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I[10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

IIponagenon Papmacuures

PerncrpannonHblii HOMep:

Toprosoe naumenoBanue: [Iponapenon @apmacunres

MexkyHapoaHOe HEMATEHTOBAHHOE HJIM TPYNIIIHPOBOYHOE HAUMEHOBaHHUe: MpornadeHOH
JlekapcTBeHHas popma: TaOJICTKU, TOKPHITHIE TUICHOYHON 000JI0YKOM.

CocraB

CocraB Ha 1 Tabnerky 150 mr:

eticmeyrowee sewjecmeo: nponadenona ruapoxiopua — 150,00 mr.

Bcnomozamenvhvie sewgecmea (10po): nakto3sl MoHOruapat — 30,00 Mr; kpaxman KyKypy3HbIi —
10,00 mr; Hatpus kpaxman riaukoiasaT — 20,00 mr; moBumon (K-30) — 5,00 Mr; kpockapmeniosa
Hatpus — 10,00 mr; kpemHust quoKcu KoJumonaHbd — 3,00 mMr; Mmaraus creapat — 2,00 mr.
Bcnomoeamenvuvie sewgecmsa (06onouka): TOTOBas IIICHOYHAs 000J109Ka (rumpomerioda 2910 —
70,00 %, nommdtunenraukons 6000 (makporon 6000) — 9,00 %, momucopbar 80 (TBunH 80) —
1,00 %, Turana nuokcua — 20,00 %) — 6,90 mr.

CocraB Ha 1 Tabnerky 300 mr:

eticmeyrowee sewjecmeo: nponadenona ruapoxiopua — 300,00 mr.

Bcnomoeamenvuvie sewyecmea (a0po): 1aKTO3bl MOHOTHIpAT — 56,50 Mr; Kpaxmall KyKypy3HbIH —
20,00 mr; HaTpus kpaxmai raukossat — 40,00 Mr; netoa03a MUKpoKprcTamnueckas (tun 102) —
123,20 mr; noBuaon (K-30) — 10,00 mr; watpus naypwicyibpar — 8,30 mr; KpockapMesiosa
Hatpust — 20,00 Mr; kpemMHHUS TUOKCUJ KoJmowjaHbii — 6,00 mr; marHus creapat — 4,00 mr;
kpoccnoBuoH XL-10 — 12,00 mr.

Bcnomozamenvhvie geugecmea (0b6onouxa): TOTOBas miIeHouHas 00osouka (runpomeriosa 2910 —
70,00 %, momudTmnenraukoias 6000 (makporon 6000) — 9,00 %, momucopOat 80 (tBuH 80) —
1,00 %, Tutana nuokcuna — 20,00 %) — 18,00 wmr.

OnucaHue: KPyrible ABOSKOBBIMTYKIIbIE TTAAKUE TA0IETKH, MOKPBITHIEC MICHOYHOW 000I0YKOM OT
6eoro A0 MOYTH OEJIOro IBETA.

Ha nonepeunom pazpese sapo TableTKH OT 6€JI0ro 10 MOYTH Oesoro 1BeTa.

dapmakoTepaneBTHYeCKasi TIpyNNa: cpeacTBa Uil JiedeHUs 3a0o0JeBaHMH  cepaua;

aHTHapUTMUYecKue cpeacTsa, kinaccsl I u IIl; antnapurMuueckue cpencrsa, kiacc IC.

Koa ATX: CO1BCO03.
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dapmakoJIornyecKue CBoiicTBa

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Dapmaxoounamuka

[Tponiadenon sBIsIETCS aHTHAPUTMUYECKUM TiperniapatoM kiacca IC no knaccudukanuu Borana-
Bunesmca. biiokupyer ObIcTpble HaTpHeBbIe KaHaJlbl, YMEHbIIAET ObICTPBINA BXOAIINM TOK HOHOB
HaTpust U TopMo3uT (pa3zy 0 moTeHImana aercTBus (ObICTpyro menosspusanuo). [Iponadenon
TakkKe 00J1a7aeT MPSIMBIM MEMOPaHOCTAOMITM3UPYIONINM JEHCTBHEM, ClIa00 BBIPAKEHHOUN OeTa-
aIPeHOOIOKUPYIOIIEH aKTUBHOCTHIO M MECTHOAHECTE3UPYIOIINUM JIeHCTBUEM, IPUMEPHO PaBHBIM
s¢dexty npokxamna. Kpome Toro, mpomadeHoHa THUAPOXIOPUA B BBICOKOM KOHIEHTPALIUU
TOPMO3UT MEIJICHHBIA BXOISAIIMM TOK KaJbIUs; OJHAKO A3TOT 3(QexT sBisercs ciaabbiM
(mpumepro 1/100 ot »ddekxra Bepamammia) W HE BHOCHT CYIIECTBEHHBIH BKJIQJ B
aHTHApUTMUYECKOE JICIICTBHE Mpenapara.

[IponadeHoH 3ameliisieT HapacTaHuWe IOTEHIMAaNa JCMCTBHS, BCIEACTBHE YEro CHUXKACTCS
CKOPOCTh TPOBENEHUs HUMIyJbca (OTpULATENBHBIN IpoMOTponHbIi 3hdexT) B mpeacepau,
ATPUOBEHTPUKYJISIPHOM Y3JIe ¥, B OCHOBHOM, B cucteMe [ uca-Ilypkunbe. IlponadeHoH Takke
3amemsieT (asy 4 moTeHuuana JIeHCTBHSA, YIJIMHSAET pedpakTepHBbId MEepHOA M yTHETaeT
CIIOHTaHHBIM aBTOMAaTH3M MHOKap/a, nmydka ['uca u Bonokon I[Typkunse.

[IponadeHon 3ameqisieT NPOBEACHHE HMITYJIbCa B JOMOJHUTENIBHBIX MPOBOIALINX ITYTAX
(manmpumep, npu cuHapome Bombda-Ilapkuacona-VYaiita) 3a cder yanuHeHHs pePpaKkTEpPHOTO
nepuosia v 6JI0Ka (bl IPOBEICHHS KaK B aHTETPATHOM, TaK M, IPEUMYIIIECTBEHHO, B PETPOTPATHOM
HalpaBJIeHUU. Y MEHbIIAET CIIOHTAHHYIO BO30YJMMOCTh MHOKAp/a (3a CUeT YBEIMUYEHHs Imopora
CTUMYJIALIMH ), TIOJABJIET aBTOMATHU3M SKTONMMYECKHX O04YaroB BO30Y>KACHUS U MOBBIIAET HOPOT
GuOpUIUIALINY KEITyT0UKOB.

[IpomadeHoH BI3BIBAET HEOOJIBINIOE paciuperue BoiHbl P, yanmuuenue uatepsaioB PR u QRS Ha
anektpokapauorpamme (OKI'); mpu stom unrepsan QT., kak MpaBui0, OCTAETCS HEU3MEHHBIM.
[TponadeHoHa THUAPOXIOPUJ MOKET OKa3bIBaTh OTPULATEILHOE HHOTPONHOE JAECHUCTBHE Ha
muokapa. Ilocie BHYTpUBEHHOrO BBEAEHHSA TMponapeHoHa Yy NAIMEHTOB C YMEPEHHBIM
HapyLIEHUEM COKPATUTEIbHON (YHKIMH JIEBOTO KEJIYyA0YKa OTMEYAJIOCh MOBBIIIEHUE J1aBICHUS
3aKJIMHHUBAHMS JIETOYHOW apTEepUH, YBEIWYEHHE CHCTEMHOIO M JIETOYHOTO COCYAMCTOTO
COIIPOTHUBIIEHUS C OHOBPEMEHHBIM HEOOJIBIINM CHUKEHUEM CepACYHOr0 BEIOpOCa U CEpCUHOTO
WHJAEKCa. Y TMAalMEeHTOB C MCXOJHOM CHHKEHHOW COKpaTUMOCTBIO MHOKapJa MpUMEHEHHE
npenapata IlponadgeHoH MoXkeT MNPUBOAUTH K KIMHUYECKH 3HAYUMOMY CHUKEHHIO
COKpATHUTEIbHOHN (PYHKIIMH JIEBOTO JKETyA0UKa.

MertabonuTsl nponadgeHoHa 061a1a0T HapMaKoIOrHieckon akTUBHOCTBI0. OCHOBHOM METa0OIHUT
S-ruzipokcunponaeHoH Mo CpaBHEHHIO ¢ MPONa(heHOHOM MPOSBISIET COMTOCTABUMYIO aKTUBHOCTD

B OTHOIICHUH HATPUEBBIX U KAJIBIMEBBIX KAHAJIIOB, HO UMeeT mpuMepHo B 10 pa3 MeHbIIyIO OeTa-
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6onee cnaOyro aKTUBHOCTh B OTHOLICHMM HATPUEBBIX KAaHAJIOB, HO OO0JIaJaeT COMOCTaBHUMBIM
CPOJACTBOM K O€Ta-aJpeHOPELEITOPaM.

DapmakoKkunemuxa

[Iponadenon mpeacraBisieT coOON paleMHUYECKYI0 CMECh, COCTOSIIYI0 M3 S-mponadeHoHa U
R-nmponadenona.

Bcacvisanue

MaxkcumanbHast KoHeHTpanus (Cmax) Openapara B mjia3Me KpoBU JOCTUTAETCA B MHTEpBaje OT 2
o 3 vacoB mocie npueMa BHYTpb. [IponadeHon mojaBepraercs 3HaUUTENbHOW M HACHIIIAEMOMN
npecucTeMHoi onoTpancopmanuu ¢ nomoinsio nzopepmenta CYP2D6 (addekT «nepBUIHOTO
IPOXOXKACHUSD Yepe3 MEUEHb), B CBA3U C 3TUM abCOIIIOTHAsE OMOIOCTYITHOCTD IIpernapaTa 3aBUCUT
OT J103bI 1 JIEKAPCTBEHHOU (pOpMBL. XOTS IPUEM IMHUIIHU BHI3bIBANI YBEIHMUEHUE OHMOJOCTYTHOCTH U
Ciax B IJIa3Me KPOBH B MCCJIEJOBAHUU ITPHEMa OJHOKPATHON /103bl, IPM MHOI'OKPAaTHOM IIpHUeMe
nponadeHoHa 30POBBIMH JJOOPOBOJIBIIAMY THINA 3HAYUMO HE U3MEHSIIa OMOIOCTYITHOCTD.
Pacnpeoenenue

[Tponadenon OwicTpo pactpenensiercss B opranuzMe. OObeM pacnpenesieHus B PaBHOBECHOM
coctosiHuu coctasiseT oT 1,9 10 3,0 i/kr. CreneHs cBsi3bIBaHus MpornadeHoHa ¢ 0elKaMu I1a3Mbl
KPOBH 3aBUCHT OT KOHIEHTpamuu M cHIkaercs ¢ 97,3 % npu xonuentpammu 0,25 MKr/miu mo
81,3 % npu kouneHTpanuu 100 MKr/MI1.

Memabonusm u evigedeHue

Cy1ecTByeT JBa reHeTH4eCcKH 00yCIOBICHHBIX MyTH MeTabonu3Ma npomnagpeHoHa. boiee uem y
90 % manueHTOB mpenapar ObICTPO U 3HAUUTEIBHO METa0O0IU3UPYETCA, IEPUO/T TTOTYBbIBEACHUS
(T12) coctaBnsier ot 2 m0 10 yacoB (Tak Ha3bIBaeMbIe «OBICTPBIE META0O0JIU3ATOPBI»), Y TaKUX
NallMeHTOB  IpomadeHoH  MeTaboJau3upyercs 10  JBYX  aKTUBHBIX  MeTabOJIUTOB:
S-runpokcunponadeHoH, obOpasyromuiics ¢ nomomblo  uzopepmenta  CYP2D6, wu
N-nenponmmnponadeHoH (HopmpornadeHoH), oO0pa3yoIuicss ¢ TMOMOIIbI0 U30()epMEHTOB
CYP3A4u CYP1A2. Menee uem y 10 % manuenToB npornadeHoH MeTabOIU3UPyETCs: MEIJIEHHEE,
MOCKOJIBKY  S-TMApOKCUNponadeHOH He oOpa3yercs MWW o0pazyercs B HE3HAUYUTENbHBIX
KoJIM4ecTBaX (Tak Ha3bIBaeMble «MEUIEHHbIe MeTaboiu3aropbl»). PacueTHblii  mepuon
MOJTYBBIBEIEHUS COCTaBIsAeT OT 2 110 10 9acoB y «ObICTpBIX MeTabomm3aTopoB» 1 oT 10 10 32 yacoB
y «MemieHHbIX MeTtabonu3aropoBy. Kimupenc nponadenona cocrasusier ot 0,67 mo 0,81 n/q/kr.
[TockonbKy paBHOBECHOE COCTOSHHE JOCTUraercs uepe3 3—4 1aHA Npuema Ipenapara, TO
PEKOMEH/IyeMbIil PeXHM J03UPOBaHUS NpornadeHOoHa TUAPOXJIOpUAA OJMHAKOB JUIl BCEX
MAlMEeHTOB HE3aBUCHMO OT CKOpPOCTHM MeTabonu3ma («OBICTpbIE» WM  «MEAJICHHBIE)

MeTab0JIN3aTOPHI).
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Jlunetinocmo/HenuneuHocmeo

Y  «OBICTPBIX METa0OIU3aTOPOB» IYyTh HACHIIIAEMOT0 TUAPOKCUIMPOBAHUS (C TOMOIIBIO
uzopepmernra CYP2D6) obGecrieunBaeT HenwHEHHYI0 (DapMaKkOKMHETHKY mpomadeHoHa, a y
«MEJJICHHBIX METa00JIN3aTOPOBY» — JINHEHHYIO.

Buympu-/mescunousuoyanvrasn eapuabenvHocmo

®dapMakOKHHETHKA TponageHOHAa TUAPOXJOPUAA HMEET 3HAYUTEIbHYIO WHIWBUIYATbHYIO
BaprabeIbHOCTh, YTO 0OYCIIOBJICHO, TJIABHBIM 00pa3oM, 3 (HEKTOM «IIEPBHUYHOTO TIPOXOKIACHUSDY
Yyepe3 IMeYeHb, a TAKKE HEIMHEHHOCThIO (DapMaKOKMHETHKH Yy «OBICTPBIX METa0OIHM3aTOPOBY.
[HIupoxkast BapraOeTbHOCTh KOHIICHTPAIUH Tporad)eHOHA B TUIa3Me KPOBH TPEOYET OCTOPOKHOTO
TUTPOBAHUS 1035 M HAOTIOACHMS 32 KIIMHUYSCKUMHU U AJICKTPOKAPANOTpadUICCKIMH IPU3HAKAMU
JICCTBUSA Mpenapara.

ITareHThl MOXKUIOr0 BO3pacTa

VY manueHTOB MOXWIJIOTO BO3pacTa ¢ HOpMalibHOM (yHKIMEH MoYeK cojaepikaHue npomnadeHoHa
CHUJIBHO BapbUPOBAJIO W CYIIECTBEHHO HE OTJIMYAJIOCh OT TAaKOBOTO Yy 30POBBIX MAaI[UEHTOB
MoJoforo Bo3pacta. Coaepxanue S-ruapokcurponadeHoHa Opu10 MPUMEPHO CXOTHBIM, OJTHAKO
coJiep’KaHue TIIOKYPOHUIOB nponadeHoHa ObUIO B 1Ba pa3a BBIIIE.

Hapymenue d)VHKHI/II/I IIO4YCK

Y  nauueHTOB ¢ HapylmieHHeM ~(QYHKIMM TOYeK  colepKaHue mponaeHoHa U
S-ruapoxcunpornadeHoHa ObUIO CXOAHBIM IO CPAaBHEHHIO CO 3I0POBBIMH JOOPOBOJIBIIAMH, OJTHAKO
Ha0ro1amach KyMyJISLUs METa00IUTOB IIIIOKYPOHOBBIX MeTa0oauTOB. [1pn HapymeHnn GyHKINU
noyek npomnadeHoHa TUAPOXJIOPU]] CIeTyeT IPUMEHSTh C OCTOPOKHOCTBIO.

HaDVHICHI/Ie d)VHKHI/II/I IICYCHU

bruopocTynHOCTh U NepHO MOTYBbIBEACHUS Mpornad)eHOHa MPH NMPUEME BHYTPb MOBBIILIAIOTCS Y
NalMEeHTOB ¢ HapyleHueM (QyHkiun neyenu. Heo6xonuma KOppeKTHPOBKa 10361 Mpenapara npu

HapyeHUsIX GYHKINHU TeYESHH.

Iloka3zaHus K NIPUMEHEHHIO
[Tpenapat Ilponadenon mpenHazHaueH A NPO(GUIAKTHKY U JICUCHHs HApyIIEHUIN CepledHOro
puT™Ma.
e [lapokcu3ManbHBIE HAJDKEITYJOYKOBBIE TaxWMapUTMHHM, B TOM uHcie AV-y3noBas
TaXWKapAus, HaJOKETyJO4YKOBas TaXWUKapAus y MAalUeHTOB ¢ cuHapoMoM Bonbda-
[Tapxkunacona-Yaiita (WPW) u/unu napokcuzManbHON GUOPHILTALIMEH TpeACcCepIni.

o Tspxemas IMapOKCU3MaJIbHAA KCIYJO0YKOBAA TaXHUAPUTMHUsA, YIPOXKAOIIAsa )KU3HH.
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NOBBIIIEHHAsT YYBCTBUTEIHHOCTh K NpPONa(eHOHY WM JHOOOMY BCIIOMOTraTeIbHOMY
BEIIECTBY, BXOSIIEMY B COCTaB Mperapara;

cunapoM bpyrana (cMm. pazgen «Ocobble ykazaHus);

nH(pAPKT MUOKap/1a, IIEPEHECEHHBIN B TEUEHUE MOCIEAHNUX 3 MECSIICB;

3HAYUTENIbHbIC OPraHuYeCKNe U3MEHEHHSI MUOKap/1a, TAKUE KakK:

- JIeKOMIICHCHPOBAaHHAs CepieyuHas HEIO0CTaTOYHOCTh C (ppakuueld BbBIOpOca JIEBOTO
xKemypouka meree 35 %;

- KapIMOTE€HHBIH 110K, 32 UCKITIOUEHHEM apUTMHYECKOTO IIOKa;

- BBIpaXeHHas Opaaukapaus (dactota cepaedynbix cokpamenuii (UYCC) menee 50 yu/mMuH);,

- CHUHJPOM CJIa00CTH CHHYCOBOTO y3J1a, HapyIIEHHE BHYTPHUCEPACYHOW MPOBOIAMMOCTH,
AV-010Kaza BTOpO#l CTENeHH M BhIIIE, OJ0Kaga HOXKEK Imydka ['mca wim qucranbHas
Osi0kana (y marueHToB 0€3 IIEKTPOKAPIUOCTUMYJIIATOPA);

- BBIpOKEHHAs apTepHalibHasi TUIIOTEH3US;

BBIpQXXKCHHBIC HAPYIIEHUS BOJHO-IJIEKTPOJIMTHOrO OanaHca (Hampumep, HapylIeHUS

MeTaboJI3Ma Kajus);

TSDKENbIE OOCTPYKTUBHBIEC 3a00JI€BaHUS JIETKHX;

OJTHOBPEMEHHOE MMPUMEHEHHE PUTOHABHPA;

MHUACTEHUS TPABHC;

neTckuit Bo3pact 110 18 et (3¢ hekTHBHOCTH U 6€30MaCHOCTh HE YCTAaHOBJICHBI);

neGUIUT  JTaKTa3bl, HEMEPEHOCUMOCTh  TaJaKTO3bl, CHHIPOM  MalbadbcopOmmu

TJTFOKO3bI/TaIaKTO3bI (npenapaT COACPKHUT JIAKTO3bI MOHOI‘I/II[paT).

C 0CTOPOKHOCTHIO

Hapymenue GpyHKIMM NEY€HN U/ UM MTOYEK.

[TapokcuzmanbHas GuOpHILIALUS TpeaAcepIuil.

[IpumeHeHne y MAlLKMEHTOB C  AJIEKTPOKAPAUOCTUMYIISTOPOM/KapIUOBEPTEPOM  —
neuOpUILIATOPOM.

bpanukapnus.

ApTrepualibHasi THIIOTEH3HS.

[Toxxusoit Bo3pacr.

Oprannyeckrie U3MEHEHHUsI MUOKap/a.

bepemeHHOCTD M IEpHO IPYIHOTO BCKapMIIMBAHHUSI.

O6Cpr1<TI/IBHBIe 3a00JIeBaHUs JICTKUX, TaKHE€ KaK 6p0HXI/IaJ'ILHa$[ aCTMa U XpPOHHUYCCKaAA
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obctpykTuBHas 60se3Hb Jerkux (XOBJI).

e OJHOBPEMEHHOE IPUMEHEHHWE C JPYIMMHU AaHTHAPUTMHUUYECKHMHU IIpernapaTami,
npenapatamu, yumssionmmu - uHTepBan QT  wa OKI, aurokcuHom, Oera-
aapeHo0I0KaTOpaMH.

e OpaHOBpEMEHHOE MPUMEHEHNE C HHTHOUTOpaMu U HHAyKTopamu n3odepmerToB CYP2D6,

CYP3A4 u CYPIA2.

IIpumeHenne npu 6epeMEHHOCTH M B IEPUO/L TPYAHOI0 BCKAPMJIUBAHUS

bepemenHOCTD

COOTBETCTBYIOIIMX U CTPOrO KOHTPOJIUPYEMBIX HCCICIOBAHUN Yy OCpEMEHHBIX >KEHIIWH He
npoBoawioch. llpenapaT MOHO NpUMEHATh NpU OEPEMEHHOCTH TOJBKO B ciydae, €ciH
OKujaeMasi 1oJib3a JUls MaTepH IPeBbIAeT MOTEHUUAIbHBIA puck A miona. [Iponagenona
THJIPOXJIOPH/I TPOHUKAET Yepes IIaeHTapHblii 0apbep. KoHnenTpanus nponadgeHoHa B IyTTOBHHE
cocrasisieT npuMepHo 30 % OT KOHLEHTpaluu B KPOBU MaTEpH.

bbu1o ycranoieHo, uro nponadeHoH 061a1aeT SMOPHOTOKCUYHOCTBIO Y KPOJIMKOB M KPBIC NPU
BBEJCHUU BHYTPh B /103aX, TOKCHYHBIX JJs MaTepUHCKOro opraHusma — 150 mr/kr/cyt
(cMepTHOCTB, CHI)KEHHE HAbOpa Beca M MOTPeOICHUS UM Y CAMOK IIPH J103€ MIPUMEPHO B 3 pasa
BBIILIE MAKCHMAIIbHON PEKOMEH IyeMoil 10361 y uenoseka (MP/IU) B nepecuere Ha MI/M? MIomaM
noBepxHocTu Tena) u 600 Mr/kr/cyT (CHIMKEeHHE Habopa Beca U MOTPEOJICHUs MUIIH Y CaMOK MPH
n03e mpuMepHO B 6 pa3s Beime MPJIU B mepecueTe Ha Mr/M> IUIOIIAAM MOBEPXHOCTH TeNa),
COOTBETCTBEHHO. Takke 103a, TOKCHUYHAas JIsl MATEPUHCKOI0 OpraHusma, B pazmepe 600 mr/kr/cyT
(npumepHo B 6 pa3 Bemue MPJIU B mepecuere Ha Mr/M? IUIOI[aAM TIOBEPXHOCTH TeJa)
JIOTIOJTHUTEIBHO BbI3bIBaJa CHUKEHHE Beca IUI0JA y KpbIC. Y KpOJIUKOB mpH jao3e 30 MI/Kr/cyt
(Menbure MPJIU B mepecyete Ha MI/M? MIOIIA/H TOBEPXHOCTH TeNa) B OTCYTCTBUM MAaTEPUHCKOI
TOKCHYHOCTH HaOII0JalI0Ch YBEITMUEHNE MACChI TIAIICHTHI U 33/IeP)KKa 0CCU(UKAITUH.

HCDI/IOI[ T'PYAHOI'O BCKaApMJIMBaHUA

HccnenoBanuil BeleNeHUs] NponapeHoHa € TPYyAHBIM MOJIOKOM HE MpoBoAuioch. OgHaKo
UMEIOTCS OTpaHMYCHHbIE JIaHHBIE O TOM, YTO MPONAapEHOH MOXET BBIACHATHCS C TPYAHBIM
MosokoM. IlponadgeHoHa THAPOXIOPHUI CJEIyeT NPUMEHATh C OCTOPOXKHOCTHIO B TEPHOJ

TPYAHOTO BCKapMJIMBAHMUS.

Cnocod npuMeHeHus U 103bl
BnyTps.
M3-3a TOPBKOTO BKyCa M MECTHOTO aHECTE3UPYIOLIETO NeCcTBUS pornadeHoHa TabJIeTKy cieayer

MporjaThiBaTh IETUKOM, HE pa3KeBbIBas, 3amuBas >XuAKocThio. [Ipemapar IIpomadenona
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Jo3y cnenyer moaOupaTh WHAMBUAYATbHO B 3aBHCHUMOCTH OT OTBETHOW PEAKIMU TAIMEHTa U
nosrydeHHOro 3¢ dekra. MHIuBHUIYyanpHas MOAIEPKUBAOIIAS 1032 JOJDKHA MOJOUPATHCS O
KapAHOJIOTMYeCKUM HaOdrofeHueM, BKIro4ass MOHUTOpUHT OKI' um KOHTposib apTepHanbHOrOo
JTABJICHMUSL.

[TaruenTam, y KOTOpPBIX HAOMIOJAeTCs CYIIECTBEHHOE pacmupenne komruiekca QRS wimm AV-
0Ji0Ka/1a BTOPOM, UM TPEThEHN CTENEeHU, PEKOMEHIyeTCsl CHU3UTh J103y. Jlo3a mpenapara AomkHa
OBITH CHIKEHA ITPH yBEJIWYCHHUH JNIMTeNbHOCTH uHTepBasia QRS Gonee, uem na 20% (>0,12 ¢) unu
npu yBenuueHuu uHtepsana PQ Oomnee, uem Ha 20% (>0,24 c¢). [lo3a npenapara 1ojxkHa ObITh
CHI)KCHA WJIM TIPUEM TIperapara JIOJDKEH ObITh PEKpaIleH 10 TeX mop, moka nmokazarenu JKI He
BEPHYTCSI K HOPMaJTbHBIM TIPE/IEIIaM.

Pexxum 103upoBaHus

[Tpumenenue npemnapara nponadeHOHA THAPOXJIOPU] CIIEAyeT HAaUMHATh B YCIOBUSAX CTAllMOHAPA.
JleueHue JOMKEH OCYIIECTBIATh KAapAHOJIOr, UMEIOUIMM OIBIT JIEYEHUS COOTBETCTBYIOIIMX
HapyILIEHUH CEpACYHOIO PUTMA.

VY nmaumeHtoB ¢ maccoi Tena okoio 70 Kr B mepuon moadopa J03bl M Ui MOAIEPKUBAIOLIEH
Tepanuu pPEeKOMEHJOBaHHAs CyTouyHas jo3a cocrtaBiaser or 450 mo 600 mr mnpomadenona
TUAPOXJIOPHUAA, pa3jieleHHas Ha 2 uiK 3 npueMma B cyTkU. [Ipu HeoOxoaumMocTu cyTo4Has 103a
MOXXET OBITh YBEJIMYEHA JI0 MaKCUMaJbHOM cyTouHOM 10361 — 900 wMr mnponadeHoHa
ruapoxjopuaa. Y TMalueHTOB ¢ Oojiee HU3KOW Maccod Tela CYTOYHYIO /103y HEOOXOAMMO
YMEHBIIIUTh COOTBETCTBYIOIIKUM 00pa3oM.

He cnenyer HaunHath yBennyeHue 103bl, €CIH JUIUTEIbHOCTh IPUMEHEHMSI IIPEnapaTa COCTaBIsET
MeHee 3-4 nHen.

[TanMeHTHI TOKUIIOr0 BO3pacTa

He Obuto BbIsABIEHO pa3nuuuii B 3()(EeKTUBHOCTH M 0€30IacCHOCTH MPHUMEHEHMs NpemnapaTa y
NAlMEHTOB B JaHHOW TpyMIe MalUueHTOB, OJHAKO HeNb3s HCKIYaTh 00Jiee BBICOKYIO
YYBCTBUTCIIBHOCTD OTACIIBHBIX 0oJ1ee MOKHIIBIX ManuCHTOB, ITIO3TOMY JAHHBIC IMAITUCHTBI JOJIPKHBI
HaXOIUThCS TMOJ TINATEIbHBIM HaOmoJgeHueM. Takke TMOCTymaloT W TpH MPOBEACHUHU
noanepkuBaronieil tepanuud. He cieqyer HaumHaTh yBEJIWYEHMM J03bI, €CIM JJIUTEIBHOCTH
IIPUMEHEHNS ITpenapara coCTaBIsIeT MeHee 5-8 THEN.

Hapviuenne dyHKIMA ITOYEK W/WIU ITIEYCHU

Yy MalMCHTOB C HApYUICHUCM (I)YHKI_II/II/I MOYECK W/WIIM MEYEHU BO3MOXKHO HAKOILICHHE npenapara
Ipu MPUMCHCHUHN CTaHAAPTHBIX H03. TeMm He MCHCEC, HO)I60p J03bI npona(beHOHa THApOXJIOpUIa B
}IaHHOI\/II rpynmne mnanueHTOB HGO6XO}II/IMO MMPOBOAWUTL IIOA TINATCIBHBIM KIIMHHYCCKHUM

HaOmoneHueM u kKoutposem DKI'.
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IIponyck mpuemMa o4epeIHON JT03E]

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Ecnu manueHTt 3a0bUT MPUHATH OYepenHylo o3y mnpenapata Ilponadenona ruapoxiopuaa, TO
IPOMYLICHHYIO /103y CIEAyeT MPUHSATH cpa3y MOCIe TOro, Kak MalueHT 00 3TOM BCIIOMHHJI, €CITH
TOJILKO 3TO HE IMPOU3OLUIO HE3aJ0Jro J0 BPEMEHH Mpuema cliefyrolei 103bl. B mocnennem
clly4ae MpOIyIIEHHYIO 103y NMpUHUMAaTh He cieayeT. Hukorjga He ynBauBaiiTe MpOMyIIEHHYIO

no3y!

ITo0ouHoOE nelicTBHE

Hawubosee pacnpocTpaHeHHBIMH U OYCHBb YaCTHIMH HEKENIATeIbHBIMU PEAKIMSIMHU, CBSI3aHHBIMH C
OpUMEHCHHEM  Tponad)eHOHA,  SBISAIOTCS  TOJOBOKPYXXCHHME,  HAPYIICHHE  CEpACYHOM
POBOUMOCTH U OIIYIICHUE CePAIIcOnCHUsI.

[To6ouHbIe AEHCTBUS CHCTEMATH3MPOBAHBI OTHOCHTENLHO KaXIOW K3 CHCTEM OpraHoB B
3aBUCHMOCTH OT 4YacTOThI BCTPEUACMOCTH C HCIOJIb30BaHUEM Kiaccupukanud BceemupHoit
OpraHu3aly 3paBOOXpaHeHus: ouexvb uacmo (=>1/10), wacmo (>1/100, vHo <1/10), Heuacmo
(>1/1000, wO <1/100), peoxo (>1/10 000, o <1/1000), ouenv peoxo (<1/10 000), uacmoma

HeuszeecnmHda (Ha OCHOBAaHHMHM UMCIOIIUXCA JAaHHBIX OICHUTD HeBOSMO)KHO).

Hapywenusa co cmoponsl kpoeu u aumpamuyeckoi cucmemvl. HEYACTO — TPOMOOLUTONCHHUS,
4acTOTAa HEU3BECTHA — arpaHyJIONUTO3, JIEMKONEHUs, IPAHYJIOLMUTOIICHUs, YBEIUYCHUE BPEMEHHU

KPOBOTCUYCHUS, ITOABJICHUC aHTUHYKJICAPHBIX AaHTUTCIIL.

Hapywenus co cmoponbt UMMYHHOU cuUCmeMbl: YaCTOTa HEM3BECTHA — aJUIEPTUYECKUe peaKiu,
peaKkIMM TOBBIIIEHHOW YYBCTBUTENBHOCTH (MOTYT TIPOSIBIATBCS B BHJAE  XOJECTasa,

MaTOJOTUYECKUX U3MEHEHUN KPOBH, KOXKHOM CBIIN).
Hapywenus memabonuzma u numanus. He4acTO — CHIDKEHUE allleTUTA.

Ilcuxuuecxue Hapyuterus: 9aCTO — TpEBOra, HAPYHMICHUA CHA, HCUACTO — KOIIIMAapHbIC CHOBUACHMU

JaCTOTa HECU3BCCTHA — CITYTAHHOCTH CO3HAHUA.

Hapywenus co cmoponbl HepeHOll cucmembl: O4€Hb 4aCTO — TOJIOBOKPYKEHHE (32 UCKIHOYEHUEM
BEPTUI0); 4YacTO — TrOJOBHas OOib, HAapyLIECHHs BKyca; HEYacTO — OOMOpPOK, HapyllIeHUe
KOOpAMHAIMM JBW)XCHHUH, MapecTe3ns; 4acToTa HEU3BECTHA — CYAOPOTH, SKCTpanvpaMUIHbIE

CHMIITOMBI, 0€CIIOKOMCTBO.

Hapymeyuﬂ CO CMOpPOHbL OopeaHa 3peHus. 4aCTO — HCUYCTKOCTb 3PCHUS; 4aCTOTAa HCU3BCCTHA —

JTUATLTOTTHSI.
Hapywenus co cmoponul opeana ciyxa u 1abupunma: HE4acTo — BEPTHUTO.

Hapywenus co cmoponsi cepoya: 04eHb 4aCTO — HApYIICHUS CEPIEYHOM MPOBOJIUMOCTH (B TOM

8



COOTBETCTBYET 3KCNEPTHOMY OTYETY
o oT 01 'IE:E':I.:E Mz 29811 i
YuCJIe CUHOATpHaibHas Ojokana, AV Onokama Win BHVTHJI';I'(E’HQ/%QJIK@&%%E%Q)T Bﬂvﬁll?ehne

cepAuneOneHns; 4YacTo — CHHycoBas Opamukapiausi, Opaaukapaus, TaXuKapIus, TpeneTaHue
npeicepAuii; HEYacTo — IKeNyJ0YKOoBas TaXMKApAHs, apuTMHUsA'; YacTOTa HEU3BECTHA —
GUOPHILISILIKSA KeTTyI0UKOB, CeplledHas HEAOCTAaTOUHOCTh (B TOM YMCJE€ BO3MOXKHO YXYZILIEHHE

TEUEHUS CePICUHON HEJOCTATOYHOCTH ), CHUKEHHUE YacTOThI cepaeuHbIx cokparmenuii (UCC).

Hapywenus co cmopoHbl cocy0os: HEUACTO — BbIpa)KEHHOE CHIKeHUE AJl; yacToTa HEM3BeCTHA —

opToCTaTu4CeCKad rurioTCH3u.

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, OpeaHo8 2pYOHOU KIemKU U CPeOoCmeHUsl:

HaCTO — OAbIIIKA, 4aCTOTa HECU3BECTHA — 6pOHXOCH33M.

Hapymeuuﬂ CO CMOpPOHbL ofceﬂy()quo—Kumeqnozo mpaxkma. 4aCTO — 0onb B JKHUBOTEC, pBOTa,
TOOIHOTA, Auapesd, 3amop, CyxXOoCTb BO PTy; HCYACTO — B3AYTUC KHWBOTA, MCTCOPU3M; 4HACTOTA

HCHU3BCCTHA — MO3bIBbI Ha PBOTY, KCIIYJOYHO-KUIICYHBIC 33.60JI€B3.HI/I$I, OTPBIKKaA, rOpCYb BO PTY.

Hapywenus co cmopomnsl neuenu u dicenuesvlgooAuux nymetl: 4acTo — HAPyHICHUS (PYHKIHH
neyeHn (B ToM uyuciie moBbimeHue akTuBHOCcTH AJIT (amanmnamunotpancdepassl), ACT
(acmapraramuHOTpaH(depassl), raMMa-TiIyTaMiITpanchepassl ¥ MET0YHOH Gocdarassl); acToTa

HCU3BCCTHA — I'CIIaTOLCIUIIOJIIPHBIC HAPYIICHU A, XOJIECTA3, I'CIIATUT, KCJITyXa.

Hapywenusa co cmoponvl kodicu u noOKOINCHbIX MKAHell. HEYacTO — KPaluBHUIIA, KOXKHBIA 3y,
KOXKHasl Chillb, 3puUTeMa (IIOKPACHEHHWE KOKM); YacTOTa HEWU3BECTHa — TIeMopparudyeckue

BBICBIIIAHUS Ha KOKE, OCTPbIN T'€Hepan30BaHHbIN SK3aHTEMATO3HbIH MyCTYyJIe3.

HapymeHuﬂ CO CNMOPOHDbL MblmeqHOﬁ, KOCMHOU U COCOUHUMENbHOU MKAHU. 9aCTOTa HEN3BECTHA —

BOJ'I‘IE[HO“IHOHOI[O6HI>II71 CUHAPOM

HapymeHuﬂ CO CMOpPOHbL penpodykmueﬁoﬁ cucmembvbl U MOJIOUYHBIX Jcee3” HEUACTO — OPCKTUIIbHAA
I[I/IC(i)YHKHI/ISI; qacToTa HCH3BCCTHA — 06paTI/IMOG CHM)XCHUC KOJMYECTBA CIICPMATO30HUI0B

(B03BpaH_IaCTC$I K HOpMEC TTOCJIC OTMCHBI npenapaTa).

Obwue napywenus u peakyuu 8 mecme 66e0eHus: 4acTo — 00JIb B TPyAHOM KJIETKe, CIaboCTh,

MOBBIICHHAA YTOMIIICEMOCTD, JIMXOpaJKa, 4aCTOTa HCU3BCCTHA — MOBBIMICHHOC IMTOTOOTACIICHUC.

! mpuem Tpenapata MOKET OBITH CBS3aH C MPOAPUTMUYECKUMH 3P(EKTaMU, KOTOPBIE MPOSIBIISIOTCS yBETUIEHHEM
YacTOTHl CEPACUYHBIX COKpAIIEHUH (Taxukapius) win Guopuuisiueil sxerynoukoB. HekoTopble U3 3TUX apuTMHUIR
MOTYT OBITh JKH3HEYTPOXKAIOIMMU W MOTYT IOTpPeOOBaTh IPOBEJACHUS DPEaHMMAIMOHHBIX MEpPONPHATHH ISt

MMPEAOTBPAIICHUSA ITOTCHIHUAIBHOTO JICTAJIBHOTO UCXO0Aa.
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Ilepeno3upoBka

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CuMnTOMBI

Co cmopoHbl muoxapoa

[TocneacTBust mepeno3upoBKU MpomnadeHoHa TUAPOXJIopuaa s MHOKapAa MPOSIBISIIOTCS
HapyUICHUSIMH Te€HEepaluu U MPOBEICHUS HMIYJIbCOB, TAKUMHU KaK yAJMHEHHE HHTepBasia PQ,
pacmupenne komiuiekca QRS, momaBrnenue aBTOMaTM3Ma CHHYCOBOTO Yy3ia, AV-Onokana,
KeIyTOYKOBasi TaXUKapAus, GUOPMILISINS KETYJOUKOB, TPENETAHNE JKEITYA0YKOB U OCTAHOBKA
cepaua. CHIKEHUE COKPATUMOCTH (OTpPHUIATENbHBIM MHOTPOIMHBIN 3(P(dEeKT) MOXKET MPUBECTH K
BBIPQXCHHOMY CHIDKEHUIO apTepUAIbHOTO JaBICHUS, KOTOPOE B TSDKEJBIX CIydasxX MOXKET
BBI3BaTh KAPAMOTCHHBIN IIOK.

Ixcmpakapouanvhuvle  NPU3HAKU U CUMAMOMbL: TIPA  TEpPelo3UpOBKE ObUIM  OMMCAHBI
MeTaboNMMYecKuid anuao3, rojloBHas 00Jb, TOJOBOKPYKEHHUE, HEYETKOCTh 3pPEHHS, MapecTes3us,
TPEMOp, TOIIHOTA, 3aMop, CYXOCTh CIM3UCTONW OOOJOYKU TMOJOCTH PTa M CyIOpOru. Takxke
€000111aJ7I0Ch O CIyYae JIETAIbHOI0 UCXO/a.

B cayuasx Tskenoro orpaBi€HMs BO3MOXHBI KJIOHMKO-TOHMYECKHE CYJOpOTH, MapecTe3us,
COHJIUBOCTb, KOMa M OCTAHOBKA JIbIXaHUSI.

Jleuenue

[TombITKH BBIBEJICHUS TIpemapaTa U3 OpraHu3Ma MoCPEeICTBOM remMorepdy3un ManodheKTHBHBL
B cBsa3u ¢ GonpmuM 00BEMOM pacmpesielieHHss U BHICOKOH CTEIICHBIO CBSI3BIBAHHS C OCIKaMH
T1a3Mbl KpoBH (>95 %) mpoBeneHue remoauani3a Hed(pPeKTUBHO.

[Tomumo mpoBeneHUS OOIMIMX HEOTIOKHBIX MEPONPUATUN, HEOOXOAMMO KOHTPOIHPOBATH
JKU3HEHHO Ba)KHBIE MTOKA3aTeNId B MajlaTe MHTCHCUBHON T€panmuu U KOPPEKTUPOBATh UX B CIIy4ae
HEOOXOJUMOCTH.

JI71st KOHTPOJIS CEPAICYHOTO PUTMA U apTEPUATBLHOTO JaBieHUs dPGEKTUBHBIMU MEPONPHUATHIMUI
ABISAIOTCA AeQuOpmsanus, a Takxke nHpy3un nodamuna. CyJoporu KynmupyrT BHYTPUBEHHBIM
BBEJICHUEM JIMa3enama.

MoryT notpeboBaTbcsl 001IKME MONACPKUBAIOLINE MEPONPUATHS, TAKHUE KaK IMOJKIIOYEHHE K
anmapary HMCKYCCTBEHHOTO JbIXaHHS M HempsMoil Maccax cepaua. I[lpum HeoOxoaummocTu
BO3MO)XHAa YCTAHOBKa BPEMEHHOTO AJIEKTPOKAPIUOCTUMYISITOpPA AJIE KOHTPOJS CEpACYHOTO

puT™Ma.

B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPeACTBAMH
®APMAKOJIMHAMWYECKUE B3AUMOJIEMUCTBUA
IIpenapamut, yonunsarowue unmepsan QT na KT, u aumuapummuyeckue npenapamaol

CoBMecTHOE MpUMEHEHHE IMpornadeHoHa TUAPOXJIOpHAa € JAPYTMMU aHTHAPUTMUYECKUMU
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
ot 01.1 E:E':IEE = 29811 i
npenapaTaMy WIH NpenaparaMu, YAJIUHSIOMUMY I/IHTepB'aB'b"T-,l Iﬁ@ﬁ&fﬁ&%&lﬁb’z&géﬁ% Fhicue

npenapaTsl MOTYT BKJIIOYaTh B ce0sS MHOTME aHTHApUTMUYECKHE CPEACTBA, HEKOTOPHIE
(eHOTHA3UHBI, TPULUKINYECKHE AaHTUACTIPECCAHTHl M MAaKpOJUABI Ui TpUeMa BHYTPb.
Heo6xonumo TinatesnbHOe HAOMIOACHNE 3@ MALMEHTOM M, B 3aBUCUMOCTH OT TE€PareBTUYECKOrO
OTBETa, MOKET OTPEOOBATHCS N3MEHEHHE J03bI KaXKA0I0 Mpenapara.

Amuooapon

KomOunmpoBanHasi Tepanusi aMHOAAPOHOM M TNponageHoHa TUAPOXJIOPUIOM MOXKET BIUATH Ha
IPOBOJUMOCTb U PENOJIAPU3ALMIO U IPUBOAUTH K OTKJIOHEHHSIM, KOTOpbIE MOTEHIUAIBHO MOTYT
ObITh MPOAPUTMOreHHBIMU. B 3TOM ciyyae MokeT MOTpeOOBaThCsI KOPPEKTUPOBKA 1036l 000UX
IIPENapaToB UCXO/S U3 TEPANIEBTUYECKOTO OTBETA.

Jluookaun

Cy111eCTBEHHOT0 BJIMSHUS Ha (papMaKOKHMHETUKY MpornadeHOHa WK JIUJ0KauHa He HaOII01al0Ch
OpU MX COBMECTHOM IPHUMEHEHHMH Yy MauueHToB. OJHAKO NPH HUX COBMECTHOM NPUMEHEHUU
co00IIaIoch O TOBBIIIEHHOM PHCKE Pa3BUTHSA MOOOYHBIX 3()(PEKTOB NHIOKaMHA CO CTOPOHBI
LIEHTPAJIbHOW HEPBHOW CUCTEMBI.

IIpouue npenapamoi

IIpy coBMECTHOM HpPUMEHEHUH IHponadeHOHa TUAPOXJIOPUIA C MECTHBIMH aHECTETUKaMHU
(HampuMep, TpH  HWMIUIAHTAIMH  DJCKTPOKAPAHOCTHMYJIATOPA, TPH  XUPYPTUUECKUAX
BMEIIATEILCTBAX MM B CTOMATOJOTHH) WM JAPYTHMH JIEKAPCTBEHHBIMHU CPEICTBAMH, KOTOPHIE
ypexaroT YCC u/uinm CHUKAI0T COKPaTUMOCTh MUOKap/a (Hampumep, 6eta-apeHo010KkaTopamH,
TPULMKIMYECKUMH aHTHJIETIPECCAHTaMH ), BO3MOXKHO YCHIIEHHE TOO0UHBIX 3()(EeKTOB Mpenapara.
®APMAKOKHMHETUYECKHWE B3AUMOJIEUCTBUS

Hneubumopuot uzogpepmenmos CYP2D6, CYPIA2 u CYP3A44

[Tpenapatsl, koTopsle MHTHOUPYIOT H3opepmentsl CYP2D6, CYPIA2 u CYP3A4, nanpumep,
KETOKOHA30J, IUMETUANH, XUHUAWH, S3PUTPOMHULIUH U TpeHndpyToBbIii COK, MOTYT BBI3bIBATh
MOBBIIIIEHNE KOHIIEHTPAIKU pornadeHoHa THAPOXIopHIa B iazme KpoBH. [Ipu onHOBpeMEeHHOM
NpUMEHeHH! TpornadeHOHA THAPOXJIOPUAAa C WHTUOMTOpAaMH ATHX H30()E€PMEHTOB, MallMEHTHI
JOJDKHBI HAXOJIUTHbCS TOJ TIIATENbHBIM HaOMIONEHUEM, B Cilydae HEOOXOIUMOCTH 03y
JIEKapCTBEHHOTO Tperapara clielyeT KOPpeKTHPOBATh.

OpnHoBpeMeHHOEe MPUMEHEHHE MponadeHoHa THIPOXJIOpUIa C PUTOHABUPOM MTPOTUBOINOKA3aHO B
CBSI3U C BBICOKHM IMOTEHIIMAILHBIM PUCKOM YBEIHUYCHHS KOHIICHTPAIIMH NpornadeHoHa B Iia3me
KPOBH.

Cybocmpamul uzoghepmenmos CYP2D6, CYPIA2 u CYP3A4

OpnHoBpeMeHHOE NPUMEHEHHE MponaeHoHa C IpernapaTaMH, KOTOpble MeTabOIH3UPYIOTCS C

nomouibto uzodepmentos CYP2D6 (manpumep, Benmadaxcu, pgesunpamus), CYP1A2
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(manpumep, TeopmmumH) unu CYP3A4 (manpumeép, unxnb%ﬁﬁ%&'éq %’ﬁkgﬁ%gb;g%hne

COOTBETCTBYET 2KCNEPTHOMY OTYETY

KOHIIEHTPALMHU 3THX MPENapaToB B IJIa3Me KPOBHU.
Hnoyxmopwt uzopepmenmos CYP2D6 u CYP3A4

OpnHOBpeMEHHOE NpUMEHEHUe NponapeHoHa U pupaMIUIMHA MOXKET CHU3UTh KOHLIEHTPALHIO
nponadeHoHa B IU1a3Me KPOBU U, KaK CJIEJCTBUE, CHU3UTh €r0 aHTUAPUTMUYECKYIO aKTUBHOCTD.
OpnHOBpeMEHHOE Ha3HaueHHE pU(AMIUIMHA U TpornadeHOoHa y «ObICTPBIX MeTaboJIM3aTOPOBY»
NPUBOINIIO K CHIDKEHUIO TNIA3MEHHBIX KOHIEHTpanuuil npomnadenona Ha 67 % ¢ 0AHOBPEMEHHBIM
CHI)KEHHMEM KOHIIEHTpaluu S-rujipokcunponadenona Ha 65 %. Konnenrpaius HopnponaeHoHa
yBenuuuiaack Ha 30 %. VY  «MeUIeHHBIX MeETa0O0JIM3aTOPOB» OTMEYaloCh YMEHbILICHHE
KOHIIGHTpauuu mnponadeHoHa B miaazme kpoBu Ha 50 %, a taxxe yBenuueHue AUC M Chax
HoprponadeHoHa coOOTBETCTBEHHO Ha 74 % u 20 %.

[Toueunas skckperus nponadeHoHa U ero MeTad0IMTOB 3HAUUTENBHO CHIKAJIACh. AHAIOTUYHbIE
pe3yabTaThl ObUIA OTMEUEHBI U Y TTOXKHIBIX MAMEHTOB: AUC 1 Chax Tpona)eHOHA CHIDKAIKUCH Ha
84 % c ogaoBpemeHHBIM yMeHbIIeHHeM AUC u Chrax S-runpokcumnpomnadenona Ha 69 % u 57 %
COOTBETCTBEHHO.

Tak kak penobapOuTan sBisercs unaykropoM uzopepmenra CYP3 A4, cienyer KOHTpOIUPOBATh
OTBET Ha TEpamui B CilIy4yae NPUCOECIUHEHUs MponadeHoHa K JUIMTEIbHON Tepanuu
denobapOuTaIoM.

Xunuoun

XUHUIUH B HEOOJIBIIMX /033X TMOJHOCTBIO MHTMOMpPYET T'MAPOKCUIMPOBaHUE MpornadeHOHa ¢
nomoteio n3opepmenta CYP2D6. OnHoBpeMeHHbIN pueM XMHUAMHA B 103e 50 Mr 3 pasa B
cyTkH ¢ mnpomnadeHoHoM B go3e 150 mr 3 pasa B cyTku (B ¢opMe TabJIETOK B HEMEJIEHHBIM
BBICBOOOKJIEHMEM) MPUBOJWIO K YMEHBIIEHUIO KiIMpeHca mpomnagdeHoHa Ha 60 % y «ObICTpBIX
MeTab0IM3aTOPOBY (Jesas MOCIEIHHX, 110 CYTH, «MeJUIEHHBIMU MeTaboau3aTopaMm»). Ilpu sTom
6oJiee ueM B J[Ba pa3a yBeJIMYMBaJIach paBHOBECHAs KOHIIEHTpaLus NponadeHoHa B I1a3Me KpOBU
u Ha 50 % cHIKanach paBHOBECHAs] KOHLEHTpauus S-ruapokcunponapeHona. OaHOBpeMEHHbIN
npueM XuHuAuHa B go3e 100 Mr B Tpu pa3a yBEIWYUBAET DPABHOBECHBIE KOHIIEHTPALUU
nponadenona. Pekomenayercs nuzberatb 0JHOBPEMEHHOT0 MpuMeHeHus npenapara [Iponadenon
dapmMacuHTE3 C XUHUITHOM.

bema-aopenobnoxamopwi

B kiIMHMYECKOM HCClEeOBaHUM y 3JI0POBBIX JOOPOBOJIBLEB OBLIO YCTAaHOBJIEHO, YTO
OJTHOBPEMEHHBI TpHeM mponadeHoHa TUAPOXJIOpHUAa M TMPONPAHOIONA MPHUBOAUT K
cymectBeHHOMY (113 %) yBennueHuo paBHOBECHOW KOHIIEHTpALMM IUIa3Mbl KPOBU U NEpHOJA
nosyBeiBesieHust (T12) mponpanonona 6e3 WU3MEHEHMsI KOHILIEHTpalMU IpornadeHoHa B Iuia3me

OTHOCUTECJIBHO KOHTPOJbHBIX 3HAYEHUH. AHAJIOTHYHBIE W3MEHEHHST OBUIM OIMCAHBI npu
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'0OC B4 H 0003)
OJIHOBPEMEHHOM MPUMEHEHUH TTpornad)eHOHa THAPOXIOpH "EMEQHD%HJMIF HOCTDb 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

[IponadeHoH, mMO-BUIMMOMY, HMHTHOUPYET TUIAPOKCHIMPOBAHHME JBYX YKa3aHHBIX OeTa-
aIpeHOOIOKATOPOB (TaK ke, KaK XUHUAWH HHrHOupyeT Metabonu3m nponadenona). [lossimenue
MJIa3MEHHON KOHIIEHTPAIIMH METOIPOJIOIa MOXKET IMIPUBECTH K yTPATe MOCICIHIM OTHOCUTEIBHON
KapAHOCEIEKTUBHOCTH.

B KIMHMYECKUX UCHBITAHUAX Y MALUEHTOB, KOTOPBIE MOJyYald OJHOBPEMEHHO MporadeHoHa
ruapoxiIopua (B hopMe TabIETOK ¢ HEMEIIICHHBIM BEICBOOOKICHUEM) U OeTa-aJpEeHOOIOKATOPBI,
HE OTMEYaJiach MOBBIIICHHASA YacTOTa MOOOYHBIX 3(PPEKTOB.

Jueoxcun

Bouto ycranoBieHo, uTo mponadeHOHa THAPOXJIOPH] BBI3BIBACT J0303aBUCHMOE YBEIMYECHUE
KOHIICHTPAIIUU TUTOKCHHA B CBIBOPOTKE KPOBH B AHara3one ot ~35 % (mpu npuemMe nponadeHoHa
B 103e 450 mr/cytku) no 85 % (mpu npueme nponadeHona B goze 900 mr/cyTku), He BIuUssA Ha
MOYCYHBIH KIUPEHC TUrokcuHa. [loBbIIIEHHbIE KOHIICHTpPAIMM JUTOKCHHA COXPAHSUIMCh Ha
OpOTsDKEHUH 710 16 MecsIeB Mpu OJHOBPEMEHHOM MPUMEHEHUH C TPOnageHOHOM.

Heo0xonuMo KOHTpONHMPOBAaTh KOHIIEHTPALMIO AWTOKCHHA B IUIa3ME€ KpPOBH IIallMEHTOB,
MOJTy4YaroluX rnpomnadeHoH u, B cIy4ae He0OX0IMMOCTH, KOPPEKTUPOBATH JJ03Y JTUTOKCHHA.
Aumuroazynsanmel HeNPAMO20 0elucmausl

B wuccnenoBannm y 8 310pOBBIX JOOPOBOJBIEB, OAHOBPEMEHHO IOMYYaBIIMX TMporadeHoHa
THIIPOXJIOPUI M BapdapuH, CpeIHsIsl paBHOBECHAs KOHIEHTpanus BapdapuHa B IUIa3Me KPOBU
yBenuuuiach Ha 39 %, 4To COnpoBOXKAIOCH YUIMHEHHEM POTPOMOUHOBOIO BPEMEHU ITPUMEPHO
Ha 25 %.

Heo0xomuMo KOHTPOJNMPOBaTh COCTOSHHE CBEPTHIBAIOMICH CHCTEMBI KpPOBH Y TMAIMEHTOB,
OJIHOBPEMEHHO IIOJYYalOU[MX HENpsMblE aHTUKOATyJSIHTHI ((QEHNpPOKYMOH, BapQapuH),
MOCKOJIbKY MpornadeHOH MOXKET YCHWINTh (papMakoloruyeckoe JeiicTBHE 3TUX HIpenapaToB U
BbI3BaTh YAJMHEHUE NMPOTPOMOMHOBOrO BpeMeHH. [Ipu HeoOXOAMMOCTH, B Ciydae BbISBICHUS
CHUMIITOMOB TIEPEI03UPOBKH, JI03bI ATHX JIEKAPCTBEHHBIX MTPETIApaTOB CIETyEeT YMEHBIIATh.
Cenexmugnvie unH2ubUMopvl 06pamHoO20 3ax6ama cepomoHUHA

[Tpu coBMeCTHOM MpHUMEHEHHH NponadeHOoHa U CENIEKTUBHBIX HHIMOMTOPOB 0OpaTHOTO 3axBaTa
CEepOTOHMHA (TaKuX Kak (PIYOKCETMH MM MapOKCETHH) MOXET IPOUCXOAUTH MOBBIIICHUE
KOHIIEHTpauuu nponadeHoHa B Imia3Me KpoBu. CoBMeCTHOe MpUMEHEHHE IMponadeHoHa Hu
(bayokceTrHa y «OBICTPBIX META00IN3aTOPOBY MOBHIMIAECT Cmax (MAKCUMATBHYIO KOHIICHTPAIIHIO B
IU1a3Me KpOBH) U IUIOIIAAb O] (papMaKOKMHETHUECKOW KPUBOHM «KoHLEeHTpaius-spems» (AUC)
S-npomadenona Ha 39 % u 50 %, a R-nponadenona Ha 71 % u 50 % coorBeTcTBeHHO. Takum
o0pa3oM, >KelnaeMblil TepaneBTUYECKHl 3(PQPeKT MoKeT ObITh JOCTUTHYT INpU HPUMEHEHUU

npornaeHoHa B MEHBIIUX J103aX. Y «MEUIEHHBIX MeTa0O0JM3aTOpPOB» IpPU OAHOBPEMEHHOM
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pUMeHEeHUHU TpornadeHoHna rupoxaopuaa ¢ (i yBOKcaprHfa§'%Qéﬁogg%gé}g&jcﬂﬁ%hne

J103bI TIporag)eHoHa.

Oco0ble ykazanus

Ilpoapummocenmnoe oeticmsue

[TponadenoHa ruIPOXIIOPU MOKET BBI3bIBATH HOBBIE WIIM YXY/IIIATh CYIECTBYIOIINE HAPYIICHUS
CEpJIEYHOro pUTMa. Takoe NPOapUTMOTEHHOE JEHCTBUE BapbUPYET OT YBEJIWYEHMSI YacCTOTHI
IPEKIEBPEMEHHBIX KEIIYyJ0YKOBBIX COKpAIIEHUN (PKEIYIOUYKOBBIX SKCTPACHCTOJ) 10 Pa3BUTHUS
KEIYAOYKOBOM TaxukKapauu (BKJIIOYas MOJUMOPOHYIO 3JKEIYJOYKOBYIO TaXUKapAHIO THIIA
«HpYydIT») U GUOPUIUISILIMM JKEeTTyT0UYKOB. HekoTopble M3 3TUX apUTMHI OMACHBI AJIS JKU3HU U
MOTYT TMOTpeOOBaTh MPOBEICHUS PEAHUMALMOHHBIX MEPONPHUATUH UII  TOTO, YTOOBI
MPEAOTBPATUTD CMEPTEIBHBIN UCXOI.

[ToaToMy KaKIblii MAalMEHT, KOTOPOMY IUIAHUPYETCS HA3HAYUTH WM KOTOPBIM YyXKe MOTydaeT
npenapat llponadenon dapmacunTte3, IOIDKEH MNPOXOIUTH DSJIEKTpoKapauorpaduueckoe u
KIIMHUYECKoe o0cieloBaHuEe A0 Hayaja TEpallud U B IEPHOJ €€ IPOBEACHUS JJIs PaHHETro
BBISIBJICHHUSI TTOOOYHOTO JEHCTBUS, OICHKU 3(()EKTHBHOCTH Mpemnapara MU IeIeCO00pa3HOCTH
MPOJIOHKEHUS TEPAIIUU.

Jledyenue crneayeT HaUMHATH B YCJIOBUAX cTanuoHapa. Jlo Ha3HadeHHs MpernapaTa JOJKHBI ObITh
YCTpaHEHBl ~ HApPYWMIEHWS  BOJHO-ICKTPOJMTHOrOo  Oamanca.  Pekomenmyercsi,  4TOOBI
IpEeIIeCTBYIONIas aHTHAPUTMUYECKass Tepanusi ObUIa MpeKpalieHa 10 Hadana jgedeHus. [lepuos
MEXIy OTMEHOM paHee Ha3HAYEHHOTO0 aHTUAPUTMHUYECKOT0 MpernapaTa U Ha3HaueHUEM MperapaTa
[Tponacdenon @dapMacuHTE3 [OMKEH COCTaBISATH HE MEHEe S5 TEepPHUOJOB TOTYBBIBEICHUS
COOTBETCTBYIOIIET0 aHTUAPUTMUYECKOTO JIEKAPCTBEHHOI'O CPEJICTBA.

JleueHue JnOMKEH OCYIIECTBIATh KapJHOJIOT, HUMEIOUIUI OMNbBIT JIEUYEHUS COOTBETCTBYIOIIMX
HapyLIEHUW cepeyHoro putMa. IIpu neyeHnn nmapokcu3MainbHBIX KENyJ0YKOBBIX TaXUapUTMHI
MAIMEHT JOJDKEH HAXOAUTHCA TMOJ TIIATENBHBIM KapIHOJIOTMYECKUM HaOMIoJIeHuEM (BKIHOYAst
MoHUTOpUHT ODKI' M KOHTpOIb apTepHaIbHOrO JABJICHHS) B YCIOBHSX CIELUAIN3UPOBAHHOTO
OTJIEJIEHUsI, OCHAILEHHOTO JAepuOpWIIATOPOM U TNpoYyuM OOOpYAOBAHHMEM JUIsl OKa3aHUs
AKCTPEHHON MEIULIMHCKOW ITOMOILIH.

Heo6xonuMo paccMOTpeTh BONPOC O MPEKpalleHUH JIeUeHHsl NpH TMOSBICHUU JH000TO u3
yKazaHHbIX HIKe n3meHeHud DKI': 1) pacmupenue kommuiekca QRS unu yanuHeHne HHTepBajia
QT OGonee uem Ha 25 % oT ucXoaHOTO; 2) yyTMHEHHE MHTepBaia PQ mHTepBana 6osee yem Ha
50 % ot ucxoanoro; 3) yanuHenue untepBaia QT cBeime 500 Mcek uinn 4) yBeIMYeHHE YaCTOTHI
WJIU TSDKECTH apUTMUM.

Cunopom bpyeaoa

[Tpumenenue nponadeHoHa rUAPOXIOPHAA MOKET BBISIBUTH OECCUMIITOMHOE T€UEHUE CHHApPOMA
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ot 01 'IE:E':IEE = 29811 i
bpyraga u BbI3BaTh Opyrajonofo0Hble M3MEHEHHUs Ha ﬂ#‘ﬁ%ﬁdl&?%%@%ﬂ' '1')%1'11/11/1

COOTBETCTBYET 2KCNEPTHOMY OTYETY

CIIeyeT TPOBECTH SJEKTpoKapauorpaduueckoe oO0CiIeoBaHHe, YTOOBl HCKIIOYUTH HATHYUE
curapoma bpyrana u 6pyragononodnsix msmenenuit Ha OKI'.

VY nanueHToB ¢ BepuuIMpoBaHHBIM CUHIpOMOM bpyrana npumenenue npenapara [Ilponadenon
dapMacuHTE3 TPOTUBOINOKA3AHO.

Haoowcenyoouxoswvle napywenus pumma cepoya

[Ipumenenne npomnadeHoHa y MAIMEHTOB C W30JUPOBAHHBIM TPENETAaHHEM NpPEACEepAui MU
MapoOKCHU3MAalIbHOM HAJ[KeNyI0YKOBON TaXUKapAuel He U3y4eHO.

OneiT mpuMeHeHus nponadeHOHa y MAlUMEHTOB C CHHAPOMOM CIabOCTH CHHYCOBOIO Yy3ia
OTpaHUYEH, B CBSI3U C YeM Ha3Ha4YeHue npenapata [Iponadenon @apmacuHTe3 IPOTUBONOKA3aHO
(32 MCKITFOYEHUEM TMAIUEHTOB ¢ (YHKIIMOHUPYIOIIUM 3JIEKTPOKAPAHOCTUMYIISITOPOM).
Cy1miecTByeT pUCK KOHBEPCHHM MAPOKCU3MaIbHOW (GUOPUIUISILIMM TIpeicepauid B TpereTaHue
npeacepauil ¢ aTpUOBEHTPUKYJISIPHBIM npoBeaeHueM 2:1 unu 1:1.

Y HEKOTOpBIX MAaLKMEHTOB C TpElNeTaHueM MpeAcepAuil Mpu NPUMEHEHUM MponadeHoHa
Pa3BUBAJIOCh IPOBEJACHUE UMITYJILCOB B COOTHOLIEHUH 1:1, mpuBOsIIEe K YBETUUEHUIO YaCTOThI
KEIYAOYKOBBIX COKpalleHui. B Takux cioyyasx BO3MOXKHO OJIHOBPEMEHHOE IPUMEHEHUE
[penaparos, YBEJIMYUBAIOIINX (byHKIIMOHATBHBIN pedpaKkTepHbIii nepuos
aTPUOBEHTPUKYJISIPHOIO COETUHEHMUSI.

Kenyooukosvie napywenus pumma cepoya

B cBi3u ¢ pHCKOM NpPOApUTMOTeHHOro JeiicTBUA NpuMeHeHue mpenapara [Iponadenon
®apMacuHTE3 y TMAIMEHTOB C MEHee TsDKENbIMU (HEXH3HEYTPOXKAIOUIMMHE) >KEITYJOYKOBBIMH
apUTMUSIMHM HE pPEKOMEHIYeTCs, Jake€ €cClid OTH HapylIeHUs pPUTMa CONPOBOXKIAIOTCS
HETMPUSATHBIMU JJIS MMallUeHTa CUMITTOMaMH.

[Tpumenenue npenapata [Iponmadgenon @apMacuHTe3 MOKa3aHO TOJNBKO MAIUEHTaM, Y KOTOPBIX,
10 MHEHUIO Bpaya, NOTEHLUAJIbHBIE IPEUMYILECTBA IIEPEBEIINBAIOT BO3MOKHBIE PUCKH.
BnusHue tepanuu nponadeHoHa TUIpOXJIOPUIOM Ha CMEPTHOCTD MALUEHTOB C YKETyI0UKOBBIMU
HapyLICHUSIMH pUTMa CEp/illa HE YCTaHOBJIEHO.

Hapywenus nposooumocmu cepoya

[TponadgeHoHa THIPOXIOPHUI 3aMEIISIET CepACYHYI0 MPOBOJUMOCTh, YTO MOXKET HPUBECTH K
JI0303aBUCUMOMY  yJUIMHEHUIO uHTepBana PQ, pacmmpenuto kommekca QRS, pasputuio
aTPUOBEHTPUKYJISIPHON OJIOKabl NIEpBOM UM OoJiee BBHICOKOW CTENEHH, OJIOKaae HOXKEK IydKa
[uca u BHYTPWXKEIYJIOUKOBOMY HapylleHHI0 mpoBeAeHus. llosBiaeHue HapymieHui
IPOBOJUMOCTH cep/ia BO Bpems Tepanuu mnpernaparoMm [Iponadenon ®apmacunres TpedyeT
CHIDKEHHMSI JI03bl WJIM TpEeKpalleHus MpHeMa Ipernapara (3a MCKIIOUYEHHUEM TeX CIydyaeB, Koraa

4acTOTa CepACUHBIX COKPAILEHUH aJIeKBaTHO KOHTPOJIUPYETCS 3JIEKTPOKAPIUOCTUMYIIATOPOM).

15



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 01.12.2025 N= 235811
(NOCNEOCBATENEHOCTE 0003)

Cepoeunas nedocmamouHocms

[IponadgeHoHa THIPOXIOPH OKa3bIBACT OTPHUIATEIBHOE HWHOTPOITHOE JACHCTBHE HAa MHOKap[,
oOmamaer Oera-apeHOOJOKUPYIONICH AaKTUBHOCTBIO W MOXET BBI3BAaTh JIEKOMIICHCAIUIO
CepAeyHON HeI0CTaTOYHOCTH.

Kak u npu npuMeHeHHMH Ipyrux aHTUAPUTMHUYECKUX cpelcTB kiacca IC, y HalMeHTOB cO
3HAYUTEIBHBIMH OPraHMYECKUMH U3MEHEHUSIMU MHOKapa pu npueme npenapara [Iponadgenon
®apmacHuHTE3 MOTYT BOSHHUKATh Cephe3HbIe TOOOYHbIE (P (EKTHI.

Hngpapxm muoxapoa

O¢ddexkTnBHOCTE U 0€30MACHOCTh NMPUMEHEHUs MponadeHOHa THAPOXJIOpHUIA y MALUEHTOB C
HE/IaBHO TMEPEHECEHHBIM HWH(GAPKTOM MHOKapJa H3Y4YeHbl HEIOCTATOYHO, B CBSI3U C YeM
npuMeHenne npenapata [Iponagenon @apMacuHTe3 y TaKUX MAUEHTOB MPOTUBOIIOKA3aHO.
OTCyTCTBYIOT pe3yJbTaThl KOHTPOJIUPYEMBIX KIMHMYECKHX MHCCIIEIOBAaHUM, MOATBEP)KIArOIIne
6naronpusTHOE BiusHue npenapara [Iponagenon dapmacunTe3 Ha BBDKMUBAEMOCTh WIIM YacTOTY
BHE3aITHOW CMEPTH MAIMEeHTOB, IepeHeCIINX HHPAPKT MHOKAP/IA.

Bauanue na nopoe kapouocmumynayuu

[Tponadenon MOXeET HOBBIILIATH HOPOTH KapAUOCTUMYJISLIUN U JeTEeKLUU
JIEKTPOKAPAUOCTUMYJIATOPA WIM HMMILIAHTUPOBAHHOIO Kapauoseprepa-aeguopuuiaropa. Bo
BpeMs TE€paruu nponageHOHOM U TIOCIIE €€ MPEKpaIIeHus] HE00X0AUMO PEryJIIPHO MPOBEPATH U,
py HEOOXOIMMOCTH, TIEPENPOTrPAMMHUPOBATH ITAPAMETPhI YKa3aHHBIX YCTPOUCTB.
Ob6cmpykmugHble 3a001e6aHUs 1e2KUX

[lponadenona rumpoxjaopus, Kak U Jpyrue JIeKapCTBEHHble CpeiacTBa ¢ Oera-
AIPEHOOJIOKMPYOIIUM JIEHCTBUEM, CIIEAYET C 0CO00H OCTOPOKHOCTHIO TPUMEHSTH Y TTAIIHEHTOB C
OOCTPYKTHBHBIMH 3a00JIEBaHUSMH JIETKHX, TAKUMH KaK OpOHXHAJIbHAs acTMa W XPOHHYECKas
obctpyktuBHast 6one3Hb nerkux (XOBJI). [Ipu Tsokensix 0OCTPYKTUBHBIX 3a00I€BaHUSIX JIETKUX
npuMeHeHue npenapata [Iponagenon dapmacuHTe3 MPOTHUBONIOKA3aHO.

Hapywenue ¢ynxyuu neuenu

[TponadgeHoHa THAPOXIOPUA AKTHBHO METaOOMU3UpYyeTCs B TIeueHH. [Ipu TSHKEbIX HapyIIeHUSIX
(GYHKIMU MTe4eHU OMOJO0CTYIMHOCTh MponadeHoHa yBenuuuBaercs: npuoiamusurensHo 10 70 % (mo
cpaBHeHMO ¢ 3 % — 40 % y manueHToB ¢ HOPMAJIbHOM (yHKUMEH nedeHu). Y 8 MarueHToB ¢
YMEPEHHBIM HJIH TSDKENBIM HapylIeHHeM (YHKIHW TEeYeHU CPEAHHUH MEepUOJ TOTYBBIBEICHUS
COCTABIISIT MPUOTM3UTENHHO 9 yacoB. [Ipu HapymeHUsX (QYHKIUHM MMEYCHH TaKKe OTMEYaeTCs
CHIDKEHHE CHCTEeMHOTO KJIMpEeHCa Ipernapara ¥ yMEHbIIEHHE CBA3BIBAaHUS C OeJKaMy IIa3Mbl
KPOBU. DTO MPUBOJIUT K U30BITOUHOM aKKyMYJISIMU ponadeHoHa THIPOXIOpHIA.

VY nauueHnTtoB ¢ HapymeHussMu QyHKIUU neyeHu npenapat [Iponadpenon dapmacunres cienyer

IPUMEHSTh C OCTOPOXKHOCTHIO. Jl03a mpemapara noikHA ObITH yMeEHbIeHa. PexomeHnyercs
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 01.12.2025 N= 235811

eryJSIPHO KOHTPOJIMPOBATh KIMHUYECKUE H 3nexmé&1_)'z:;ia1|1:'bjc{%ﬁt%gc§%'H%%ERT@J;Q3:'L[Jm
peTyJIAp pomp

NPU3HAKOB M30BITOYHOTO (hapMaKOJIOTHYECKOTo ACHCTBUS W/WIM MOOOYHBIX 3((eKToB, 10 Tex
1op, Moka He OyeT onpeeseH HHINBHLY aTH3UPOBAHHBIA PEKUM JT03UPOBAHUS.

B noctpeructpaiiioHHOM Iepuojie ONUCaHbl CIydyau Pa3BUTUS OPAKEHUM MEUEHHU, CBA3aHHBIE C
IPUMEHEHHUEM MpenapaToB IponadeHoHa ruIpoxaopuia. ¥ HEKOTOPBIX MALUEHTOB UMEIO MECTO
TenaToleUIIOIIPHOE MOPAXKEHUE MEUeHM, Jpyrue Cilydyau ObUIM CBS3aHBI C XOJIECTA30M, a
HEKOTOphIE MMENM CMEUIaHHYI0 MPUPOAY. B HEKOTOPHIX Cilydasx MOpaKEHUE TMEYCHH OBLIO
BBISIBJIEHO TOJBKO IMPHU OMOXMMUYECKOM aHAIM3€ KPOBM, APYTUe MPOSABISUINCH KIMHUYECKUMHU
cumnromMaMmu. B ogHOM ciydae oTMedanoch MOBTOPHOE PA3BUTHUE MOPAKEHUS IMEUYEHHU IOCIe
BO300HOBNICHHS MpuéMa TNpornadeHOHa THIPOXJIOpPHIA C ONaronpUATHBIM HCXOJIOM IOCIE
IpeKpaIeHus TePaIuHm.

Aepanynoyumos

Onucanbl ciiyyad BOSHUKHOBEHMS arpaHyJIOLUMTO3a y NAIlMEHTOB, oJIydaromux nponadenon. Kax
NPaBUJIO, arPaHyJIOMTO3 Pa3BUBAICS B TCUCHHE MEPBBIX 2 MECSIEB IPUMEHEHHS MpornadeHOHa;
IpY TPEKPANICHUN TEPANUU KOJIWYECTBO JICHKOIIMTOB OOBIYHO HOPMAJIH30BBIBAIOCH B TEUCHUE
14 nueil. HeoObsicHMMas IUXOpajKka WIM YMEHBIIEHHE KOJIWYECTBA JIEMKOLMUTOB, OCOOEHHO B
TEUYEHHUE IMEPBbIX 3 MeECSALEB Tepanuu, TpeOyIoT NPOBEIEHUs TLIATEIbHOTO 00CIEeOBAHUS IS
BBISIBJICHHSI BO3MOXKHOTO arpaHyJIONUTO3a WM TPaHyJONHMTONEeHUH. llpm momo3peHun Ha
arpaHyJIONUTO3 HEOOXOAMMO HEMEIUICHHO TWpeKpaTuTh mpueM mnpemnapara [IponadeHon
®apmacunTes. [lanneHToB cinenyeT npeaynpeauTb 0 HEOOXO0JUMOCTH HEMEITIEHHO 00paTUThCs K
Bpauy B cilydae IMOSIBJIEHUS JIIOOBIX TNMPHU3HAKOB MH(MEKIHMOHHOro 3alojieBaHMs (Hampumep,
JTUXOpaJKu, 00JIM B TOPJIE WIIK 03HO0A).

Muacmenus epasuc

[Tpu mpumeHeHMu nponadeHoHa OTMEYaJoCh O0OCTPEHHE MHACTEHHM I'PAaBUC, B CBSA3H C 4YeM
npuMeHeHue npenapata [Iponagenon @apMacuHTe3 y TaKUX MAUEHTOB MPOTUBOIOKA3aHO.
Togvluenue mumpa aumunyKIeapHvlx aHmumer

VY nanueHToB, MOJIy4arolMX NponaeHoH, ObUIM 3aperuCTPUPOBAHBI MOJOKUTEIBHBIE TUTPHI
aHTUHYKJIEAapHbIX aHTuTeN. OHU OBUTM OOpaTUMBIMU TIOCIE MPEKpalleHHUs JeUeHHs U MOTYyT
ucue3aTh Jaxke Ha (oHE MPOAOIDKAIOIIErocss MpUMEHeHHs mnpornadeHoHa. DTH JabopaTopHbIe
NoKa3arTesy, Kak MpaBujlo, He ObUTH CBSI3aHBI C KIMHHYECKUMH cuMnToMamu. OTHAKO W3BECTEH
OIMH ONyOJMKOBaHHBIA Cily4dall MEJIMKaMEHTO3HOM KpacHOW BOJYAHKH (C TOBTOPHBIM
BO3HHMKHOBEHHEM CHMIITOMOB TIOCJI€ BO300HOBIIEHHS TpuéMma mpenapara); 3abojeBaHue
MOJTHOCTBIO Pa3pelIMIoch IMoche MpekpaiieHus Tepanuu. Cienyer THIATENbHO 0O0CIEI0BaTh
MAIMEHTOB, Y KOTOPHIX MOSIBIIIUCH aHOMAaJIbHBIE aHTUHYKJICapHbIe aHTuTeNa. ECIM OBBIIEHHBIH

TUTP AHTUHYKIICAPHBIX AHTHUTCI COXPAHSACTCA HWIHW YBCINMYUBACTCA, TO CICAYECT PACCMOTPCTH
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ot 01.12.2025 N= 235811
(NOCNEOCBATENEHOCTE 0003)

BOIIPOC O MPEKPAIICHUH TEPAITHH.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Hapywenue cnepmamozenesa

brina mnpoBeneHa KIMHWYECKas OIEHKAa chepmaroreHe3a y 11 310poBbIX J100pOBOIBIEB,
noJjydyaBlIuxX npornadeHoHa TUAPOXJIOpU BHYTpb B n03e 300 mr aBa pa3a B CyTKH B TEUCHUE
YeThIpex JHEH, ¢ MOCIHeAYIOIUM yBeaudeHueM 1036l 10 300 Mr Tpu paza B CyTKU B T€UEHHUE
JIOTIOJTHUTEIBHBIX YeThIpeX aHed. J[oOpoBousbllbl HaOMIOJATUMCh B TedeHHe 128 el mocie
JeyeHus. BbUTO MPOAEMOHCTPHPOBAHO CHMKEHHE OObeMa 3KyisaTa Ha 28 % mocie mpuema
nocieAHel 103bl nponadeHoHa (IeHb 8) U CHIKEHHE KOJUYecTBa criepMaTo3ouioB Ha 27 % Ha
72-11 NEHb.

Oommkynoctumyupyomuid ropmos (OCIY) u copeprkaHne TeCTOCTEPOHA B KPOBHU TaKkKe OBLITH
HE3HAYUTENIbHO CHWXXEHbl. Hu yMeHblIeHHe KOJIMYecTBa CHEPMATO30MJ0B, HM YMEHbIIECHUE
o0bema 2sKyndTa He OBbUTM BBISBJICHBI Ha Apyrux Bu3uTax. O0a mokaszaTens OCTaBaJIUCh B
mpenenax HOPMalbHOTO pedepeHTHOro auamna3zoHa jadopatopuu. CHIDKEHHE CliepMaToreHesa
TaK)Ke HabJI0JaI0Ch B AKCIIEPUMEHTAX Ha KUBOTHBIX. KilMHMYEeCcKoe 3HaUeHUE 3TUX Pe3ysIbTaTOB
OCTaeTCsl HEOIPEIETICHHbBIM.

Bcnomozamenvhvie geujecmea

[Tpenapat [Iponadenon dapmacuHTe3 COAECPKUT JAKTO3bI MOHOTHIPAT. JIaHHBII TeKapCTBEHHBIN
npernapar He CjlelyeT NpPUHUMaTh MalMeHTaM C PEeIKO BCTpeYarollelcs HacieICTBEHHOM
HENEPEHOCUMOCTBIO TaJaKTO3bl, JIAKTa3HOW HEJOCTaTOUYHOCTHbIO WJIM TIJIFOKO30-TalaKTO3HON
MabaOCoOpOIIHe.

JlaHHBIN JeKapCTBEHHBIN Mmpenapar coaepKuT MeHee 1 Mmonb (23 Mr) HaTpus Ha TabIETKy, TO

€CTb, 110 CYTHU, «KHC COACPKUT HATPUI.

Bansinne Ha CIOCOOHOCTH YNIPABJIATH TPAHCIOPTHBIMHU CPEACTBAMH, MEXaHU3MAMH

[Ipu npumeHeHuu mnponageHoHa MOTYT BO3HUKATh HEUYETKOCTb 3PEHHs, TOJIOBOKPYXKEHHE,
MOBBILICHHAs] YTOMJIIEMOCTbh M OPTOCTaTUYECKas apTepHalibHasi TUIIOTEH3USI, KOTOPbIE CLIOCOOHBI
HapyLIUTh CKOPOCTh PEaKIM MAalMeHTa U MOBIUATH Ha CIIOCOOHOCTh YNPAaBISATh TPAHCIIOPTHBIMU
cpeAcTBaMH M paboTtaTh ¢ MexaHu3Mamu. IlosToMy B mepuoj] mNpUMEHEHHMs Npenapara
[Tponadenon dapmacuHTE3 ClieAyeT BO3AEPKUBATHCS OT YIPaBICHUS TPAHCIIOPTOM M 3aHITUH
MOTEHLIMAJIbHO ONACHBIMU BHUJAMU JESITENbHOCTH, TPEOYIOIIMMH MOBBIIIEHHON KOHIIEHTpAIuU

BHUMAaHUA U 6I)ICTpOTI)I MMCUXOMOTOPHBIX peaKHHﬁ.

dopMa BbINIYCKa
TalneTku, MOKPBITHIE MIIEHOYHOM 0600uKol, 150 Mr 1 300 mr.
Ilepsuunas ynaxkoexa 1eKapcmeeHHo20 npenapama

[To 10 TabneTok B KOHTYPHYIO SYEUKOBYIO YIAKOBKY U3 IJIEHKH NOJUBUHUIXJIOPUAHON U Hosbru
1¥
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AJTIOMUHUEBOM NI€YaTHOMN JTaKUPOBAHHOM.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ITo 20, 40, 50 niau 100 TabGnerok B GaHKY MOJMMEPHYIO M3 MOJIMATHIICHA HU3KOTO JaBJICHUS C
KPBILLIKOM, HATATMBAEMOM C KOHTPOJEM IEPBOTO BCKPBITUS W3 IOJMITUIIEHA HU3KOIO WIIHU
BBICOKOTO aBiieHus1. CBOOOAHOE MPOCTPAHCTBO MOXKET OBITH 3aIIOJIHEHO BaTOM MeauIMHCKoi. Ha
0aHKM HAKJIEMBAIOT ATHUKETKU M3 OyMaru 3THKETOYHOW WJIM MHCUEH, UM U3 IOJUMEPHBIX
MaTepUaoB, CaMOKJIEAIIUECS.

Bmopuunas ynaxoexa nekapcmeenno2o npenapama

ITo 2, 4, 5 unu 10 KOHTYPHBIX SIYEMKOBBIX YMAaKOBOK BMECTE C MHCTPYKIMEH MO MEAUIMHCKOMY
MPUMEHEHHUIO MTOMEIAI0T B MauKy U3 KapToHa. Ha mauky MO)KeT HaKJIeHMBaThCS CAMOKJIESIIAsCS
ITHKETKA C MApKUPOBKOM M3 OyMaru STUKETOUYHOM WITH MTUCYUEH, NN U3 TIOJMMEPHBIX MaTEPUAIOB.
[Tauku moMenaoT B IPYIIOBYIO YIIaKOBKY.

[To 1 Ganke BMecTe C MHCTPYKIMEH MO MEIUIMHCKOMY MPUMEHEHHIO MOMEIIAIOT B Ma4yKy W3
KapToHa. Ha mauky MokeT HakJIeMBaThCsl CaMOKJIEsINascs STUKETKa ¢ MapKUPOBKOW U3 Oymaru
ATUKETOYHOW WJIM MUCYEH, WIM U3 MOJMMEPHBIX MaTepuayioB. [lauku momemarT B rpynmnoByro

YIaKOBKY.

YciaoBus xpanenust
XpaHuTb 1pu Temmneparype He Boie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTe.

Cpoxk rognocTun

2 rojaa. He MNPUMCHATH IO UCTCUCHUHN CPOKA 'OAHOCTH.

YcaoBus ornycka

OTnyckaroT 1o penenty.

Baajenen perucTpaiMOHHOIO yA10CTOBEpEeHUs!

Poccniickas @enepanvs

000 «PapmacunTe3-TIOMEHBY

625059, Tromenckast 00:1., . Tromens, TpakT Benmxanckuii 7 km, 1. 2
Ten.: 8 (345) 239-38-56

Anpec anekTpoHHOM mouThl: info-pst@pharmasyntez.com

IIpousBoaurenn

Poccuiickas @enepanus
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000 «®PapmacuHTe3-TIOMEHbY

TromeHckas 0071, T. TroMeHb, TpakT Benmxanckuit 7 km, 1. 2

Opranuzanus, NPUHAMAKOLIAS NIPETEeH3UH MOTpeduTe el
Poccuiickas @enepanus

000 «®PapmacunTe3-TOMEHBY

625059, Tromenckas o0i., T. TroMeHs, TpakT Bemmkanckuit 7 kM, 1. 2
Ten.: 8-800-100-15-50

Anpec 351eKTpoHHOM nouThl: info-pst@pharmasyntez.com
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