPOK OINpENeNseTcss MNepuoJIoM
NoJTyBBIBe/IeHUs npenapara. [Ipu mpekpaiieHun npueMa npenapara Heo0X0AUMO YUUTHIBATh, YTO
HOpMaJTM3aIisl KOJIMYECTBA JUM(OIMTOB MPOUCXOIUT Yepe3 1—2 Mecsma mocie MOCIEAHEro
npuMeHeHus mpenapara Jludecnan, XoTs B psje ciyyaeB s IOJHOIO BOCCTaHOBJIECHUS
TpeOyeTcsi 3HA4YMTENBHO OOJNbIIEe BpeMEeHH. B 93TOT mepuos HEoOXOIUMO COXpaHSTh
HACTOPO’KEHHOCTh B OTHOILIEHUH pa3BUTHUS HHPeKIMiA. [TariieHToB creyeT NpouHCTPYKTUPOBATh
0 HEOOXOJMMOCTH HE3aMe U TENIEHO COOOIIATh Bpady 000 BCEX CHMITTOMAaX MH(EKIINH B TCUCHHE
2 Mecs1eB nocine oTMeHbl puHroanMoaa. Ilockonbky npy MpUMEHEHUH HMMYHOJIEIIPECCAHTOB B
TeueHHWe |-2 MecsleB TMocie TpeKpameHus Tmpuema npenapata JludecmaHn BO3MOXKHO
JIOTIOJTHUTENIbHOE yTHETallee ACHCTBHE HAa MMMYHHYIO CHCTEMY, HEOOXOAMMO COONIONATh
OCTOPOXKHOCTh TIPH MPUMEHEHUH WMMYHOJICIIPECCAHTOB BCKOPE TOCIE TPEKPALICHHS JICUCHUS
IpenapaToM.

OCTOpPOXXKHOCTD TIPH TMPEKPANICHUN TEPANTHH (PHHTOJIMMOIOM TaKKe CIEIYeT COONII0IaTh B CBSI3U
c puckoM penuauBa. Ecnum orMmeHa ¢uHronuMona HeoO0XoaMMa, B TMEPHOJ IOCIE OTMEHBI
MAIMEHTOB CIIEyeT HaOM0IaTh Ha TPEJMET MPHU3HAKOB BO3MOYKHOTO PEIIU/INBA.

bepeMeHHOCTh, pUCK JUIS TIJI0/1a M KOHTPAIICTIINS Y SKEHIIINH

B cBs3M ¢ TOTEHIMANBHBIM CEPHE3HBIM PHCKOM JIIS TUIOJIa HEOOXOIMMO HCKITFOYUTH
OEpeMEHHOCTh Yy JKEHIIMH, OO0JIAAAIoNIMX pPENpOAyKTUBHBIM MOTEHIMAIOM, IEepe]] HavyajaoM
npuema mpemnapara Jludecnan U MOTYIHTh OTPULIATETILHBINA PE3yIbTaT TeCTa Ha OEPEMEHHOCTb.
MenuuuHCKOMY CHEeHAINCTy ClIeAyeT OObSICHUTh PUCKH HETaTUBHOTO BO3JCMCTBUS MpenapaTa
Ha TUTOJ ¥ TPOMH(OPMHUPOBATH JKEHIIWH C COXPAHEHHBIM PENPOIYKTHBHBIM IOTCHIIMAIOM O
Cephe3HOM PUCKE JJIS MJI0Ja U O HEOOXOJUMOCTH MPUMEHEHHs Y(PPEKTUBHON KOHTpalENIUU B
TEYEHHUE BCETO BPEMEHH MPUMEHEHUS TIpernapaTa U OKOJIO 2 MECSIIeB MOCIe OKOHYaHHS JICUCHHS,
4T0 00YyCJIOBJICHO JUTUTENILHBIM IIEPHOI0M BhIBEICHHS IIperapaTa i COXPaHIIOIIUMCS PUCKOM IS
wiona. B ciydae, ecim GepeMeHHOCTh HACTYITHIIA BO BpeMsl Tepanuu npenaparom Jlndecnan, To

10




COOTBETCTBYET 3KI
ot 13.06.2024 N= 11751

HEOOXOAMMO PACcCCMOTPETh BOMPOC 00 OTMEHE penapeﬁﬂ':ﬁﬁm&;;{%ﬂﬁ:JE Biihrdrme

CMNEPTHOMY OTUETY

pe3yNbTaThl MHAWBHIyAIbHON OIIEHKH MOJB3bl U PUCKOB KaK JUIsl MAaTepH, TaK M IS TI0AA (CM.
pasnen 4.6., a Takxke pasznen 4.4. nonapasnen «Bozepam akmuero2o 3a601esanus (peyuous)»).
IMaruentsl 10-18 ner

[lepen nHawyasom mnpumeHeHusl mpernapata Jludecnan crieayer NPOBECTH BCE BaKIMHAIIHMH,
PEKOMEHI0BaHHBIE MECTHBIM KaJIEHAapeM MPUBHUBOK.

BcnomoraTenbHble BellecTBa, HAIWYNE KOTOPBIX HAI0 YYUTHIBATH B COCTaBE JEKAPCTBEHHOTO
npernapara

Hampuui

Hatpuit B mpemapare Jludecman comepkurcs BO  BCIOMOTaTEIbHOM  BEIECTBE
KapOoKcHMeTHIIKpaxMmai HaTpus (cM. pazzaen 6.1.). [Ipenapat comepxut menee 1 MMoutb (23 Mr)
HATpUS HA OJIHY KaIlCyJly, TO €CTh 10 CYyTH HE COACPIKUT HATPHSL.

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JIEKAPCTBEHHBIMH IpenapaTaMM M JApyrue BH/bI
B3aNMOJAEeHCTBUSA

ITpoTuBOONYX0J€EBbIE IpENAapaThl, UMMYHOMOYJISATOPEI U UMMYHOJIEIPECCAHTbI

YuuTsiBasg BO3MOKHOCTD JIOIIOJHUTEIBHOTO YTHETAIOUIETO BIUSHUSA HA MMMYHHYIO CUCTEMY, HE
ClleyeT TPUMEHATh (UHTOIUMOJ] BMECTE C  IMPOTHBOOIMYXOJEBBIMH  CPEICTBAMH,
MMMYHOJENPECCaHTAMH UM UMMYHOMOZYJIITOPaMHU.

Crnenyet cobi01aTh OCTOPOKHOCTh MPU TIEPEBOJIC HA (PUHTOIMMO]T MAIIUEHTOB, KOTOPHIE paHee
HOJIyYasiy Ipenaparhl JIUTEIbHOI0 AeHCTBHSL, OKa3biBarole 3¢ (eKThl HA UMMYHHYIO CUCTEMY,
TaKkue Kak HaTaim3ymal, TepuIyHOMUI MIM MUTOKCAHTPOH. B KIIMHHYECKUX HCCIEOBAHUSIX
Opu TNpuUMeHeHuW ¢GuHronuMona y mnanueHtoB ¢ PC, mnomyyaBIIMX KOPOTKHE KYypChl
TJIFOKOKOPTUKOCTEPOUIOB, HE OTMEYAIOCH MOBBIIICHHUS YaCTOTHI WHEKITHH.

Bakuunanus

Bo Bpems Tepanuu mpenaparom, a TaKKe B TEUEHHE 2 MECSIEB IOCIE MPEKPALLEHUs JeUeHUs
(UHrOIMMOIOM, BaKIIUHALIMS MOKET ObITh MeHee 3(pexkTuBHOI. [I0CKOIBKY TPUMEHEHHUE )KUBBIX
aTTEHYUPOBAHHBIX BAaKIUH MOXKET MMOBBIIATH PUCK DPA3BUTHS MHGEKUUH, MPU HPUMEHEHUU
npernapara, a Takke B TeUeHHE 2 MecslLEeB MOcCie NpeKpalieHus JedeHus (GUHIOJIUMOJIOM, He
clenyeT MPOBOAUTh UMMYHHU3AIMIO KUBBIMUA aTTEHYHPOBAHHBIMH BaKI[MHAMMU.

BerecTBa, BbI3bIBaonne OpaauKkapanio

[Ipumenenue ¢uHroaMMOJa B KOMOWHAIMM C aTEHOJIOJIOM M JWITHAa3eMOM H3ydeHo. B
UCCIIIOBAaHUM B3aUMOJICHCTBUI y 3/T0POBBIX JOOPOBOJIBLIEB NPU MPUMEHEHUH (UHTOJIMMOAA C
aTeHOJIOJIOM OTMedasioch AomnosiHuTenbHoe cHukeHne YCC Ha 15 % B Havasne npuMeHeHUs
¢uHromumozaa. Y NalMEeHTOB, MOJIYYaBIIMX (PUHTOIMMOJ BMECTE€ C JUITHA3eMOM, TaKOIo
abdexra He HaOMOAATOCH. Tepamuio (UHTOIMMOAOM HE CJeAyeT HAuYMHATh y TAlMEeHTOB,
HOoJyYaromux 0eTa-aJpeHo0I0KaTOphl WIIM APYyTHe Mpenaparthl, KoTopble MOryT cHibkath YUCC,
TaKUe KaK aHTHapUTMH4YecKue cpencrsa knacca la wim III, aHTaroHUCTHl KaJIBIIMEBBIX KaHAJIOB
(TakMX KaK BeparnaMul UK IUITHA3EM ), UBaOpaIiH, TUTOKCHH, UHTHOUTOPBI XOJUHACTEPA3hl MU
MWIOKAPIUH, B CBA3M C PUCKOM JOIOJIHUTENbHOro yraeratomero aeiicteus Ha YCC. Ecom y
TaKUX MAIMEeHTOB Mpe/roiaraeTcs ieueHue npenaparom Jludecnan, HeoOXoaMMa KOHCYJIbTaIHS
KapAHO0J0ra OTHOCUTEIbHO BO3MOXKHOCTH IIEPEX0/1a Ha TepaIHIo MpernapaTamMu, He CHIKAIOIIUMU
YCC, unu npoBeeHHE COOTBETCTBYIOIIEr0 HaOIr01eHus (MIPOJUIeHHOE HAOII0IeHUE B YCIOBUSX
CTallllOHapa [0 MEeHbILIEeH Mepe 10 yTpa CIAEAYIOLIEro JHs).

dapmakokuHeTnueckre 3G eKThl IPyrux npenaparoB Ha GUHTOIUMOJT

OuHroNMMMoa MeTaboau3upyercss B OCHOBHOM c yuactueM wuzodpepmenta CYP4F2. B ero
MeTa0oaM3Me MOTYT NPUHUMATh Yy4acTHEe U Jpyrue H30(epMEHTHl LUTOXpOMa, HAIpUMED,
CYP3A4, B 0cOOEHHOCTHU €CJIM UMEET MECTO €T0 BhIpaKeHHAsl MHAYKIIMSL.

He oxwupaercs BAMSAHHS MOIIHBIX MHTUOMTOPOB OENIKOB-IIEPEHOCUMKOB Ha (PapMaKOKMHETHKY
¢unromumona. OAHOBpEMEHHOE NMPUMEHEHHE (UHTOIMMOJA C KETOKOHA30J0M MPUBOIMIO K
yBenu4eHuto B 1,7 pasa miomaab noJ (papMaKOKMHETUYECKON KPUBOU «KOHIIEHTPALIUS-BPEMSD»
(AUC) ¢unromumona u ¢unronumoadocdara 3a cuer naruouposanus nzopepmenta CYP4F2.
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Crnenyer coOm0aTh OCTOPOKHOCTH TP IpHMeHeH;['I;I“:tBEQFQ “J(E[Q I:Hi[ji{'ogﬁéklreﬁﬁb c

npenaparamu, criocooHsIMU HHTHOMpoBaTh CYP3 A4 (MHruOUTOpHI pOTEa3s, MPOTHBOIPUOKOBEIE
CpeICTBAa TpPYNIBl a30JI0B, HEKOTOpPble MAaKpOJUAbl, TaKH€ KaK KIApUTPOMHULIMH WU
TEJIUTPOMULIMH).

OnHoBpeMeHHOE MpUMEHEeHHE kapOamasenuHa B f03¢ 600 mMr 2 paza B CyTKH B PaBHOBECHOM
COCTOSTHUU U 2 MT (PMHTOJIMMOJIa OJTHOKPATHO OKa3biBaiio ciaboe Bnusiaue Ha AUC ¢uHromumosa
u ¢unromumoadocdara, ¢ yMEHbIICHHEM JTaHHOTO IOKa3zarens npubiausutesnbHo Ha 40 %.
[Tpumepno B Toii xe crenenn AUC ¢uHronnmoaa u ero MeTadoianTa MOTYT CHIDKATh U JpyTue
uHaykTopbl u3zopepmenta CYP3A4, wnanpumep, pudamnuimH, ¢eHoOapouTan, (HEHUTOUH,
adaBupenH3 u 38epo0oit. [ToCKOIBKY P ITOM MOXKET CHUKATHCS () (HEKTUBHOCTH (PUHTOTMMO/A,
OJIHOBPEMEHHO MPUMEHATh 3TU Mpenaparbl CcIeAyeT € OCTOPOXHOCThIO. OIHOBPEMEHHO
IPUMEHSTH 3BepO0Oi, OJJHAKO, HE PEKOMEH Ty €eTCSl.

®PapmakokuHeTuyeckue 3P pexTsl PUHroIMMO/Ia Ha IPYTUE OpenapaThbl

B3anmopeiictBue (uHrommMoga € BELIECTBAMHU, KIMPEHC KOTOPBIX OOYCIIOBIICH TIJIAaBHBIM
oOpa3zom u3odpepmentamu nutoxpoma P450, mnmu ¢ cybcTpaTamMu OCHOBHBIX TPAaHCIOPTHBIX
OEJIKOB MPEICTABIISCTCS MAJTOBEPOSTHBIM.

®dapMakOKHHETHKA (PUHTOJIMMO/IA U IIUKJIOCIOPUHA B CIIy4ae OJHOBPEMEHHOI'O MPUMEHEHUS He
MeHsIach. TakuM 00pa3oM, HE OXHAAeTCsl M3MEHEHHUS (apMaKOKHMHETHKH IpenapaTos,
apisomuxcs cyocrpatramu uzodpepmenta CYP3A4, non BiussHueM GUHTOIMMOA.
OpHOBpeMeHHOE  TpHUMEHeHHe  (PUHroNMMOma W MEpPOpalbHBIX  KOHTPALENTHBOB
(3THHWIIACTPAINOIIA U JIEBOHOPrecTpesa) He MPUBOIUT K U3MEHEHHIO IKCIO3UINH MePOPATbHBIX
KOHTpAIenTuBoB. HecMOTpst Ha OTCYTCTBHE HCCIEIOBAHUN B3aMMOJEHCTBHS C MEPOPATHLHBIMU
KOHTpALIETITUBAMH, COJICPIKAIIMMU JIPYTUE MPOTECTareHbl, HE 0KUIAETCs BIUSIHUS (PUHTOJIMMO/A
Ha WX SKCIIO3UIIHIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

2KeHIMHBI ¢ COXpaHEHHBIM PENPOTYKTUBHBIM MOTEHIIMAIOM, KOHTPALICTIIUS Y KEHIIUH

[lepen Hauanom nmpuMeHeHHs GUHTOIMMO/IA CIIEAYET MOIYYUTh OTPUIIATEIBHBIA PEe3yIbTaT TECTa
Ha OepeMEeHHOCTb U MPOMH(POPMHUPOBATH KEHIIUH C COXPAHEHHBIM PENPOAYKTHUBHBIM
MOTEHIIMAJIOM O CEpPbE3HOM PHUCKE JUISl TJI0/Ia U O HEOOXOJIMMOCTHU NMpUMEHEHUS 3(P(HEKTUBHON
KOHTpALICNIIUU B TEYEHHE BCETO BPEMEHU NPUMEHEHHS Ipernapara M OKOJO 2 MECALEB IOCie
OKOHYAHUS JICUYEHHUS, YTO OOYCJIOBJIEHO JJUTENIbHBIM MEPUOJOM BBIBEIEHUS Ipenapara u
COXPaHSIOIIMMCS PUCKOM ISl TIJI0/1a.

bepeMeHHOCTB

Hmeromuecs: MOCTPErnCTPallMOHHbIE JaHHbIE U CBEACHUS U3 PErucTpa ciiyyaeB OepeMEeHHOCTH
MO3BOJIAIOT ~ MpeArnosiaraTb, 4YTO JIeYeHHE (UHIOJUMOJIOM CBSI3aHO C  YBEIMYEHUEM
PacIpOCTPAaHEHHOCTH CEPbE3HBIX BPOXKACHHBIX aHOMAIUN pa3BUTHUS 10 CPABHEHMIO C OOIIEi
MOMYJIALAEH.

Ha npots>keHnn Bcero BpeMeHH MPUMEHEHHsI TIpernapara cleAyeT IPUMEHATh HaJIeKHbIE METObI
KOHTpaleniuu ©u u3beraTh HacTyIieHuss OepeMeHHOCTH. B ciyuae ecniu OepeMeHHOCTh
JIMarHOCTUPOBaHAa BO BpeMsl NMPHMEHEHHs Ipernapara, HeoOXOJUMO PacCMOTpPETh BOIPOC 00
OTMEHE Tpernapara, NIpUHUMasi BO BHUMaHHUE PE3yJIbTaThl UHAUBUAYAIbHON OIEHKU IMOJb3bl U
PHUCKOB KaK Il MaTepH, Tak U uisl mwioaa. Cienyer NpeaocTaBUTh MEAUIIMHCKOE 3aKIIOYEHHUE O
pUCKax HEraTUBHOTO BO3JCICTBHUS IpermapaTa Ha IUIOA, a TaKXKe IPOBECTH KOHTPOJIbHOE
oOcniefioBaHue (HapuMep, yIbTPa3ByKOBOE HccieoBaHue). Takke He0oOX0AMMO IPUHUMATh BO
BHHMaHUE PHUCK Ta)XeJIOBOro OOOCTpeHHs 3a00jieBaHUSl Yy KEHILIUH, MPEKPaTHUBIIMX MpUEM
¢uHromMMoOZa B CBSA3M C HACTYIJICHHMEM OCpPEMEHHOCTH HJIM B CBS3M C IUIAHUPYEMOMH
OepeMeHHOCThI0, MOATOMY MHAIlMEeHTHI JOHKHBI OOCYIUTh C JIeYalliM BpauyoM allbTepPHATHBHbIE
BAPUAHTHI JICUCHUSI.

B nccnenoBanusix Ha JKMBOTHBIX ObUIa BBISIBJIEHA PENPOAYKTHBHAs TOKCMYHOCTb, BKJIIOUABIIAS
rubens 1I0a ¥ TOPOKU Pa3BUTHUSI OPraHOB, B YACTHOCTU He3apalleHHe apTepUaIbHOTO MPOTOKa
1 1eEeKThI MEXIKETYTI0YKOBOH meperopoaku. Kpome Toro, M3BECTHO, UYTO PEIEHTOP, HA KOTOPHIH
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cocyzloB B aMOuporeHese. JlaHHbIe 10 MPUMEHEHHUIO (PUHTOTMMOA Y OEPEMEHHBIX OTPaHUYEHBI.
Kenmunam, miiaHUPYyOMKUM OEpEMEHHOCTD, CIIEeIyeT MPEKPaTUTh MPHEM Mpenapara 3a 2 Mecsia
J10 3a4aTusl.
IIpu mnpocnexktuBHON omeHke Oonee 600 cioydaeB OEpeMEHHOCTH, 3aBEPIIHMBIIUXCS
KUBOPOXKIEHUEM, MEPTBOPOXKICHHUEM WM MPEPhIBAHUEM OCPEMEHHOCTH BCIIEACTBUE aHOMAIUN
pa3BUTHA IJI0Ja B pe3yJbTaTe BO3ACHCTBUA (PUHrommuMoIa Ha MaTh B IEPUOJ TeCTAllHH,
3aperuCTPUPOBAHHBIX B IOCTPETUCTPALIMOHHOM IIEPUOJIE, A0JIsI KPYTIHBIX BPOKIEHHBIX aHOMaJIU
pa3BUTHA cocTaBwiIa HpuOIM3UTENbHO S5 %. PacnpocTpaHeHHOCTh KPYMHBIX BPOXKIACHHBIX
aHOMaJIMi pa3BUTHS B O0ILIEH MOy snuu coctaisieT oT 2 10 4 %. [larrepn anomanuii pa3BuTHs,
3apErUCTPUPOBAHHBIX HAa (DOHE JedeHHs] (PUHTOIMMOIOM, AaHAJOTHYEH TaKOBOMY B oOIIeit
HOIYJISILIUM, IIPU 3TOM YaCTHIMU CEPbE3HBIMU AaHOMAJIMSIMU PA3BUTHS ABIISIOTCS:

e BpoxzaenHele MOpPOKM  cepAna, Hampumep, JePEeKThl  MEXIPEACEpPIHOH U

MEKIKEITyJOUKOBOM MTEPEropoIoK, rerpaaa dao;

e AHOMaIHNU IIOYEK;

e AHOMaJIUU KOCTHO-MBIIIEYHON CUCTEMBI.
CBeneHuss 0 KiacTepu3alUd CleUU(PUYECKUX AHOMAIHM CTPOCHHS, CBSI3AHHBIX C JICUCHUEM
(UHTOJIMMOJIOM, OTCYTCTBYIOT.
Jannple o BAMSHUM (UHrOMMMONA HA COKPATUTEIbHYIO JEeATEIbHOCTh MAaTKH M POJBI
OTCYTCBYIOT.
JlakTanuys
@OUHroNIMMO/l TPOHUKAET B MOJOKO JIAKTUPYIOLIUX >KMBOTHBIX. YUHUTHIBas BO3MOXKHOCTh
pa3BUTHS CEphE3HBIX HexenarenbHbIXx peakuuid (HP) y MianeHueB, momydarommx rpyaHoe
MOJIOKO, KCHIMHAM, [PHUHAMAIOMIKAM  (HUHTOIMMOJ, CJEIyeT TPEKpPaTUTh TPyIHOE
BCKapMJIUBaHUE.
DepTUIIEHOCTD
JlaHHbIE JOKIMHUYECKUX UCCIIEIOBAHUIM HE CBUJIETEIBCTBYIOT O MOBBIILIEHHOM PUCKE CHUKEHUS
¢depruibHOCTH Ha (hOHE TPUMEHEHHS (PUHTOIMMOIA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeICTBAMH M padoTath ¢
MeXaHHU3MaMH

[Taruentam, y KoTOpbIX Ha (poHe mnpuMeHeHHs mnpemnapara JludecrnaH BO3ZHUKAIOT Takue
HEXENATeNIbHbIE SBIEHUsA, KAK TOJOBOKPY)KEHHE U COHJIMBOCTb, HE CIIELyeT YIpPaBIAThb
TPAHCTIOPTHBIMU CPEJICTBAMU UM MEXaHU3MaMH J0 MOJTHOIO UCYE3HOBEHHS JaHHBIX OOOUYHBIX
apdexToB. HeoOXoauM KOHTpPOJIb COCTOSIHMS MAlMEHTa B MepBble 6 4 MOcie MepBOro mpuema
npenapara rnepej Ha4ajaoM YIPaBJIECHUs TPAHCIIOPTHBIMU CPEICTBAMM.

4.8. HexenaresibHbIEC peakuuu

Pesrome npoduis 6e3onacHocTu

Jannsle 1o 0e30macHOCTH TNpPUMEHEHUs (PUHroJMMOJa TOJy4YyeHbl B JABYX Iuanedo-
KOHTPOJHMPYEMBIX KIMHUYecKHX ucciepoBaHusx Il ¢a3el u ximHudeckom uccnenoanuu 11
(a3bl ¢ aKTUBHBIM KOHTPOJIEM Y B3pOCIIbIX MALMEHTOB ¢ peuuauBupyomuM PPC. Obuee yncino
MAIMEeHTOB, Mody4aBmux ¢uHronumon B gosax 0,5 mr wmm 1,25 wmr, cocrasuno 2431. B
JBYXJIETHEE I1ane00-KoHTpoaupyemoe kinnnudeckoe uccienosanre D2301 (FREEDOMS) 65110
BKJIIOYEHO 854 B3pOCIBIX MalMeHTa, Mody4yaBIIuX (uHronumon, u 418 B3pOCIbIX MalMEHTOB,
noslydaBlmux Iuane6o. B nByxierHee miane0o-KOHTPOIUPYEMOe KIMHUYECKOE HCCIIe0BaHUE
D2309 (FREEDOMS 1I) Obuto BkitoyeHo 728 B3pociblx manueHToB ¢ PC, momywaBmmx
dbuHromMMon, u 355 B3pOCHBIX MAlMEHTOB, MOJyYaBIIMX Iutane60. B o0beAMHEHHBIX AaHHBIX
3TUX ABYX MCCIIEIOBaHUHN TP MPUMEHEHUH PUHroIuMo/a B f03€ 0,5 M oTMeYaIuch cienyromue
cepresnbie HP: nndexnmu, Makynsapubiii otexk u npexonsmas AB-01okaga B Havaie JICUCHHUS.
Haubonee yacro (wactora >10 %) mpu npumeHenuu npenapara B go3e 0,5 Mr HaOmaromamuch
TPUIII, CHHYCHT, TOJIOBHAsI 00JIb, AUapesi, 00Jb B CIMHE, MOBBIIIEHUE aKTUBHOCTH «T1€UEHOYHBIX)»
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0,5 mr) aBisuiock nobieHue aktTuBHocTu AJIT (2,2 %). HP B ogHOneTHeM uccnenoBanuu D2302
(TRANSFORMS), BxitouuBiiem 849 B3poCHbIX MMAIMEHTOB, IMOJIy4YaBIIUX (UHTOJIUMOJ (B
TpynIe CpaBHEHUs MPUMEHsITU UHTepdepoH Oera-la), Kak mpaBuiIo, OBUTH CXOJTHBI C TUTANE00-
KOHTPOJIUPYEMBbIMU HCCIIEOBAHUAMH C YYETOM PA3JIMYUil B POIOJKUTEIILHOCTH UCCIIeI0OBAHUSI.

Pe3tome HexkenaTebHbIX Peakiun

OmnpeneneHne 4acTOThl HEXENaTebHBIX PEaKIuid MPOBOJUTCS B COOTBETCTBUU CO CIICAYIOIIUMU
KpUTEpHUsIMH: 04eHb yacTo (>1/10), vacto (ot >1/100 no <1/10), Hewacto (ot >1/1000 o <1/100),
penko (ot >1/10000 mo <1/1000), ouens peaxo (<1/10000), yactora Hem3BecTHA (HEBO3ZMOKHO
OLICHUTh HA OCHOBAaHUM MUMEIOIIUXCS TAHHBIX).

Heoicenamenvhnvie peakyuu, 8visigenHble 8 pe3yibmame KIUHUYEeCKUX UCCTIe008aHUL
HUndhexyuonmnvie u napasumapnvie 3a00.1e6aHusl

OdeHb 4acTo: TPUIII, CHHYCHT;

Yacro: uH(eKuu, BbI3BaHHbIE BUPYCOM reprieca, OpOHXUT, OTPyOEBHIHBIH JIHILIAM;

HeuacTto: mHeBMOHHS;

HewuspectHo: nporpeccupyroiias MyibTudokaabHas neiikodHuedanonatusa™*, KpUNTOKOKKOBBIE
uHpeKkmun™**,

Hobpokauecmeennvie, 310KauecmeeHHble U HEYMOYHEeHHble 3a00e8anus (8KI04As KUCHblL U
noaunsvi)

Yacro: 6a3anpHOKIETOYHAS KapIIUHOMA;

Heuacro: 3710KkauecTBeHHAss MeTaHoOMa* ***;

Penko: mumdoma™** miaockokneTouHas kapuuHoMa™***;

Ouens penko: capkoma Kamormm™***;

HewnsBecTHo: kapiimHoMa U3 KJIeTok Mepkers™**,

Hapyuwenus co cmoponbl kposu u tumpamuieckoii cucmembl

Yacro: numponeHus, TeiKoneHus;

Hewacro: TpomOoIuTONCHNS;

HewnsBectHo: nepudepudeckue oTeku™**,

Hapywenus co cmoponvt ummyHnHou cucmemsi

YacTtoTa HEW3BECTHA: pEaKUWW TUNEPUYYBCTBUTENBLHOCTH, BKJIIOYAsl ChIMb, KPANWBHUIY U
AHTHMOHEBPOTUYCCKUI OTCK HA JTalle Hadaia JICUeHUs***, ayrOMMMYyHHAas TEeMOJHTHYECKas
aHEeMUST***,

Hapyvwenus ncuxuxu

Yacro: nenpeccus;

Hewacro: nenpeccuBHOE HACTPOCHHE.

Hapywenus co cmoponul nepgnoti cucmemul

OueHb YacTo: TOJIOBHAS 00JIb;

Yacro: roioBOKpYKEHHE, MUTPEHb;

Heuacro: cy1opoXKHBbIE IPUCTYIIBI;

Penxo: curnpom obpaTumMoit 3aaHei sHIehanonaTun™;

HewusBecTHO: TspKeNmoe yXyAmeHue 3a00IeBaHMS TOCJIe OTMEHBI TIpernapara.

Hapywenus co cmoponvl opeana 3penus

YacTo: HEYETKOCTh 3pEHHUS;

Heuacro: makynspHblii OTEK.

Hapywenus co cmoponvwl cepoua

Yacro: Opaaukapausi, AB-6mokana;

Ouensb penko: nHBepcus 3yora TH***,

Hapywenus co cmoponwl cocyoos

Yacro: noBeimenue AJl.

Hapywenus co cmoponul Ovixamenvhotl cucmembvl, opeanog 2pyOHOU KIemKU U cpedoCmenus
OudeHb YacTo: Kalleib;
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Hapywenus co cmopoHvl dicenydouno-Kuuieuno2o mpakma

Ouenb yacTo: auapes;

Hewacro: TomrHOoTa***,

Hapywenus co cmoponvl neuenu u sicenyuegbl8o0auux nymeti

HewunsBecTHO: mopakeHune neueHn™**,

Hapywenus co cmoponsl kodtcu 1 noOKOHCHbIX mMKaHell

Yacro: sk3ema, aJIonenus, KOXKHbIN 3y/1.

Hapywenus co cmoponvl ckenemuo-muluiedHol u coeOUHUmeIbHOU MKAHU
OueHp yacTo: 00JIb B CIIMHE;

YacroTa HeM3BeCTHA: MUAJIT U, apTPAIITHSL.

Obwue paccmpoticmea u HapyuleHus 8 Mecme 86e0eHusl

Yacto: acTeHus.

Jlabopamopnvle u uncmpymenmanvhuvle OanHvle

OueHb 4acTo: MOBHIIICHUE aKTUBHOCTH «TiedeHOUHBIX» dhepmenToB (AJIT, I'TT, ACT);
YacTo: NOBBIIICHHE KOHIIEHTPAIIUY TPUTIIULIEPUIOB KPOBH,

Heuacro: Heifirponenus;

HewusBecTHO: cHMYKEHHE MACCHI Tea.

* HP ne ommeuanace 6 uccieoosanusx FREEDOMS, FREEDOMS Il u TRANSFORMS. Yacmoma
vkazana uz pacuema ua 10000 nayuenmos, noayuasuiux QuHeOIUMOO 80 BCeX KIUHUHLECKUX
UCCE00B8AHUSX.

** [IMJI u kpunmokokkosvle uHpexyuu (8K0YaAsE KPUNMOKOKKOBbIU MEHUHSUM) OMMEYAIUCh 8
NOCMPe2UuCmpayuOHHOM nepuooe.

**% HP, 3apecucmpuposantvie u3 CHOHMAHHbIX COOOWeHUL U TUmepamypbi.

*HA*k Kameeopusi yacmomosl 6cmpeyaemMocmu U OYyeHKd PUCK08 0CHO8ana u3 pacuema Ha >24000
nayueHmos, NOAYYAaAsUUX uHeonUMo0 6 003e 0,5 M2 8 KIUHUYECKUX UCCIe008AHUSIX.

Onucanue OT/IebHbIX HEKEIATeNIbHBIX PEaKIii

Unghexyuu

ITpu mpuMeHeHnn npenapara B KIMHUUYECKUX HccienoBaHusax B 1o3e 0,5 mr y nmauueHtos ¢ PC
obmas vacrora uadpekuuit (65,1 %) Obuta cxomHOM ¢ TakoBO#M B rpymme mianebto. OgHako, y
NAlMEeHTOB, TMOJYyYaBUIMX (PUHIOJIMMOM, 4Yalle OTMEYAINCh HMH(MEKUHUH HUKHHUX OTJIENOB
JBIXaTEeNIbHON CHCTEMBI, B NEPBYIO Odepeab OpPOHXHUT, U B MEHbIIEH CTENEeHH HH(EKIUH,
BBI3BaHHBIE BUPYCOM IepIieca, U THEBMOHMUS.

[Ipu neuwenun mnpenaparoM B no3e 0,5 Mr ObUIM 3aperucCTpUPOBAaHBl HECKOJBKO CIIydacB
JUCCEMUHMPOBAHHOTO reprieca, BKIKYasl CIy4au CO CMEPTEIbHBIM UCXOA0M.

Cnyuan unpexnuu BITY, Bkmtouas nmamwuiomy, nucrutasuto u BITY-accoumupoBaHHBIN pak,
HaOJII01aIMCh B MOCTPETHCTPALMOHHOM TepHoJie PUMEHEHHUs mpemnapara (cM. paszaen «Mepbl
MPEIOCTOPOKHOCTU IIPU TPUMEHEHUN) ).

B nocrperncTpallMOHHOM TIEpUOJE OTMEYEHBl CIydad pa3BUTHS ONIOPTYHUCTHYECKHUX
nH(]EKIni, BEI3BAaHHBIX BUPYcaMu (HaIpuMep, BUPYC TpocToro reprieca (Herpes simplex virus,
HSV) unu Bupyc omnosiceiBaromiero reprieca (Varicella zoster virus, VZV), KOTOpble MOTYT
IPUBECTU K MEHUHTUTY/3H1Ie(panuTy, BUPYC, BbI3bIBatouil pazsutue [IMJI (John Cunningham
virus, JCV)), rpubkamu (Hampumep, KpPUNTOKOKKAMH, BBI3BIBAIOLUIMMU KPUIITO-KOKKOBBIH
MEHUHTUT) WK OakTepusMu (HampuMep, aTUIIUYHbIE MUKOOAKTEpUH), B TOM YHCIIE C JIETATbHBIM
HCXO0M.

Makxkynapuwiii omex

B xnuHuueckux uccnenoBaHusax y nanueHToB ¢ PC yactoTra oTeka Makylsbl IpM NPUMEHEHUU
npenapara B 103e 0,5 mr coctasisiia 0,5 %, a mpu npuMeHEeHUHU B OoJiee BHICOKOM 103¢e 1,25 Mr —
1,1 %. B GonbIIMHCTBE CilydaeB pa3BUTHE MAaKyJIIPHOIO OTeKa HaOoJanoch B TedeHue 3—4
MecsIeB Mocie Havyaia jeueHus. B psaae ciayuyaeB HaOmoqancs OTeK MakyJibl 0€3 KIMHUYECKUX
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NAIMEHTOB MAaKYJISIPHBII OTEK CONPOBOXKAAJICS HEUYETKOCTBIO 3PEHUS WIN CHU)KEHHEM OCTPOTHI
3perus. Ilpu npekpamieHuu JedeHus MpenaparoM B OOJBIIMHCTBE CIy4YaeB IPOMCXOAUIIO
YMEHBIIIEHNE BBIPAXKEHHOCTH WJM CIOHTAHHOE pa3pelleHHE MJAaHHOIO COCTOsHHMs. Puck
HOBTOPHOI'O BO3HUKHOBEHUS I10CJI€ BO30OHOBJICHUS TEPAMK HE U3YYEH.

YacroTa pa3BUTUS MaKyJISPHOIO OTEKa IOBBIIIAJIAcCh IPU HAIWYUM B aHamHe3e yBeuTa (17 %
CpeaM MalueHToB ¢ yBeUToM B aHaMmHese U 0,6 % 6e3 TakoBoro). [Ipumenenue punronmumona e
u3ydanu y nauueHtoB ¢ PC u caxapHbIM 11a0eTOM, KOTOPBIN XapaKTEPU3YyETCsl BBICOKUM PUCKOM
Pa3sBUTHSI MaKyJISIPHOTO OTeKa. B KJIMHUYECKUX UCCIIEOBAaHUAX Y MALMEHTOB ¢ TPaHCIUIaHTal[en
MOYKH, KyJ1a ObUTH TaK)Ke BKIIOYEHBI MAIMEHTHI C CAXapHBIM 11abeToM, IPUMEHEHHE Mpernapara
B J103aX 2,5 MI' U 5 MI' IPUBOAMJIO K MTOBBIIIEHUIO YACTOTHI Pa3BUTHS MaKyJIIPHOTO OTEKA B 2 pasa.
bpaouapummus

B xnuHuMyeckux wuccnenoBaHusx y nanueHtoB ¢ PC B Havane JseyeHMs IIpenapatoM B
pPEKOMEHlyeMOI  J103€  OTMe4alloch TpaH3uTtopHoe cHuwkenne UYUCC wu  3ameieHue
aTPUOBEHTPUKYIISIPHONH NPOBOJUMOCTH, IIPU 3TOM MakcuMaibHoe cHikeHrne YCC Habmroaanocek
B TeueHue 6 4 nocie npuema npemnapara B n1o3e 0,5 mr (cpeanee cHuxenue Ha 12—13 ynapos B
MuHyTY). YCC MeHee 40 y1apoB B MUHYTY Y B3pOCiibIX U MeHee 50 yaapoB B MUHYTY y JeTell IpH
npuMeHeHuu npernapata B go3e 0,5 mr ormeuanacs peako. YCC Bo3Bpamaiiach K UCXOJHOU B
TedyeHue | Mecsa peryaspHoro npuMeHeHus npenapara. Kak npasuio, Opanukapans nporekaia
0ECCUMITOMHO, OJTHAKO y HEKOTOPBIX MAIMEHTOB Pa3BHBAJINCH CHMIITOMBI CIIa0OW M CpeaHen
CTEIEHH, BKJIIOYasl apTepUaIbHYIO THIIOTEH3HUIO0, TOJIOBOKPYKEHHUE, TOBBIIIEHHYIO YTOMIIIEMOCTh
u/Wm omryuieHne cepauneOuenus. [lepedncienHpie CUMITOMBI pa3peliainch B TeueHue 24 4
1ocje Havasia JeUeHHUs..

B xnuHnueckux uccnenoBanusax y nauueHToB ¢ PC B Havane Tepanuu AB-Onokana I crenenn
(ynuuenue wuHTepBana PR na OKI') nabmomanmace y 4,7 % DaUEHTOB, MOJYyYaBIIUX
¢unTOIMMO B n03¢e 0,5 mr, y 2,8 % nanueHToB, moxy4yaBmmx uaTepdepon Oera-lany 1,6 % B
rpynne uiane6o. AB-6mokana Il crenenu Obuia BbisiBIeHa y MeHee yeM 0,2 % B3pocibix
NAlUEHTOB, MNOJIy4yaBmMX (uHronumon B goze 0,5 mr. B mocrperucrpaniuoHHOM Iepuoje
OTMEYEHBI CIy4au MPEeXoJslled, caMONpOU3BOJIbHO pasperaromieiics noiaHoi AB-6mokanasl B
TE€4YEeHHE MEPBBIX 6 U Mocje NpUMEHEHUs MepBoi 1036l puHTromuMoaa. CUMITOMBI pa3penianuch
CaMONpoM3BOJIbHO. HapyiieHuss mpoBOAMMOCTH, HaOMOJaeMble Kak B KIMHMYECKHX
HCCJIEIOBAHMSIX, TaK U B MOCTPErUCTPALMIOHHOM NEPUO/E, KaK MPaBUiIO, ObLIIN TPAaH3UTOPHBIMH,
0ECCUMNITOMHBIMHM M pa3pelaiuch B Te€UEHHE MEpBBIX 24 4 mocie Hayaja JiedeHus. Y OIHOro
nanueHTa ¢ acumnroMarudeckoi AB-6mokamod Il cremenm Tunma MoOutn 1 npumenwin
U30MPEHATINH, OJHAKO OOJBIIMHCTBY MAIMEHTOB MEIUIIMHCKOIO BMEIIATENbCTBA HE
TpeOoBaIOCh.

B nocrperucrpalinOHHOM IEPHUOE ONUCAHBI N30JIMPOBAHHBIE OTCPOUYECHHBIE CITy4Yau MPEXOAsIEN
aCHCTOJIMM W HEOOBSACHMMOH BHE3aHOM cMepTH B TeueHue 24 4 mocje MepBoro mnpuema
npemnaparta Ha ()OHe OJHOBPEMEHHOTO MPUMEHEHUs APYTHX JIEKAPCTBEHHBIX MpenapaToB W/Win
COIYTCTBYIOIIEH MATOJOTUH, OJHAKO CBSI3b MEXIy NpPUEMOM (QUHTOIMMOAA U JaHHBIMU
COOBITUSIMM HE JI0Ka3aHa.

Apmepuanvroe oasnenue (A/])

B knmHMYECKUX MCCIENOBAHUAX NPU MPUMEHEHUH npenapara B 1o3e 0,5 mr y manuenTtos ¢ PC
OTMEYaJIOCh HeOOIbIlIoe TMOBbIIIEHHe cuctoaudeckoro AJl B cpemHem Ha 3 MM pT.CT.,
nuacronudeckoro AJl —ua 1 MM pr.ct. [loBbimenue A/l Habmoganock NpuOIn3uTeNbHO Yepes 1
MecsIl MOCIe Havaja JEYEHUS UM COXPAHSIOCh NPH MpoAoDKeHUM Tepanuu. lloeimenne AJ]
oTMeYanoch y 6,5 % manueHToB, noxy4aBuux GuHronumos B 1o3e 0,5 mr (B rpymnmne mianebo y
3,3 % mnamuenToB). [1o JaHHBIM MOCTPErUCTPAIIMOHHBIX HAOMIONCHHUMA CiTydau TOBBIIICHHS Al
OTMEUAJINCh B TEYEHHE NIEPBOT0 MECSIA JIEUEHNS U B IIEPBBII I€Hb IPUMEHEHUSI IIpenapara, npu
9TOM B HEKOTOPBIX Cllydasx TpeOOBaloCh NPUMEHEHHE T'MIOTEH3WBHBIX IpernapaTroB WU
npepbIBaHKE JeYeHHUS (PUHTOJIIMMOJIOM.

Hapywenue ¢ynxyuu neuenu
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B KIMHUYECKHX UCCIEOBAHUSX Y B3POCIHIX nauﬁ%ng@"-}:’%&'TWéﬁéﬁER U neaénne

(UHrOTMMOZIOM, OTMEUYAJIOCh TIOBBIIICHHE AKTUBHOCTH «IEUYECHOYHBIX» (epMeHTOB. Ilpu
pexomennyemoir goze 0,5 mr B 8,0 % ciydaeB oTmeuanoch OECCUMITOMHOE IOBBIIICHUE
aktuBHocty AJIT >3 x BI'H u B 1,8 % cinyuaeB — =5 x BI'H. ¥V HekoTOpBIX MalMeHTOB Ipu
BO300HOBJICHHM TEpanuyd OTMEUYaJIOCh I[OBTOPHOE MOBBIIICHHE AKTUBHOCTU «IEYCHOYHBIX)
TpaHCaMHHAa3, YTO IOATBEPXKIAET CBS3b C IpernaparoM. B KIMHMYECKUX HCCIIEJOBAHUSIX
MOBBILICHHE aKTUBHOCTH aMUHOTpaHc(epa3 MOIJI0 BOZHUKATh B JIF0OOE BpeMs B XOJI€ JICUEHUS,
OJTHAKO B OOJBIIMHCTBE CIIy4aeB OHO BO3HMKaJO B mepBble 12 mecsneB. Hopmammzanus
aktuBHOCTH AJIT B mma3sme KpoBH NpoOUCXOAWIIA MPUOIU3UTENBHO uepe3 2 Mecsia Mocie
OpeKpalieHus: IpueMa mpenapara. Y HEOOJNBHIIOrO 4YHWCIA TAlWEHTOB C MOBBIIIEHHOU
aktuBHOCTBIO AJIT >5 X BI'H (10 B rpynme 1,25 mr, 2 B rpymie 0,5 Mr), Mpo10KaBIINX JICUCHUE
npenapaToM, HopMmanusanus akTtuBHocTH AJIT mnpowsonuia npuOIM3HUTENBHO B TEYEHHE S
MECSIIEB Teparnuu.

Heeponozuueckue napyuwienus

HmeroTcst cooOIIeHNs 0 PEAKUX CIydasX MOPaKeHUs] HEPBHOW CUCTEMBI y B3POCIIbIX MMAIIUEHTOB,
nosydaromux (GuHromMMon B BbICOKMX mo3ax (1,25 mMr wmmm 5,0 Mr), BKIOYas pasBHUTHE
UIIEMUYECKUX U FeMOPPAruv4eCKUX WHCYJIbTOB U ATUIHYHBIX HEBPOJOTHYECKHX PACCTPOMCTB,
TaKUX KaK OCTPBIN IUCCEMUHUPOBaHHBIH dHIIePamomuenut (O1OM)-nogoOHbIE COCTOSHHUSL.
Hapywenus co cmoponwl cocyoos

[Tpu neyernnn uHTONMMMOIOM B 1103€ 1,25 MI peaKo OTMEYaTUCh OKKIIIO3MH MepudepruyecKux
apTepui.

Hvixamenvuas cucmema

B kimMHHYeckoM wWccnenoBaHMM dYepe3 1 Mecsl] TPUMEHEHUs Mpenapara OTMeudanoch
HE3HAYUTEIIFHOES JI0303aBUCHMOE CcHIbKeHue mnokasarencii O®B; m DLCO, B nanpHeimem
JNOCTUTHYThIE 3HAYeHMs] MJAHHBIX MapaMeTpoB He MeHsuuch. K 24 Mecslly CHUXXEHHE
npennosaraeMoro O®B; B NpolieHTHOM OTHOLIEHUH OT M3HAYaJIbHOTO IOKAa3aTessl COCTaBUIIO
2,7 % npu npumeHnenun ¢unronumoza B goze 0,5 mr u 1,2 % B rpynne rianebo, mocie OTMEHbI
Tepanuu JaHHOe paziuuue HuBeaupoBasiock. CHmwkenne DLCO k 24 wmecsiy npuMEHEHUs
¢dbunromumona B no3e 0,5 mr cocrasuio 3,3 % B cpaBHeHuu ¢ 2,7 % B rpyIie mianeoo.
Cyoopoocuble npucmynul

[Tpu npuMeHeHHH (GUHTOIMMOJA B KIMHHUYECKUX HCCIEIOBAaHMAX M B MOCTPETUCTPALIMOHHOM
NEepUoJe  3aperucCTpUpOBaHbl  ClIy4dau pa3BUTHUS  CYJOPOXKHBIX  IPHUCTYNOB, BKIIOYas
AMWIENTUYECKUI CTaTyC, y B3pOCIBIX. B KIMHHYECKMX HMCCIEAOBAHUAX y B3POCIBIX 4acTOTa
CYJIOpOXKHBIX NpucTynoB Obuia 0,9 % y manueHToB, noixy4yaBmux Guaroaumon, npotus 0,3 % B
rpynne miare6o. HensBectHo, CBsI3aHBbI JIM 3TH ABJIEHUS TOJIbKO ¢ TedeHueMm PC, mim TosbKo ¢
(UHTOIMMOOM, WIIH C UX COYETAaHUEM.

Jlumgomul

[To naHHBIM KIMHUYECKUX U MOCTPETUCTPALMOHHBIX UCCIEAOBAHNMN, Y MAUEHTOB, MOTYYaBIINX
(UHrOIMMOJ], OTMEYAJIOCh PA3BUTHE PA3IUYHBIX THUIIOB JUM(OM, B TOM UHUCIIE CMEPTEIbHBIN
ciydail B-kieTouHoit nuM@oMbl, MOI0XKUTEIBHON M0 BUpycy DniuteitHa-bapp. Yactora numpom
(B- n T-xyeToyHOM) B KIMHUYECKMX HCCIEIOBaHMAX ObUIa BBINIE, YeM OXHUAAeTcs B OOIei
nomyJsiuu. B mocTtperucrpallmoHHOM MNepHoje Takke ObUIM 3aperucTpUpPOBAHbI OTIECIbHbBIE
ciydau koxkHoU T-knetounoi mum@omsl (rpuboBUIHAS TpaHyJIeMa).

T'emoghacoyumapnuiii cunopom

B mocrpeructpallioHHOM MEpUoje Y MAalMEHTOB, IOJYYaBIIMX JIeUeHUE (DUHTOIUMOJIOM,
OTMEUEHBbl OYEeHb pEIKHE CIydyau pa3BUTUS TeMo(arolUTapHOTO CHHAPOMA C JIETAIbHBIM
UCXOJIOM, CBSI3aHHBIE C HMH(EKIHOHHBIM 3aloneBaHueM. ['eModarouuTapHbli CHHAPOM —
COCTOSTHUE, aCCOLIMUPOBAHHOE ¢ HHPEKIIMOHHBIMU 3a00JIEBAaHUSIMU, UMMYHOCYIIpECCUEN U PSIIOM
ayTOMMMYHHBIX 3200JI€BaHUH.

Ilayuenmuvr cmapwe 10 nem
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npruMeHeHuu npenaparta B 1o3e 0,25 mr wm 0,5 mr 1 pa3 B cyTku o6muii npod s 6e30nacHOCTH
OBLI COOCTAaBUM C TAKOBBIM Y B3POCIIBIX MMAIIUEHTOB.

B unccnenoBanumn y nereil cyAOpOXHBIE IPUCTYNBI 3apETUCTpUpOBaHbl Y 5,6 % NanUEHTOB,
nosydaBiux punronumon, 'y 0,9 % manueHTos, nony4aBmux uHTepdepoH dera-1a.

Co0011IEHHE 0 [10I03PEBAEMBIX HEKENATEILHBIX PEAKIIMAX

BaxkHo co00IIaTh O TMOA03PEBACMBIX HEXKENIATCIbHBIX PEAKIMAX IOCIE PETUCTPAIH
JICKapCTBEHHOT'O Tperapara ¢ Ieblo 00eCcreYeHrs HEMPEePhIBHOIO MOHUTOPUHIA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mperapara. MeIuIMHCKUM pa0OTHHUKAM PEKOMEHIYETCs
CO00IIaTh O JIFOOBIX IOJI03PEBACMBIX HEXKENIATSIBHBIX PEAKIUAX JICKApPCTBEHHOTO Ipernapara
qepe3 HallMOHAJIBHBIC CUCTCMBbI COO6H.[CHI/I$I O HEXKCJIATCIIbHBIX peaKHI/IHX FOCYI[apCTB — YJICHOB
EBpa3uiickoro 3kOHOMHUYECKOI0 COI03a.

Poccniickas @enepanvs

®denepaiibHas Ci1yxk0a 1Mo HaI3OPY B chepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. Mocksa, CraBsiHCKas IJI0IIab, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekrpoHHas outa: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIICKOMMYHHUKAITUOHHOM ceTu «MHTepHETY:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMOTOMBI

3710poBbIe JOOPOBOJIBLIBI YJIOBJIETBOPUTEIBHO NEPEHOCUIIM OJHOKPATHBIM MpHEM IpernapaTta B
no3e 40 mr (mo3za B 80 pa3 mpeBblIamoIIas CyTOYHYIO PEKOMEHIYEeMYI0), IIPU 3TOM y 5 u3 6
JTOOPOBOJIBIIEB OBLIO OTMEUEHO OLIYHICHHE JIETKOTO CTECHEHHsI WM YyBCTBO AMCKOMQOpTa B
TPYAHON KJIETKE, YTO KIMHUYECKH COOTBETCTBOBAIO HEOOJBIIONW PEaKTHUBHOCTH JbIXaTENbHBIX
Iy TEH.

B Havane npumeHneHus GUHroIUMO]T MOKET BbI3bIBaTh pazputue Opagukapaun. Camwkenue YCC
00bIYHO HaONIOAAeTCs B TEYEHHE OJIHOTO 4aca IOocje MEPBOr0 MPUMEHEHUS U MPOMCXOJIUT
HauOonee pe3ko B TedeHHe 6 4. OTpuLATeNbHBI XpPOHOTPOHHBIH >PPEeKT (GUHroIMMOAA
coxpansieTcd U mnocie 6 4, OJHaKO B MOCJEAYIOLIUE AHU JIEYEHUsI OH MOCTENEHHO OcIabeBaer.
NmeroTcs cooOIIeHUsT O 3aMeUIEHMU aTPUOBEHTPUKYIISIPHOTO MPOBEAECHUS U OTIENIbHBIE
COOOILIEHNUs O MPEXOASIINX Cclyyasx MoiaHoN AB-0510kabl CO CHOHTaHHBIM pa3pelieHUueEM.
Jleyenue

B ciyuae nepeno3upoBku npu mpueMe NepBou 103kl GUHTOIMMOAa HEOOXOAMMO OCYIIECTBISATh
HaOJroIeHNe MalMeHTa B TeYeHne MUHUMYM 6 4, BKiIrodatoniee DKI'-MOHUTOPUHT (B pealbHOM
BpeMeHHM) U exxeuacHoe uzmepenne UCC u AL,

Ecnmu uepe3 6 u mocne meporo npuema YCC coctaBister < 45 ya/MHUH Yy B3pOCHBIX, HIU
<55 yn/mun y nereii crapiuie 12 net, unu < 60 ya/mun y gaeteit ot 10 go 12 net, uau nposBHUINCH
OKT-npusnaku Il u Beime creneneit AB-6mokansl, nian QT-untepBan cocraBuia > 500 mcek, To
clenyeT IpOJINTh MOHUTOPUHT IO KpallHEel Mepe 10 CIEeNyIOLIero yTpa WK A0 TeX Mop, MoKa
HapyueHus He paszpemarcs. [Ipu BosHukHoBeHH AB-6nokazs! 111 ctenenu B mo6oe BpeMs CyTOK
TaKkke HEOOXOIMMO oOecreunTh HAOMIOJIEHHE MO0 KpaHeW Mepe M0 CIEAYIOIIEro yTpa.
OUHTOIMMO/I HE YAAISETCA U3 OpraHu3Ma IOCpeACTBOM Juain3a u miasmadepesa.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoauHaAMHUYeCKHE CBOHCTBA

dapmakoTepaneBTUUYECKas IPyINa: KMMYHOJIEIIPECCAHTHI; CEIEKTUBHBIE HMMYHOICITPECCAHTHI.
Kon ATX: LO4AA27

MexaHus3m JaeicTBUs
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DUHTOIUMO, MOAYIUPYET PEUEnTOphbl CHUHTO 31/IH-1-(1)93H;'5-"[';| '%éﬁ%‘é{[«gggﬁk;)' &)ﬁi;jr':(';ﬂ'ﬂ/ﬁwon

MeTa0oIu3upyeTcss CHUHrO3MHKUHA30M 10 aKTUBHOro MeTabonuta (uuronumonadocdara. B
HaHOMOJISIPHBIX KOHILIEHTpauusax ¢uHroaumoadocdar cpsassiBaercs ¢ SIP-penentopamu Ha
MOBEPXHOCTH JIUM(OIUTOB, OBICTPO IPOHUKAET B IICHTPAIbHYIO HepBHYIO cuctemy (LITHC) uepes
remaTodHIehaTnIecKuii 6apbep u cBs3biBacTcs ¢ SIP-pernentopaMu Ha TOBEPXHOCTH HEUPOHOB.
CesasbiBasice ¢ SIP-penienropamu numponuTos, ¢puHromumoadocdar GIOKUpPYyeT CrOCOOHOCTh
IMM(OIUTOB MOKHJIATh JUMGATHUYECKUE Y3Jbl, 4YTO MPUBOJUT K IepepacHpeaeICHUIO
TMM(OIUTOB B OpraHM3Me, HpPU ATOM HE IMPOUCXOAUT YMEHBIICHUS OOIIEro KOJIMYecTBa
mumponuroB. IlepepacnpenencHue TUMPOLIUTOB MPUBOAUT K YMEHBIIEHHIO JIMM(GOLUTAPHON
unpunsTpaun [JTHC, B TOM uymcne BocnamuTenbHbiMH KieTkamMu Thl7, ymeHblieHuto
BBIPQ)KEHHOCTH BOCHAJICHHS U CTETIEHH ITOBPEXKIEHUS HEPBHOM TKaHU.

HccnenoBanust Ha )KUBOTHBIX U 9KCIIEPUMEHTHI in Vitro TIOKA3bIBAIOT, YTO 3P (HEKTHl PUHTOIMMO/IA
TaKXKe MOryT ObITh OOyCIOBIEHBI €ro B3aumoneicrBueM c SIP-penentopamu Ha HEpBHBIX
KJIETKaX.

DapmakoanHamuueckue 3G HeKThl

B Teuenue 4—6 4 mocie nepBoro npueMa puaronmmMoa B 1o3e 0,5 Mr KoimmuecTBo TUMGOITUTOB
B KPOBHU CHIDKaeTcsl nmpubimsurensHo A0 75 % oT ucxoxHoro 3HaueHus. [lpu amurenbHOM
©KEHEBHOM NPUMEHEHUH (DUHTOIMMO/Ia KOJIMYECTBO JIMM(OIMTOB MPOIOJIKAET CHUKATHCS B
Te4eHUue 2-X HeJlellb, JOCTUrasi MUHUMAaJIbHOT O roka3atess 500 KIeTOK/MKII Ui IPUOJIN3UTEIIBHO
30 % ot ucxonHoro 3HaueHus. Y 18 % nmanueHToB OTMEYaIoCh M0 KpailHell Mepe OJHOKpaTHOe
CHIDKeHHe KosimdecTBa JumdorutoB Huwxke 200 kierok/Mka. Ilpu perynspHoM mnpueme
(GUHrOIMMOJa CHUKEHHOE KOJMUYECTBO JIMM(OUUTOB coxpaHsuioch. bonbmmuctBo T- u B-
IUM(OIUTOB MEPHUOAMYECKH MPOXOAUT uepe3 JTUMGOHIHBIE OpraHbl, U UMEHHO 3THU KJIETKU
SIBIISTIOTCSI TJIABHOW MUIICHBIO it AedcTBUS (puHrommmona. Omnako oxonmo 15-20 % T-
IUM(OIUTOB, SBIAOLMXCS 3(PPEKTOPHBIMU KIETKAaMU HMaMITH U UTPAIOLIMMH BaXKHYIO POJIb B
nepuepudeckoM HUMMYHHOM KOHTpOJIE, HE MPOXOIAT uepe3 ITUMQOUIHBIE OpPraHbl U HeE
HOJBEPKEHbI BO3JACUCTBUIO (pUHTrONMMO/A. B TeueHne HEeCKOJIbKMX IHEW Iociie MpeKpalieHus
npuemMa (UHTOJIMMOJAa B KPOBH OTMEYAeTCs IIOBBIICHHE KOJUYECTBA JIMM(OLUTOB.
Hopmanu3zanus koaudecTBa JUMQPOLUTOB MPOUCXOIUT uepe3 1-2 mecsua nociue npekpaieHus
nedeHus. [locToAHHBIN MpreM (UHTOIMMOJIAa IPUBOJIUT K HEOOJBIIIOMY CHUKEHHIO KOJIMYECTBA
HeTpoduiaos, mpubamuzurensHo 10 80 % OT uCX0HOTo ToKa3arTess. MOHOILUTHI He MOABEPKEHBI
BO3JICUCTBUIO (DUHTOIMMO/IA.

B navane neueHust GUHroIMMOJIOM B PEKOMEHTyEeMOi1 103€ 0TMEUaeTCsl TPAaH3UTOPHOE CHUKEHHE
UCC u 3ameieHne aTpUOBEHTPUKYIISIPHOM TpoBoAUMOCTH. [Ipy 3TOM MakCUMalbHOE CHUKEHHE
YCC nabmogaercs B TedeHue 6 4 mocne npuema ¢uHronumona, a 70 % oTpHIATENBHOTO
XpOHOTPOMHOTo 3(dekra nocturaercss B nepBblii neHb npumMeHeHus. UCC BozBpamianach K
UCXOJIHOM B TeueHue | MecsIa peryasipHoro npuMeHeHus (pUHroIMMOoa.

Cumxenune YCC, BbI3BaHHOE (PUHTOJIMMOJI0M, MOKET OBITh KyITMPOBAHO IPUMEHEHUEM aTPOIIMHA
WM n3onpeHanuHa. [lokazano, 4To calbMeTepOoI1, IPUMEHIEMBIN MHTAISALMOHHBIM IyTEM, TAaKKe
BbI3bIBA€T YMEPEHHBIH MOI0KUTEIbHBIH XpOHOTPOIHBIHN 3 PexT.

B Hauvane mnpumeHeHHs (QUHTOIMMOZA OTMEYAETCSl YBEJIWYEHHE YHCIA TMPEeACepIHBIX
HKCTPACHUCTOJI, HE COMNPOBOXKIAIOUIEECS YBEIMUYEHUEM YaCTOThl (PUOPUILIALMU/TPETIeTaHus
npecepaAnit, )KeTyA04KoBOI apuTMueit win skTonueil. He orMedeHo BIUSHUS (PUHTOIMMOAA HA
YMEHbIIIEHNE CepJIeUHOT0 BhIOpOCa.

ABTOHOMHBIE (DYHKIIMH CEep/Lia, B TOM YHCie upKaauanHas BapuadenbHocTs YCC u peakuus Ha
buznyecKyro Harpy3Ky, He U3MEHSIOTCS MO/ BIUsSHUEM (GUHTOIMMO/A.

OnHOKpaTHOE U MHOTOKpAaTHOE MpUMeHeHne puHroaumozaa B 1o3ax 0,5 mr unu 1,25 Mr B TeueHne
JIBYX HEJENb HE AacCOIMUPOBAIOCH C OMNPEIENIIEMbIM YBEIWYEHHEM COIMNPOTUBISEMOCTU
JBIXaTeNbHBIX MyTel o 3HaueHuto ODB u cpeqHeit 00beMHOM CKOPOCTH BBIIOXA HA YPOBHE 25—
75 % ot dopcupoBanHol xku3HeHHOW emKkocTh Jyerkux (DXEJI). Otrmewanock, omHako,
J10303aBUCUMOE YBEJIMYEHHE CONPOTUBISAEMOCTH JABIXATEIbHBIX IIyTEH IPU OJHOKPAaTHOM
npuMeHEeHUH (UHTOJIMMOAA B JI03€ > 5 Mr, MpeBBIMIAIONIEH peKOMeHA0BaHHYI B 10 pas.
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C YMEHBIIICHHEM OKCUTEHAIIUY, YMEHBIIICHHEM CaTypallii KUCIOpoaa MpH (pu3ndeckoit Harpyske
WIM YyBEIWYCHHUEM PEAKTUBHOCTU JbIXaTeNbHBIX NyTeH K METaxoluHy. Y MalUeHTOB,
MOJTy4aBIIUX (UHTOJMMOJ, OTMEUalCs HOPMAIbHBIH OpOHXOAMIATAIIMOHHBIA OTBET Ha
MPUMEHEHNE UHTATSIIUOHHBIX O€Ta-arOHNUCTOB.

[Tpu npUMeHEHNH y NAMEHTOB C PEMUTTUPYIOIUM paccestHHbIM ckiiepo3oM (PPC, cpennnii Oann
no mkane naBamaHocTd EDSS 2,0) ¢unromumon B 1o3e 0,5 Mr CHHUXKaI 4acTOTY KIMHAYECKHUX
oboctpenuit 6one3nu Ha 54 %. Ilpu npueme ¢unronmmona y 70 % manmMeHTOB OoTMEYaliach
cTabunpHasi peMuccus B TedyeHue 2-x JeT (mo cpaBHeHuto ¢ 45,6 % B rpymme mianedo).
@UHrOIMMOJ, JOCTOBEPHO CHIIKAJ PHUCK MPOTrPecCUpOBaHMs HeTpynocnocoOHoctu. [lpu
MPUMEHEHUU (PUHTOIMMO/1a JOCTOBEPHO YBEIMYMBAIOCH BPEMs 10 HACTYIUICHUS 3-MECIYHOIO U
6-MECSYHOTO  MepHoJa  MOJATBEPKIECHHOTO  TPOTPECCHPOBAHUS  HETPYAOCIHOCOOHOCTH
(oLleHMBaEMOTO KakK TOBBIIIEHHWE OIleHKH Mo mmkaige EDSS or ucxomHplx mokaszaTeneil) mo
cpaBHeHHIO ¢ TUTane6o. PesynsraTtet MPT romoBHoro mosra namueHToB ¢ PPC Ha ¢one neuenus
(GUHTOIMMOZOM TOJTBEPKIAIOT 3HAUUTEIHHOE CHIKEHHWE aKTUBHOCTH TEUEHHUS 3a00JeBaHUS
(uaTeHcUBHOCTH BocnanutenbHoro mnpornecca B IHC, pa3smMepoB u KojauyecTBa O4aroB
JEMHUEIIMHU3ALINN ).

5.2. DapmakoKuHeTHYECKHE CBOMCTBA

JlanHbpie 0 GapMaKOKMHETHKE (PUHTOJIMMOAA OBUTH IMOJyYeHBl Y 3A0POBBIX JOOPOBOJIBIIEB, Y
PELMIIMEHTOB MOYKH U y nanuenTos ¢ PC.

AOGcopouus

[Ipu npueme BHyTph BcackiBaercsi >85 % n103bl. BcackiBaHue (QUHroanMmona HpOMCXOIUT
MEJIEHHO (BpeMsl IOCTUKEHUSI MaKCUMaJIbHON KOHIIEHTPALMH B IJ1a3Me KPOBHU (tmax) — 12—16 u).
Kaxymascs abcontoTHas OMOOCTYIIHOCTh NPU MpUeMe BHYTpb cocTaBisieT 93 %. PaBHoBecHas
KOHLEHTpalusi B IJJa3M€ KPOBU JOCTHIaeTcsi B Te€UeHHE |—2 MecsleB peryjsipHOro npuema
npenaparta (1 pa3 B cyTku). PaBHoBecHas KoHLeHTpalus puHroimmoaa npudausurensHo B 10 pa3
BBIIIE, YEM €0 KOHIIEHTpAIUs IOCye IEPBOro npuema.

[Tpuem numM He BAMSET HA MaKCHUMajbHYIO KOHLEHTPAlHi0 (Cmax) win 3kcnosuiuio AUC
¢unromumona. Cmax punromumosadocdara HesHauuTenbHO cHUkanach (Ha 34 %), a AUC nHe
MeHsiach. 1o 3Toi nmpuunHe (QUHrOIMMOA MOXHO MPUMEHSATh BHE 3aBHCUMOCTH OT BPEMEHHU
npreMa IUIIH.

Pacnipenenenue

OUHTONIMMO/ 3HAYUTENBHO pacIpesenseTcs B 3puTpouuTax (ppakuus GuHronuMoaa B KiIeTkax
KpoBU 86 %). ®unronumoadpochaT UMeeT MEHbIIYIO CIIOCOOHOCTh MPOHUKATh B KJIETKH KPOBU
(ppakuus B kierkax kpoBu <17 %). @unronumon u guaronumoiocdaTr B BHICOKON CTEHIEHU
CBSI3BIBAIOTCA ¢ OeNKaMH I1a3Mbl KpoBU (> 99 %).

OUHroNMMO B 3HAUUTENIBHOM CTENEHM paclpeneisieTcs B TKaHAX opraHuzMa (o0bem
pacnpenenenusi okono (1200 £ 260 ). UHTOAMMO]] TPOHUKAET B TOJOBHOM MO3T, YTO OBLIO
MOKa3aHO B KJIMHMYECKOM MCCIEAOBAHUU Y 370POBBIX 00poBOJbIEB. B nccnenosanuu y 13
no6pososbies ¢ PC, momyuaBmux ¢uHronumon B no3e 0,5 Mr B paBHOBECHOM COCTOSIHHH,
KOJIMUYeCcTBO (uHTroanmosa (mim puHronumozdocdara) B cemeHHoH xkuakoctu 6bu10 B 10000 pas
MeHbIIIe MPUHATON 10361 (0,5 MT).

buotpanchopmanus

dapMaKoJOrHUeCKH aKTUBHBIM METa00JIMTOM sBJIsieTCsl GUHronuMopocdart.

VY d4enoeka OuoTpaHchopmanusi (QUHTOJIMMOAA MPOUCXOTUT B pe3yibTare oOpaTUMOro
CTEpPEOCeNIEKTUBHOTO (ochopmInpoBaHus 10 (HapMaKoJIOTHYECKH aKTUBHOTO (S)-3HaHTHOMEpa
¢unromumondocdara u 3a cUeT OKHUCIUTENbHOM OuOTpaHchoOpMaluy, TIABHBIM 00pa3oM
uzopepmentom CYP4F2 u, BozmoxHo, npyrumu uzopepmentamu CYP4F, ¢ mocnemyromiei
Jerpajanyeld aHaJOTWUYHO OKUPHBIM KHCJIOTaM JO HEaKTUBHOTO MeTa0oiauTa U IyTeM
dopmupoBanus (papMaKoIOrHUECKH HEAKTUBHBIX HEMOJISIPHBIX aHAJIIOTOB (PMHT OJIMMOIIIEpaMHIa.
OcHoBHOM (hepMeHT, OTBEUAIOUIHI 3a MeTa00IM3M (PUHTOJIMMO/IA, YACTUYHO UIEHTU(PUIINPOBAH:
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OTIpEICTISIINCH (B TeUeHUE MpUOIM3UTENbHO 1 Mecsiia) Hem3MeHeHHbIH (unromumon (23,3 %),
dunromumondocdar (10,3 %), HeakTuBHbIE MeTaOOIUTHI (M3 — KuUCHBIT KapOOKCHUIbHBIN
meTabomut (8,3 %), KOHBIOTaThl MeTa0oIUTOB ¢ Hepamugamu M29 (8,9 %) u M30 (7,3 %)).
DJIMMHUHALNS

[TnasmenHsli kmupeHc ¢uHromumona 6,3 + 2.3 71/4, cpeaHHd KaxylIUHCcsS MEpHoJ
noyBbIBenieHUs (t12) cocraBinsger 6—9 nuell. CHmWKEHHME KOHICHTpauui (uHTONMMOIa u
¢unromumozdocdaTa B rmiaasMe KpoBU B TEPMUHAIBHON CTaIMU MPOUCXOJUT MapajIeIbHO, YTO
MPUBOJUT K CXOJHOMY IEPHOJY MOJIYBbIBEICHUS.

[Tocne nmpuema BHYTpH 0K0J10 81 % /103BI BHIBOAUTCS MOYKAMH B BH/I€ HEAKTUBHBIX METa0OJIUTOB.
Heusmenennsie ¢unromumon u Quuromumondocdar He BBIBOIATCS MOYKAMHU, HO SBISIOTCS
OCHOBHBIMHM COEAMHEHUSMU B KaJjie (KOJIMYECTBO Kaxaoro — < 2,5 % ot no3el). B Teuenue 1
Mecsila BBIBOJUTCS 0K0JI0 89 % 110361 penapara.

JIMHENHOCTh

Konnentpanuu ¢punronumosa u punronumosipocdarta yBeTuUMBAIOTCS TPOMOPLHUOHATBHO 103€
nocjie MHOrokparHoro npumenenus 0,5 mr wim 1,25 mr 1 pas B cyTku.

Y manueHTOB JETCKOrO BoO3pacTa KOHIEeHTpanus ¢uHroaumoadocdara yBeIHMuUBaETCS
IPOMOPLUOHAIIBHO J103€ MOocie MHOTOKpaTHoro npumenenus 0,25 mr wium 0,5 mr 1 pa3 B cyTku.
DapMaKOKHMHETHKA Y OCOOBIX FPyIN MAllMEHTOB

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

Hapymenne ¢yHkimu moyek (OT JIETKOM O TSXKENOM CTENeHH) He OKa3bIBaeT BIUSHHUSA Ha
(bapMakOKUHETUKY (UHTOIMMOAA U uHTOIMMOA(OCchara.

Tlayuenmsi ¢ HapyweHuem yuKyuu neveHu

OpnHoKpaTHOE MPUMEHEHHE (PUHTOJIMMOAA B J03€ 1 MI WK 5 MI' y MalMEHTOB C HAPYLIEHUEM
GbyHKIIUM TIeUeHu JIeTKOM, cpefHei u Tsokenoi crenenei (kimacc A, B u C no knaccuduxanmm
Yaitng-1Ist0) npusBogur k noseiieHHt0o AUC ¢unromumona Ha 12 %, 44 % u 103 %
COOTBETCTBEHHO, MpHU 3TOM BiMAHHUA HAa Cmax HE OTMEYeHO. Y MAlUEHTOB C HapYyIICHUEM
¢yHkuun mniedeHu TspKenoi cremeHu (xmacc C mo kimaccudukampm  Yaiina-IIero) Cmax
dbunromumondocdara cumwkanacb Ha 22 %, mpu stom 3Hadenne AUC cCyliecTBEHHO He
M3MEHSAJIOCh. Y TMallMEeHTOB C HapylleHueM (YyHKUMU TME4YeHU JIETKOM M cpeiHed creneHei
TSOKECTH (papMakOKMHETHKA GUHroIuMoAdocdaTa He OLleHUBAIACh.

VYV nanueHTtoB ¢ HapylmeHHeM (QYHKIMM TEYeHU JIETKOM CTENEHU NEepuoj] MOJyBBIBEIECHUS
0CTaeTCsl HEU3MEHHBIM, C HAPYIIEHUEM CPEAHEN U TAXKEION CTENIEHU — YBEITUYUBAETCS IIPUMEPHO
Ha 50 %.

OUHTONMUMO/ HE CIIeAYEeT MPUMEHSTh Y MAIIMEHTOB C TSHKEITBIMHA HApYIICHUSIMHA (DYHKIIUY TIEUeHU
(xkmacc C mo xknaccubukanuu Yainna-I1pr0). YV nmamueHTOB ¢ JITKUMH U YMEPEHHBIMU
HapyHIeHUSIMHA (DYHKIWU TIeUeHU (PUHTOIUMOJ CTIeAyeT HAYMHATh IPUMEHSTH C OCTOPOKHOCTBIO.
TIayuenmol maaowe 18 nem

PaBHOBecHas koHUeHTpanus puHronmmoadpocdara cxoxa y B3pociblx 1 aereit crapue 10 jer.
be3onacHocTh U 2 PeKTUBHOCTh MPUMEHEHUST (PUHTOIMMO/IA Y MaIeHToB Miaame 10 jet He
U3y4YeHa.

Tlayuenmul nodxxcunoco 6o3pacma

Knunudeckuii ompIT mpuMeHeHUs (UHTONMMOJA Yy TAalMeHTOB B BO3pacTe cTapiie 65 mner
orpaHvueH. Y TAalMeHTOB B Bo3pacTe 65 neT u crapuie (UHTOJIMMOJ CIEAYeT MPUMEHSTh C
OCTOPOXKHOCTBIO.

Ilon u smHuueckas NPUHAOIEHCHOCTIDb

[Ton m STHUYecKas NPUHAICKHOCTh HE OKAa3bIBAIOT KIMHUYECKH 3HAUMMOTO BIIMSHUS Ha
dapmMakoKMHETUKY (pUHrOIMMOa U puHronumoadocdara.

6. DPAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
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BcnoMorarebHEIC BEIIECTBA

[emmono3a Mukpokpucramumyeckas (tun 102), xkapOOKCHMETHIKpaxMmall HATpUs, KalbIus
cTeapar.

Karncynel TBep/ible skeIaTHHOBLIE

kopnyc: TuTana quokcun E 171, xxenatun;

KpbluKa: KpacuTeab XUHOIMHOBBIN x€nThiit E 104, Tutana nuokcua E 171, xxenatun.

6.2. HecoBMEeCTHMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )
3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
B opurunnanpHOI ymakoBKe (KOHTYpHas sS’TYeHKOBas yIaKOBKa B [TAUKe) P TEMIIEPaType HE BhIIIE
30 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

Kancynei 0,5 mr.

[To 10 xamcyn B KOHTYpHYIO s4eiikoByro ymakoBky u3 IuieHku [IBX/TIBAX u ¢oabru
AJTIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

ITo 3 KOHTYpHBIE AYEHKOBBIE YIIAKOBKH BMECTE C MHCTPYKLHUEH IO MPUMEHEHUIO MOMEIIAIOT B
[Ia4yKy U3 KapTOHA.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX IIOcjde NpPHUMEHEeHus:
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUIMyJISIUM C PenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanus

AxmmonepHoe obmiectBo «Banenta @apmanieBtuka» (AO «Banenta @apm»)
141108, MockoBckas obnacts, r. [llenkoso, yn. ®abpuynas, 1. 2.

Tenedon: +7 (495) 933-48-62, dakc: +7 (495) 933-48-63.

OnexTpoHHbIH aapec: info@valentapharm.com

7.1. IlpeacraBuTe/ib Aep:KaTessi PeruCTPAIMOHHOIO YA0CTOBEPEHUs
[IpeTeH3un noTpedbuTesiel HAPaBIsATh MO aJIPecy:

Poccuiickas ®enepanus

AxmmonepHoe obmectBo «Banenta @apmaneBtuka» (AO «Banenta ®apmy»)
141108, MockoBckast obnacts, r. [llenkoso, yn. ®abpuynas, 1. 2.

Tenedon: +7 (495) 933-48-62, akc: +7 (495) 933-48-63.

OnexTpoHHbIH aapec: info@valentapharm.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXKJIEHUSA PETMCTPAIIMU,
HEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
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O6mias XapakTepUCTHKA JIEKapCTBEHHOTO Npendpara HdM%ﬁ%ggMQEﬁthOM

noprane EBpa3uiickoro 3kOHOMU4E€CKOTro COr03a B MH(OPMAIMOHHO-KOMMYHHUKAIITHOHHOM CeTH
«Murtepuer» http://eec.eacunion.org/
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