OBIIASA XAPAKTEPUCTHKA JIJEKAPCTBEHHOTI'O IIPEITAPATA

1. HAUMEHOBAHME JEKAPCTBEHHOTI'O ITPEIIAPATA
Haticynun, 100 mr, rpanymsr gis NPHUTOTOBICHHS CYCICH3UM JUIA IPAEMA BHYTPb.

2. KAYECTBEHHBIN U KOJMYECTBEHHBII COCTAB

Kaxnerit maker cogepsxur 100,0 mr HUMeECYIHIa.

Beromorarenbrele Bemectsa, Hammume KOTODEIX HANO VYHTEIBATE B COCTABE JIEKapCTBEHHOTO
IIpenapara: caxap Oeblii KpACTALTHYECKHit (caxapo3a).

ITonHED MepedeHp BCIOMOTaTeNBHBIX BEINECTB, BXOMSUIMX B COCTAB JIEKAPCTBEHHOr'O IIpemapara,
IpEeACTaBlIeH B paszene 6.1. '

3. JEKAPCTBEHHAS ®OPMA

I'paHy eI 1 IPArOTOBNEHNS CyCeH3uH I IpHeMa BHYTpb.

Cwmeck nopomka ¥ rpanys 6e10ro Wik 6e/I0T0 ¢ KENTOBATEIM OTTEHKOM IBETA CO CHEUMPHIECKUM
3anaxom. [Ipu no6asnernn k conepuMOMy aKeTa cTakaHa MHTHEBOH BOMIbI NOTY9aeTCs CYCIIECH3HS
GeJ1oro HiTH CBETJIO-XENTOro uBeTa ¢ XapaKTEepHBIM 3aIlaxoM allejb5CHHaA.

4. KIMHHYECKHUE JAHHBIE

4.1. Iloka3aHHs K DPAMEHEHUEO

— Jlegenne octpoii 6omm;

— Ilepsuynas nucmenopes.

IIpenrapar Halicy iy MoxeT HasHauaThCs JWImb B KadecTme CPEICTBA TEpalHMM BTOPOH JHHUM.
Pemrenue o HasHaYeHMM HEMeECY MR TOKHO GBITH OCHOBAHO HA o0melt olleHKe PHCKA /T KaXKI0To
TalHeHTa.

4.2. Pexxum 103UpOBaHAs U cn0co6 npuMeHeHHs
PexxuM mosuposanus
Bapocnsie
ITo 1 maketuxy (100 mr HUMeCYyHa) 2 pa3a B CYTKH.

eTH
Hemu 0o 12 nem: nns pammoi KaTeropuy MalHEHTOB Ha3HAYCHHE HHUMECYJIHI-CONEePIKaIIyuX
JICKapCTBEHHBIX [IPEMIapaTOB IPOTHBONOKA3aHO (CM. paszer 4.3).
IToopocmxu (om 12 do 18 nem): Ha ocHOBaHMM (hapMaKOKMHETHYECKOro MPOGHIT Y BIPOCIEIX H
hapMaKOIHHAMUYECKHX XAPaKTEPHCTHK HUMECYJIH/Ia HEOOXOMMMOCTH B KOPPEKTHDOBKE JIO3BI ¥
IIOJIPOCTKOB HET.
Oco6kIe IpyIIIbI NanHeHToR
Hayuenmer noscunozo eospacma
Y IauMEeHTOR MOXKHUIOro BO3PACTa CHIKEHHE CYyTO4HOH O3Bl He Tpebyercs (cM. paszen 5.2).
IHayuenmu: ¢ napywenuem @yHrYyuu novex
YauTeBas (apMakoKHMHETHYECKHE AaHHBIE, HET HEOOXOAMMOCTH B KODPEKTHPOBKE O3Bl Y
TIalMeHTOB C HApyMEHHEM (QYHKIMH [I0YEK OT JIETKO 110 YMEPEHHOH cTeneHn (xMpeHc KpeaTuHHHA
30-80 mn/MuH); npu THKETOH moYedHON HEJIOCTATOYHOCTH (KJIMPEHC KpeaTHHHHa <30 Mmu/MuH)
JICKApCTBEHHEIA IIpeliapaT IPOTHBOMOKA3aH (CM. pasnens 4.3, 3.2),
Hayuenme! ¢ napywenuem @ynkyuu nevenu
JlexapcTBeHHEBIN npenapar [IPOTHBOIIOKA3aH IallHCHTaM C I€YCHOYHOM HEeNOCTATOYHOCTBIO (CM.
pasgensi 4.3 1 5.2).
Cnoco6 npamenenns




BHyTpS. 07B6B-201¢
JlekapCTBeHHEI penapaT Clie/lyeT IPHHUMATH [I0C/E IPHEMA AT,
Ilepen mpuMeHeHHeM HEOGXOAUMO NPUIOTOBHTH CyCIeH3mi0. s 3TOrO COTIEPXXHMOE TaKeTa
PacTBOPACTCS B CTaKaHe MUTHEBOA BONBI ¥ MHTCHCHBHO NepeMemmBaetcs. [locre 5Toro cycnensus
TOTOBA K yNOTpebIeHro, ee HeOGXOMMMO PHHESTE cpasy MOC/Ie IPUTOTOBICHNS,
IIpono/kuTeNIEHOCTL pHEMa

Hexenaremsiee s hexTsI Tepanuy MOryT GEITE CBEIEHBI K MEUHHMYMY TIOCDE/ICTBOM HA3HAYCHAs
HauMeHbIIeH 3Q(EKTHBHOM 035! NEKAPCTBEHHOTO MpEIapaTa Ha IPOTSDKEHMH KAK MOXKHO Gojee
KOpOTKOrO II€pHONa BpeMEHH, TpeGyeMOro i JedeHHs COOTBETCTBYIOIIErO 3a60NeBaHus.
MaxcuMaIbHas IpoSIoINKHTENLHOCTE IPHEMa HUMECY TH/A He JOIKHA IpeBsmaTh 15 e,

4.3. IIpoTuBonoxkazanus

— T'mmepayscremTensmocTe X HEMecymmny w/wim JpYTHM KOMIIOHEHTaM JIEKAPCTBEHHOTO
npenapata Haticymupn;

— THNEPEPrUHeCKue PeakUny (HanpuMep, GPOHXOCIIA3M, PUHHT, KPAITHBHALA) B CBS3H C IIPHEMOM
AUCTHIICATIANANOBOH KHCIOTHl M JADPYIMX HECTEPOMIHBIX IPOTHBOBOCHATHUTENBHEIX CpPEICTB
(HIIBC), B ToM wncie B anaMHe3e;

— TENaTOTOKCHYECKHE peakKluy Ha HUMECYIIH]] B aHaMHE3e;

~ COIYTCTBYIOIIHME IPHEM APYTHX BEMIECTB ¢ MOTCHLHATEHOMN MeNaTOTOKCHYHOCTEIO,

— aJIKOTOJIH3M;

— HapKO3aBHCHMOCTE;

— BOSHHK2BIIMC pAHCE JKENyJOYHO-KHIIEYHbIE KPOBOTECUEHHS MM NephOpalHH, CBI3aHHBIE C
npeamecTByromeii tepanueit HIIBC;

— #3Ba XKCIylKa MM IBCHANUATHIIEPCTHOM KAMIKY B (ase 060CTpeH s, HATUYIHE B aHAMHE3E S3BHI,
nepdopalyy WIH KPOBOTEUEHHUS B JKEIIY LOYHO-KHAIIETHOM Tpakte (OKKT);

— HaIM9He B aHAMHE3€ 1epeOpoBacKy IApHBIX KPOBOTEUEHUH HITH IPYTUX KPOBOM3NMUSHUH, a TAKKe
3aboneBannif, CONPOBOXKAIOMIMXCSA KPOBOTOUHBOCTLIO,

— TSKENBIC HAPYIIEHNS CBEPTHIBAHYS KPOBH;

— TSDKeNnas CepiedYHas HeAOCTaATOYHOCTE,

— TAKeNIad MOYeYHas HENOCTaTOYHOCTh (KIMPEHC KpeaTnHrHa <30 MI/MHEH);

— ME€YEeHOYHAas HEJOCTATOYHOCTE,

— TaOHUEHTH! ¢ CAMIITOMAMH IPOCTYAB! H IPHUNIIA;

— Bo3pact 1o 12 ner;

— TPETHH TpUMECTp GEPEMEHHOCTH M IEPHOJ IPYSHOIO BCKAPMITHBAHHS (CM. pazzen 4.6).

4.4. Oco6ble yxasaHHS H MePBI NPEAOCTOPOKHOCTH NpH NPHMeHEeHUH

IIpu ucnonesosanmu npenapara Haitcymun ciexyeT u30eraTb €ro COYETaHWS C HECTEPOHIHBIMH
TPOTHBOBOCTHAMUTENbEHEME  cpeficTBamu  (HIIBC), BKmOWas CeNEKTHBHBIE HHTHGHUTODSHI
LMKJOOKCHTeHAa3E!-2. CrelyeT BO3NepKHBATECS OT IPUEMA APYTHX CONMYTCTBYIOIHX AHATBIETHKOB.
HexenatensHele peaknme MOTyT GBITE MHHAMM3HDOBAHEL IPH MCIONB30BAHHH HaMMEHbILEH
30 heKTUBHOR 03Bl B TEYEHHE MHHHUMAIHHOTO BpeMeHH (CM. paszen 4.2), HeoOXoauMoOro mis
YCTpaHEHHs CHMNTOMOB. ECIH COCTOSHHE NalMeHTa HE YIYdIIaeTcs, JICYEHHE HEOGXOIUMO
[PEKPATHTE.

[lanEeHTh] NOXKHIOTO BO3pacTa

Y NanHeHTOB MOXHIIOro BO3PACTa NOBHIIIEHA YaCTOTa BO3HUKHOBEHYS HEKEIATEBHEIX peaknuit Ha
dome mnpuMenenws HIIBC, ocobeHHO wacTOTa KEITYyTOYHO-KMINEYHBIX KpPOBOTEYEHHH H
nepgopaumit, KOTOpble MOIYT OBITH (aTatbHEIMY, & TAKKE HapyIIeHHH QYHKIWH [I0YEK, IIEYEHH U
cepana. Ciienyer 06ecneunTs TIMATENBHbIH KOHTPOJIb HEXeIATe bHbIX peakIuit y qaHHOH rpynis
DalUEHTOB. :
Hapymenus co CTOPOHEI eYeHu
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B penmxmx cnydasx coofmanocs o BO3HEKHOBeHMH CEPBE3HBIX PEaKUUi CO CTOPOHEI IIEUEHH,
CBASAHHBIX ¢ IPUMEHEHHEM HEMECY U I-CONEPIKAIIMX IeKAPCTBEHHEIX npenaparos (cM. pasaen 4.8),
B TOM HYHCIE B OY€HB PEIKHX CIOydYasX C JIETATHHBIM HCXOIOM. Ilpu mosiBieHuMHM y mammeHTos,
NIPHHUMAIOMMX Ipenapar Halcynun, cHMOTOMOB, YKasBIBAIOIUX Ha TIOBPEXICHUE IICUEHH
(aHOpEKCH, TOLHOTA, PBOTA, 6OMIb B ’KHBOTE, [OBBIEHHAS YTOM/IIEMOCTE, IOTEMHEHHE MOYH), HIIH
TIpH OTKTIOHEHHH J1ab0PATOPHBIX aHAMM30B (YHKIUY [IETEHH OT HOPMAJIBHEIX 3HAYECHUH Ipenapar
CIIEMYeT OTMEHUTD. [IoBTOpHOE HaszHaueHHe HUMECY/IH/a TAKAM NalMEeHTaM IIPOTHBOIIOKA3aHO,
IIpu HenponomkuTeEHOM IpHEMe HUMECY M/ [IOPKEHHE NICYCHN OOBITHO SBNIAETCS 06PaTHMbIM.
B cmyyae ecnu y manmentos, NpHHEMAOMAX npenapar Haiicynun, Havamack muxopanmka u/wmu
TPUIIONONOOHEIE CHMIITOMEI, JICYCHHE IOJKHO GBITH IIPEKPAILEHO HEe3aMETHTEIBHO.

Hapymenus co cropons! sxenynouno-kumessoro TpaKTa

XKeynouno-KuImeyHoe KPOBOTEUCHHE, H3BAZBICHAS U nepdopanud: coobmanoch o KeIyLodHo-
KAMICTHBIX KPOBOTCYCHHAX, HIBAIBICHHAX H Iepdopaumsx, KOTOpBIE MOTYT NpPHBECTH K
JICTANIbHOMY HCXOOy, BO BpeMs nedeHus Bcemu HIIBC B moGoe BpeMs, ¢ HaiuyueM JHGo
OTCYTCTBHEM JKH3HCYTPOXAIOMMX CHMITOMOB, C MMEBIUHMHCS B aHAMHE3e CEPbE3HBIMH
HapyIMCHHAMH XEITy I09HO-KMIUEYHOTO TPaKTa WK 6e3 HuX.

PHCK BO3HMKHOBEHHS K€y IOYHO-KHIITEYHOro KPOBOTEHYEHHS, A3BBI MM NIEPYOpPAIHH NIOBBILIEH IIPH
IpureMe BeICOKMX o3 HIIBC y manueHTOB ¢ $3BOH B aHaMHe3e, OCOOEHHO OCIIOXKHEHHON
KpOBOTEHYCHMEM MM nepdopanueit (cM. pasaen 4.3), a TAKKE Y NANHEHTOB [OKHION0 Bo3pacTa. s
9THX TAIACHTOB JICYCHHE CNEYeT HAYMHATH C HaUMEHBINEH BOSMOXKHOM MO3BL YV NAHHEX
TIaIMEHTOR, & TaKXKE JIUIl, KOTOpLIe IPHHKMAIOT NpenapaT Hacy i coBMeCTHO ¢ HE3KIMH A03aMHA
BLCTHJICATHIAIIOBOR KHCIIOTHI M APYTHMH [IPENIapaTaMH, VBe/MIABAIOITHMA PHCK BO3HHKHOBEHHSA
KCTYNOYHO-KUINEIHOTO  3a00NEBaHUs, CNEOYyeT pPAacCMOTPEThH  BO3MOMKHOCTE [pHMEHEHHs
KOMOMHMPOBAaHHON Tepanuy ¢ IpHMEHEHHEM racTpONpPOTEKTOPOB (HalpHMep, MH30MPOCTON KA
MHTHOHTOD IPOTOHHOrO Hacoca) (CM. pasnen 4.5).

[TanuenTs! ¢ XKeyI09HO-KHIIeYHEIMY HAapyIMEHUAMHA B aHAMHE3€, OCOGEHHO IOKMITOT0 BO3pacTa,
AOJLKHBI COOOIIATE O MOOBIX HEOOBIMHAIX A0IOMUHATBHEIX CUMIITOMAX (B TOM HHCIIE, O JKEITY J0YHO-
KHIIEYHBIX KPOBOTEUCHHAX), OCOGEHHO Ha PAHHUX 3TalaX JTeYeHH s, '

ey nouHo-KumeIHOE KPOBOTEUEHHE, S3BBI UITH nephopaluy MOIyT BOSHUKHYTh Ha Pa3HBIX ITANAX
JICYCHH He3aBHCAMO OT HaJIMY¥s CHMITOMOB-IIPEABECTHUKOB HIIH HAIMYKS B aHAMHE3€E [IATOOIMY
CO CTOPOHEI JKeJTy A0IHO-KHIUEYHOro TpakTa. [Ipy pasBuTHE ey H0YHO-KHUIIEYHOrO KPOBOTEYEHHUS
MM U3BA3BICHUA HUMECY U] CIIE[yET OTMEHHTS.

HuMecynun cnemyer ¢ ocTOpOKHOCTBIO HA3HAYATH IANMEHTAM C 3a60NeBaHUAMHE IKETYT0THO-
KHIICIHOTO TpaKTa, BKI0Yas NENTHYECKYIO A3BY, Xy I0YHO-KHIIEYHOE KPOBOTEUEHHE B aHAMHE3E,
S3BCHHBIH KONMT ¥ Gonesnp KpoHa, MOCKOMBKY BO3MOXKHO obocTperne 3THX 3aboneBanmit (cM.
paszex 4.8). TaxoKe ero ¢ 0CTOPOKHOCTEIO CIIENyeT Ha3Ha4YaTh IalMEeHTaM, IPHHUMAIONIAM HHEIE
JICKAPCTBCHHbIC IIPENapaTEl, KOTOPLIE MOTYT YBENWYHMTh DHCK BO3HMKHOBEHMS S3BEI MU
KPOBOTCHCHUS! OpAIbHBIE KOPTHKOCTEPOHIBI, AHTHKOATYJSHTHI (BapdapHH), CeNeKTHBHEE
HHTHOHTOPE! OGPATHOTO 3aXBaTa CEPOTOHUHA (CHO3C) mm aHTHArperanTs! (aNeTHICATHIAIOBAS
KucnoTa) (cM. paszen 4.5).

[TaupenTs! ¢ TOYe HON WK CepIeYHOl HENOCTATOTHOCTEIO

Ipenapar Haitcynnn cnemyer mpumensts c OCTOPOXKHOCTBIO V NALMEHTOB C IIOYEYHOH MK
CEpPACYHOM HENOCTATOYHOCTHIO, TAK KaK OH MOXET IIPABECTH K MOBPEXIEHHUIO IOYeK. B Takux
CIIydasx IpUMEHEeHHe HUMECYIH/a HOJDKHO OBITh PEKpaIIeHo (CM. pasae 4.5).

Peakumm co CTOPOHbI KOKHEIX [IOKPOBOB

TspKernble KOXKHEBIE peakuy (B TOM YHCIIE, TOTEHIHATLHO JIETaIbHEIE) — 3KC(ONTHAaTHBHELA NEPMATHT,
curzpoM CTHBeHCa-J[)KOHCOHA ¥ TOKCHYECKHd SNMICPMAIbHBIN HEKPOIIH3 - B CBA3H C NPHEMOM
HITBC passuBarotrcst 09eHs peniko (cu. paszen 4.8). HanGonee BEICOKA BEPOSTHOCTE X PA3BUTHS Ha
PamHMX CTalUAX TEpanuH: B OONBIIMHCTBE CIy4aeB B TEUCHHE MEPBOTO MECSIA JICICHHS.
Ilpumenenue npenapara Haltcymun momxEo OBITH NPEKPaIeHO MPH IEPBOM IOSBJIEHHH KOMKHOMN
CBIIIH, IOPaXXCHAH CITM3UCTHIX 060I0YEK WK MOGKIX APYTHX PH3HAKOR THIIEPYYBCTBHTENHEHOCTH,

Hapymenwus co CTODOHBI CEPIEYHO-COCYIUCTOM | 1epeOPOBACKYIADHON CHCTEMEL e
i JACOBAHO |
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Y DAUMEHTOB C apTepUaNBHON IMIEPTEH3Mel W/HIH OCTDOH CepReuHON HEeNOCTATOUHOCTEIO O
JIETKOH 10 yMEPEHHOH! CTEeNeHH B aHamHese TpeGyercs COOTBETCTBYIOIHH MOHHTODHHT, a TakXe
LeIeCO00pasHEIe NPEANHCAHHS, TAK KAK COOOMATOCh 0 BOSHHKHOBEHHH 38[IEPKKH JKHAKOCTH B
OpraH{3Me H OTEKOB B CBS3H ¢ npuMeHenuem HIIBC,
Kimenvyeckue HCClIeNOBaHUs U SMHIEMHEONOIAYECKHE NAHHBIC MOKa3bIBAKOT, YTO HCIIOIB30BAHHE
Hexotophix HIIBC (0ocofennHo B BRICOKHX 033X H IUTHTEIIBHO) MOXKET OBITH CBS3aHO ¢ HeGOMBIHUM
YBEIHHCHIEM PHCKa apTepHANBHEIX TPOMOOTHYECKHX COOBITHI (HanpuMep, HEQApKT MHOKap/ia WiH
HHCYTBT). VIMEETCS HeNOCTaToOYHO MaHHBIX, YTOOHI HCKITIOYHTH TAKoM PHCK IIPH NpPHMEHEHHH
HHEMECYJIHIA.
[Tanuentam ¢ HCKOHTPOIHPYEMOH apTepHalbHOH TIHIEpTeH3uell, 3acTOMHOM cepaevHoi
HEOCTATOIHOCTRIO, HIUEMHIECKOR GOJIE3HBIO cepna, 3a60eBaHusIME IepH(epHIecKux aprepuit
/U 1epeBpoBacKy ISPHEIMY 3a60EBAHMUIMY HAMECYJIH] Ha3HAYaeTC [IOCIIE TIIATENLHOH OIeHKH
COOTHOIICHUS PHCK/I0/IB3a. AHATIOTHYHO CeTyeT IIOCTYIIATh HEPel HAYATOM IIHTEbHONO TEYeHus
¥ MAIUEHTOB ¢ (haKTOPaMH PHCKA CEpAETHO-COCY AUCTHIX 3260 eBaHHi (apTepHalbHas THIEPTEH3NA,
THINEPIUIANIEMHS, CaxapHEIH THa0eT, KypeHHe).
IIocKONBKY HHMECYNHI MOXET BIHATH Ha (YHKUHIO TPOMGOLKTOB, €ro CIEAYET MPHMEHSTH C
OCTOPOXHOCTRIO ¥ IALIACHTOR ¢ reMOpparkyecKuyM auare3oM. [Ipemapar Haiicymun me ssnsercs
3aMCHOH AlCTHJICAIMIMIOBON KHCIOTHl HPH IPHMEHEHHM IS IPOQUITAKTHKE CEPAEYHO-
COCYHUCTHIX 3a00eBanuii,
Biusgane Ha dheprumssocTs
IlpumeneHEre HEMeCYNHIa MOXET CHHXKATH KEHCKYI0 (epTHIBHOCTB, IIO3TOMY €ro He
PCKOMEHJYETCA HA3HAYATE JKEHINMHAM, IUIAHHPYIOITEM GepeMeHHOCTb. Y KeHIHH, y KOTOPBIX
HMEIOTCA IPOONIEMEI € 33a9aTHEM MITH IPOXOMAIIMX 06CIeI0BaHNe HA IpeIMET OeCIUIONUS, ClenyeT
PacCcMOTpPETh BOSMOXHOCTE OTMEHBI HUMeCY A (cM. pasaen 4.6).
BenomorarensHele BerecTna
Haiicyman comepxur caxap Gesiii KpuCTamuyeckud. IlanuentamM ¢ peako Berpevaromeiics
HACIIE/ICTBEHHOH HEMEPEHOCHMOCTEI0 (PYKTO3HI, TIIFOKO30-TATaKTO3HOMN Manpabcopbuued wim
AehHUIMTOM CaXapassl-H3OMAIBTa3E! He CIIEYeT IPHHAMATE STOT Ipenapar.

4.5. BsaumoneiictBue ¢ apyrumu JIEKAPCTBEHHbIMH MpENapaTaMH W JApYrHe BHIbI
B3auMoaelicreus

®apmMakoaHHAMHYECKHE B3aHMOAeHCTBHS

Jlpyrrie HeCTEPOHIHEIE IPOTHBOBOCTANATEIbHBIE cpeacTsa (HI IBC)

CoBMeCTHOE IPUMEHEHNE TeKapCTBEHHEBIX [IpenaparoB, COAEPalHX HuMecy i, u apyrux HIIBC,
BKIF09ast alleTHJICATHIHIIOBYIO KHCJIOTY B IIPOTHBOBOCHANMTENIBHEIX 033X (>1 I OMHOKPAaTHO HiIK
23 r B KadecTBe 00wIeli cyTouHOM JI03BI), HE PEKOMEHIYETCH.

Kopruxocrepou sl

Kopruxoctepounsl mosemmaior  puck BOSHUKHOBEHHS JKEIYyAOYHO-KHAIIEYHOH H3BBI WK
KPOBOTEUEHHS (CM. pasnen 4.4).

AHTHKOATYISHTEI

HIIBC MoryT ycrmuBath feHcTBHE aHTHKOAry/IsHTOB, TAKHX KAK BapdapuH (cM. pazzuen 4.4) umu
LETHIICATHIHIIOBAS KHCIOTA. M3-3a [OBBIICHHOro pHCKa KPOBOTEYeHHH HAa3HAYCHHE yKa3aHHOH
KoMOHHaImMA HE pexoMeHAyercs (oM. pasgen 4.4) u IIPOTHBONOKA3aHO NAUUEHTaM C TIKEIBIMH
HapyIIeHHAME Koarynaumu (oM. pasaen 4.3). Eciau xoMOHHEpOBaHHOM TepamMM BCe JKe HENb3s
u30exaTs, HEOOXOMUMO OCYIIECTBIATH TIIATETbHEIN KOHTpOJIb IIOKa3aTenell CBEepPTHIBAEMOCTH
KpOBH.

Anmumpomboyumapusie cpedcmea u cenexmugHble unHeubumopsl 06pamHO20 3ax6aMa cePOMOHUHA
(CHO3C)

Anturpombonutaprsie cpeactsa ¥ CHO3C yeenuumsaror PHCK BO3HHKHOBEHHS JKEIYIOYHO-
KHIIEYHOTO KPOBOTeqeH s (CM. paszen 4.4).

[vypeTuky, WHIHOWTOPB! _AHIHMOTEH3WHNPEBPAIIAIONIET0  (DePMEHTA  (MHTHOHTODEL ATID),
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HIIBC moryT cHmxats sddextrrHOCTS AUYyPETHKOB M NIPYTHX I'MIIOTEH3HBHBIX IIPEnapaTos. Y
HEKOTOPBIX TAIUEHTOB C HapyINeHHeM QYHKIMHY [I0YeK (HANpUMED, y IAEEHTOR C 06€3B0KHBAHMEM
HIM y TalKCHTOB B IOXHJIOM BO3pAacTe) COBMECTHOE HA3HAYCHUE uHrubuTopor AII® wumm
dHTArOHHCTOB PENENTOPOB aHIHOTEH3HHA II, a TaksKe NEKAPCTBEHHEIX [IpENapaToB, ONABIISIONMINX
CHCTEMY LHMKIOOKCHI®HA3El, MOXKET BBI3BATh NATbHEHIIee CHHKCHHE bysxoun novyex BOIOTH 10
OCTpO# [OYEYHOH HEOCTATOYHOCTH, KOTOpOE HOCHT, KaK IpaBHII0, 00paTHMEIH XapakTep.

JlaHHOe B3amMOnelCTBHE ClIemyeT [IpUHAMaTh BO BHHM@HHE Y MAHEHTOB, NPHHHMAOIINX
Halicynmuyx comecTHO ¢ uHruburopamu AII® u amTaroHmCTAME PELCNTOPOB aHTHOTEeH3MHA [I.
Ilosromy npw HasHavenuu manHOM KOMOHHAIMH [IPENapaToB CIELYeT COBMIONATh OCTOPOKHOCTS,
OCOGEHHO y MOXHIBIX MAMHEHTOB. I[IAIHEHTHI NOIKHEL IOJy4aTh JOCTATOYHOE KOJHYECTBO
KUIKOCTH, U NODKHA OBITH paccMOTpeHa HEOGXOAMMOCTS MOHHTODHHTA TIOYEYHOMN byHKIME moCTIE
Hayana KOMOHHHPOBAHHON TEPAIMM M IEPHONUIECKH BIOCIICICTRHH.

DapMaKOKMHETHYECKHE B3aHMOXEHCTBHS: Bo3qeiicTBHe HHMeCY/IH/ia Ha (apMaKOKHHETHKY
APYTHX JIEKapCTBEHHBIX NPENapaToB

Dypocemusn

Y 310pOBEIX NOGPOBOIBLER HUMECYTHL BPEMEHHO CHMXKAJI JEHCTBHE (ypOCEMHIA Ha BEIBEIEHHE
HATPU, B MCHBLICH CTCIICHH, Ha BHIBEICHHE KU, X CHIDKA [Ny PETHYECKHH spdext. CoBMeCTHEIIH
TIPHEM HUMECYTH/A ¥ PypPOCEMHIa IPHBOMUT K YMEHBLISHHIO (npubnusutensHo Ha 20%) II0Imany
0N KpUBOH «KOHUEHTpauus-Bpems» (AUC) u cHuxenuro oGmeit 9KCKpelHH dypocemunga Gez
H3MCHCHHS TOYEYHOro KiHpeHca ¢ypocemuna. COBMECTHOE Ha3HAYEHHE pypocemuma wu
JICKGPCTBERHBIX IPENapaToB, COACPXKAMMX HUMECYIHN, TPeGYET OCTOPOKHOCTH y NalMeHTOB ¢
HapyICHHUAMHE [I09€4YHOH HIM cepeyHo GyHKuuit (cM. paszen 4.4).

Jlutui

Wmerorest narnsie o Tom, uro HIIBC YMEHBIIAOT KIHPEHC JIHTHS, YTO IPHBOIHMT K MOBBITIECHHIO
KOHUCHTpAIMK JIMTHA B IUIA3ME H YBENMYEHHIO €r0 TOKCHYHOCTH. IIpu HasHaueHmu npenapata
Hajicymn nanuenTam, oty yaromnm Tepamnuso NpenapaTaMH JIHTHS, CIETYET OCYINECTBIIATE YacThIi
KOHTPOJIb KOHIICHTPALINH JIHTHS B IIJIa3Me.

Metotpekcar

I1pu HasHawenun HEMecyMUAA MeHee YeM 3a 24 yaca 10 WIE MeHee JeM uepe3 24 gaca noce npuema
METOTpeKcara TpelyeTcsa COOMONATh OCTOPOXHOCTB, T4K KaK B TAKHX Clly4adX YpPOBEHb
METOTpEKCaTa B IJIA3ME€ H, COOTBETCTBEHHO, TOKCHYECKHE 3(D(MEKTHl JaHHOTO npemnapara MoOryT
IIOBHIIIATECH.

LIMKIOCTIOpHHEI

B cBsi3u ¢ neficTBreM Ha moueuHsIe NpOCTArNAHIMHEL MHTHOMTODPE! CHHTETa3 IPOCTATTAHINHOB, K
KaKiM OTHOCHTCS HUMECYIIH]I, MOTYT HOBBIIATh TOKCHYHOCTE IMKIIOCIIOPHHOB.

Hpyrue npenapatsr

Bru1n [poBeneHs! Hecle0BaHuA i Vivo C LENBIO BBIBICHHS BOMOKHEIX (bapMaKOKHHETHYECKHX
B3aUMOJICHCTBUM C MIEOEHKIAMHIOM, TEODHIUTHHOM, Bap(haprHoM, JIUrOKCUHOM, IIUMETHAHHOM H
aHTAlHIHBIME IIpETapaTaMu (HaupuMep, KOMOWHAIUS AIOMHHHS M MAarHHS THIOPOKCHA).
Knnnudecku 3HaYMMEIX B3aMOIEHCTBHIE He HAGTIONATOCK.

Humecymun monaenser axTBHOCTS depmenta CYP2CY. Ilpu onHOBpeMEHHOM IpHEME C
npenapaTom Halicywn nexapcTBeHHBIX TpenapaTos, SBISIONAXCS cyOcTpataMu 3TOro (hepMeHTa,
KOHICHTPAIKA JaHHBIX IIPENapaToB B IIa3Me MOJKET [IOBBIIIATELCH.

DPapMaKoKHHETHYeCKHe  BiauMoaelicTBus: 3¢pdexTl  gpyrux  npemaparos Ha
(papMaKoKHHETHKY HHMeCY. IHIA

Hccnenosanust in vifro mnoxasaltH, YTO B MeCTAX CBS3bIBAHES HHMECYJIH/ BBITECHSAETCS
TONOYTaMHIOM, CAIHIMIOBON KHUCIOTOH M BaJIBIIPOEBON KHCJIOTOMH. HecMmoTps Ha BO3MOXHOE
[IOBBIICHUEC KOHIEHTPAlHKH HAMECYIHA B IIa3Me KPOBH, JAHHbBIE B3aUMOJCHCTBHS He SBJIAIOTCS
KIAHHYECKH 3HaAYHMMBIMH,

COTJTACOBAHO
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Kax u npyrme HIIBC, nekapcrsenmsie TIPETIAPATEI, COACPHKAIIUE HUMECYIHU, HE PEKOMEHAYETCS
Ha3sHA9aTh XCHIIMHAM, [UIAHHPYIOMMM GepeMeHHOCTE (cM. pasznen 4.4).
Bepemennocts
Ilonasnenne cuaTe32 MpOCTANIAHIMHOB MOKET HeOIaroNIpUATHO HOBIASTE HA OepeMeHHOCTE W/uH
pasBuTHE INOAA. JlaHHEIE, MOJTyYEeHHEIE [IpH SMHIEMHUONOTHIECKMX HCCASHOBAHMAX, [TO3BOJISIOT
CACNaTe BBIBON O TOM, 9IO HAa DPAaHHHX CpOKax GEepEMEHHOCTH MpUMeHeHHe NIPEnapaTos,
TNONABIIOMAX CHUHTE3 IPOCTAMNAHAHHOB, MOXET YBEIHYHTE PHCK CaMONpOH3BOJIBEHOTO abopra,
BOSHHKHOBCHMS Y ILIONA IOPOKA CEPJIA M FACTPOIIH3KCA. ABGCOMIOTHE PHCK aHOMaIIHK CEepIEYHO-
COCYMCTOH CHCTEMB! NOBBICHIICA MeHee ueM ¢ 1% npumepro 0 1,5%. Cumraercs, urto puck
YBCIHTHBACTCA C NOBBIICHHEM 03! ¥ JUTHTENLHOCTH TIPHMEHEHHS.
Y HBOTHBEIX Ha3HauYeHHe MHTHOMTOpa CHHTE3a IPOCTATIAHAMHOB IIPUBEJIO K YBEIHYEHHIO J0- U
TOCTUMIIAHTAMOHHEIX IOTEPh B YBEIMUYEHHIO MOPHOHATLHOIM cMepTHOCTH. KpoMme Toro, 6sutn
TIOTTYHSEHEI NaHHBIE O TOM, 4TO Y XHMBOTHbIX, IONYYaBIIHX HHTEOHTOD CHHTE3a MPOCTATIAHIKHOB B
[IEPHOJ] OPraHOreHesa, yBEIHYUIIACE YACTOTA BOSHHKHOBEHHS Pa3IM9HEIX IOPOKOB Pa3sBHUTHA ILIOJA,
B TOM HHCJIE CO CTOPOHEI CEPACHHO-COCY AUCTOH CHCTEMEL '
Hccnenopanns Ha xpommkax IIPOACMOHCTPHPOBANY ATHIIAYHYIO PEIPOAYKTHBHYIO TOKCHYHOCTS
(cM. paszen 5.3), ucuepnsiBaromue AZHHBIC O NMPAMCHCHWH HUMECYNHNA Y GEPEMEHHEBIX KEHIUH
OTCYTCTBYIOT. ClenoBaTensHO, MOTEHIHAIEHEL PHCK UL 4YENOBEKA HEHM3BECTCH, NO3TOMYy He
CIICLyeT HasHa49aTh HUMECY U] BO BPEMSI IIEPBOLO K BTOpOTO TpUMecTpa GepeMeHHOCTH Ge3 Kpaiineit
HEo0X0AHMOCTH.
B cnywae nasmavenus HEMECy/THa JKCHIIMHAM, KOTOphIE MBITAIOTCS 3abepeMeHeTh, THGO
KCHIIHAM B IIEPBOM M BTOPOM TPHMECTPaX OEpeMEeHHOCTH, Chnexyer BrOpaTh HaHMEHBIIYIO
BOSMOKHYIO 103y ¥ HANMEHBIIYIO BO3MOKHYIO ITHTEBHOCTE ICUCHHS,
B Tpeteem TpuMecTpe GepemenrocTH Bee HHTHOWTOPE! CHHTE3a [IPOCTATNAH JUHOB:
1. MoryT npusectu  pasBuTHIO y Iona:

~  THCBMOKapAHanbHOrO TOKCHYECKOTO IIOpaXeHMs (C IPEXIEBPEMEHHEIM  3aKPBITHEM

apTEPHANIBHOIO NPOTOKA M JIEFOYHOMH THIIEPTEH3HEH);

— MECQYHKIHM NOYeK, KOTOpPas MOXET TIPOTPECCHPOBATE N0 TOYEYHOH HEAOCTATOYHOCTH C

Pa3BUTHEM MaJOBOHS;
2. y MaTepH ¥ ILI0Ja B KOHIe OEepPeMEHHOCTH BO3MOKHO:

~ YBCIMYCHHE BDEMEHH KPOBOTEYEHHS, AHTHAIPEraHTHBIA 3 deKT, KOTOpEIM MoKeT

BOSHHKHYTB JJa3Ke NIpH NPIMEHEHUH 049eHb HU3KKX 03 TIpenapara;

— IONABJICHHE COKPATHTENLHOM NEATEIFHOCTH MATKH, 9TO MOYKET IIPHBECTH K 3a0EPKKE HIIH

YAUTHHEHHIO IIEPHO/A POIOB. '
IIosTroMy HEMECYIHI IPOTHBOMOKA3aH B TPETHEM TPUMECTPe OepeMEHHOCTH.
Kopmaenne rpyasio
Ha nanuEBIf MOMEHT HEH3BECTHO, BEIENIETCS JH HHMECYJIIA B MaTepHHCKOe Moioko. [Ipenapar
Haiicynman npotusonokasan mis TIPUMCHCHUS Y EHIIMH B IICPHOL IPYIHOTO BCKAPMIIMBAHHS (CM.
pasznen 4.3).

4.7. Biasnue Ha cnocoGHoCTD YUPAaBJATE TPAaHCNOPTHBIMH CpeACTBaMH M paboTaTh c
MeXaHH3MaMH

He npoeomumics wmccrmemoBamms mo  BimsHmIO HHMECYIIMJa Ha CIOCOOHOCTE YIpamjeHHs
aBTOTPAHCIIOPTOM WM paboTy ¢ APYTHMH IOBHOKYINMMHCS MeXaHH3MaMH, B CIIyqae €CIH IIpH
HCIIOTIb30BaHHH TIpErapaTa BO3HHKAIOT TOJOBHAS OOJE, TFOJIOBOKPY)KEHHE HIJIH COHJIHBOCTD,
HEO0OXOMMO BO3JEDPKATHCS OT BOMKICHHS 4BTOTPaHCUIIOPTOM H 3aHATHH BHIAMH JEATENLHOCTH,
TpeOYIOI¥MHU MOBBIIECHHOM KOHIEHTpa¥ BHUMAHHs U OBICTPOTE! IICHXOMOTOPHEIX PeaKiiyil.

4.8. HesxenaTe/bHbIE peaKuun
Cormaceo pesymbTaTaM KIMHHYECKAX HCCIENOBaHUE W SNUIEMHOJIOTHYECKEM  JaHHBIM,
[IpHMEHCHHE HEKOTOphx HIIBC, 0cOOEHHO B BEICOKHMX 033X B Teuenie JUTATEIEHOTO BPEMEHH,

{ CGTJHACOBAHO
E MHHHCTE

Tipaxas MunueTtepe
Pecrtyamrur




MOXET COIPOBOXIATHCA HEKOTOPHIM YBENMYCHHEM DHCKA DPa3BHTHS NaTOJIOTHH, BBEI3BAHHOM

TPOMG030M apTepuit (HanpuMep, UHBApKT MHOKap/ia Ui HHCYIET) (CM. pasnen 4.4).

Ha ¢one negerns HIIBC coobmarnocs Taxike 06 0Tekax, TOBBILEHUH apTEPHANIBHOrO AABIICHUS H

CepaeYHOH HENOCTATOYHOCTH.

I1pu npamerernn HIIBC umerotes nanusie 06 0deHs PeaKuX ciydasx OyIIe3HBIX PeakijHii, B TOM

qucne carppoma CrrBeHca-/[OHCOHA H TOKCHYECKOr0 SIHAEPMATLHOTO HEKpoJm3a.

ITpa nesernnu HITBC Han6omee 4acTEIMY HeXeNATeMbHEIMY SBICHASMY ObLTH SIBIICHHS CO CTOPOHEI

KCITy NOYHO-KHINEIHOTO TpakTa. Bo3MOXHO pasBuTHe menTHyeckodf s3BEL nepdopamma  Hiu

KCITy NOYHO-KMIIETHOr0 KPOBOTEUCHHS, HHOT/IA CO CMEPTENBHBIM HCXOMOM, 0COGEHHO y MAIHEHTOB

IOXKHJIOTO Bo3pacTa (cM. pasuen 4.4). IMeroTes cBe/leus 0 MOSBICHAH TOLIHOTEI, PBOTEI, AHApPEH,

METCOPH3Ma, 3a1I0pa, AUCTIEICHH, GOJIH B KHUBOTE, AETrTe06Pa3HOTO CTY 14, PBOTHI KPOBBIO, S3BEHHOTO

CTOMATHTa, 000CTpeHuH KonuTa 1 Gonesru Kpora (oM. paszen 4.4) nocie nprema npenapara. Pexe

Halmoancs racTpur.

JlaHHBIE O NPHBENEHHEBIX HUXKE HEKENaTENBHEIX PEaKIKsX MONyYeHbl Ha OCHOBaHMM PE3YJIBTATOB

KOHTPOIMPYEMBIX KITMHUIECKHX HCCIeIOBAHHIM (¢ y4acTHEM npumepHo 7800 nmanneHToB) H AaHHEIX

apmaxonanzopa. Hexenarensasie peakuun pacnpeneneHsl 10 CHCTEMHO-OPTaHHEIM KJIACCaM | 110

4aCTOTe BCTPEeHaeMOCTH. acToTa BCTPEIaeMOCTH ONIPENENAETCA CIeAYIOUIAM 06PasoM; 09eHb JACTO

(2 1/10); gacto (> 1/100, 5o < 1/10); Hewacto (> 1/1000, Ho < 1/100); pexxo (> 1/10000, 5o < 1/1000);

04eHb pesko (< 1/10000); wacToTa HeusBecTHA (4acTOTa BCTPEYAEMOCTH HE MOKET GBITh OIIEHEHA Ha

OCHOBE UMEIOLIEXCS IAHHEIX).

Hapyimenus co cTOpoHEI kpoBH ¥ IuMbaTHUeCcKOH CHCTEMEL: penko — aneMus*, 303HHODMIMA*;

OHUCHB PEAKO — TPOMOOLUTOEHHS, NAHIUTOICHHS, Iy PIYPA.

Hapymenns co cTOPOHbI HMMYHHOM CHCTEMEI: PEKO — peaKluy rUnepIyBCTBUTENBHOCTH ; OUeHb

penKo — aHadunaKcus,

Hapymenus MeraGonusma i mutanms: peaxo — THIIEpPKATHEMHA .

Ilcuxpyeckne HapyImeHus: penxo — 9yBCTBO crpaxa¥, HEPBO3HOCTL*, HOYHBIE KOUIMApHEIE

CHOBHACHHUA¥,

Hapymenus co CTOpOHE! HEPBHOI CHCTEMEI: HEYacTo — TOJIOBOKDYXEHHE®; OUEHb PE/IKO — rOIOBHAS

0ok, COBIMBOCTB, SHIEhANONATHS (curzpomM Peiie).

Hapymmierus co cTOpOHEI oprasa 3peHHS: PeaKo — HEYETKOE 3peHHe™; OYEHb PEAKO — HapyIIeHHE

3pEHHUS.

Hapyenus co cTOpOHBI oprana ciIyxa ¥ TaGHpUHTA: O4YeHb PEIKO — BEPTHTO.

Hapymenus co cToposs! cepaua: peaxo — Taxuxapaus*.

Hapymenus co CTOPOHBI COCYOB: HEYACTO — apTepHATEHAS THIIEPTEH3HA*; PEIKO — reMopparus®,

Na0UIIbHOCTS aPTEPHANbHOIO JABIEHUS ™, IPHIIHBEI*.

HapyinieHus co cTOPOHE! NbIXaTENBHOM CHCTEMBI, OPraHOB IPYIHOH KIETKH H CPEIOCTEHMS: HEYACTO

— OZBIIKA*; OYEHD PEIKO — 4CTMa, GPOHXOCHTA3M.

JKemyI0uHO-KHUINeYHEe HADYIIEHHS: YacTo — Iuapes™, TOWIHOTa*, pBOTa*; HeyacTo — 3amop*,

METEOpH3M*, JKeNyJOYHO-KHIIEIHOE KPOBOTEUCHME, $3Ba H nepdopanys JBEHaUATHIIEPCTHOMN

KHIIKH, A3Ba KEIyaKa U e neppopaius; o9eHb Peako — racTpuT*, 6oNs B JKHBOTE, JHCIENCHS,

CTOMATHT, JerTe00pasHEbIil CTYIL.

Hapy1menns co cTopoHb! medeHn ¥ sxeTdeBpBOSIIEX Ty Tel (cM. pasnen 4.4): 4aCTO — HOBBIIEH b}

YPOBEHB (DEPMEHTOB IICYECHH; OYEHE PEIKO — FENaTHT, MOJTHAEHOCHBI (byneMHUHAHTHEL) TENaTUT

(BrJIXOYAS JIeTANBHEIE HCXOJIBI), HEeNTyXa, XOJIeCTas.

Hapymenus co CTOpOHBI KOXHM ¥ HOJKOXHBIX TKaHEH: HEYacTo — 3yA¥, cbmb¥, MOBBNIEHHAA

IOTIMBOCT™; PEAKO — SpUTEMa®, AEpMaTHT*; 09eHs PEIKO — KpalmMBHUIA, aHTHOHEBPOTHYECKHH

OTEK, OTeK IHNa, MynbTHQOpMHAas SpuTeMa, CHHAPOM CTuBeHca-J[KOHCOHA, TOKCHYECKHIX

SMIUAEPMaNIbHEIH HEKPOITH3,

Hapyiienus co cTOpOHBI HOYeK ¥ MOYEBBIBOASAIMMX IyTEH: PeIKo — TU3ypHa™, reMaTypus®; oueHb

PEIKO — 3a71epIkka MO ™, IOYeYHAs HEJOCTATOYHOCT, OJIATYpHSl, HHTEPCTUITHATEHbI He(PHT.

OOimve HApyIEHWS W DEaKlWH B MECTe BBEJICHHS: HEYAaCTO — OTek*, penKo — HenoMoraHue®,

acTeHHA*, OYEHb PE/KO — THIIOTEPMHS. ——
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Coobmenne 0 M0O3peBAEMBIX HeXeNATENBHEIX PEAKIIHIX
BaxHo coofmaTe © TONO3peBaeMBIX HEXeNATEIbHBIX PEaKOUAX IOCJIE€ pPEeTUCTpamyy
JICKapPCTBEHHOrO Npemapara ¢ LeMbi0 00eCneYeH s HENPEpPEIBHOTO MOHHTOPHHIE COOTHOIIEHHS
«IIOJIB32/PUCK» JIEKAPCTBEHHOTO penapaTa. MequIuHCKEM paboTHHKAM PEKOMEHyETCs cooOmaTs
0 JOOBIX MOJO3PEBAEMBIX HEKENATEIbHbIX PeaKIuAX JIEKapCTBEHHOTO IIpemapara depes
HAHOHAIBHYIO CHCTEMY COOOIIEHHMS O HEXKENaTeIbHBIX PEaKIHAX.

Pecy6nuxa Benapycs

Pecrry6mixanckoe yruraproe npenmnpustue «LIeHTp 5KCIEPTH3 H HCIBITAHMH B 3IPABOOXPAHEHHIY
220037, r. Mugck, Tosapumeckuii mep., 2a

Tenedon: +375 (17) 242 00 29; daxc: +375 (17)242 00 29
SnexTpoHHas moura: repl@rceth.by

Caiir: https//www.rceth.by
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CaMnTomsr  ocTpoit  mepemosuposku  HIIBC  o6srdmo OTPaHHYHBAIOTCH  ANaTHYHOCTHIO,
CORJTHBOCTEIO, TOIHOTOH ¥ PBOTOH, GOMEIO B SMHTaCTpalIbHOM 0611aCcTH, KOTOpAs YMEHBINAETCS IPH
CHMITOMATHHECKOM JICYCHAH. BO3MOXKHO BOIHMKHOBEHHE XKEITyI0THO-KHIIETHOO KPOBOTEYeHY A,
B pemxux ciydasx BO3MOXHO BO3HEKHOBEHHE apTepHallbHON TMIOEPTEH3HMH, OCTPOH IOYeuHOH
HEIOCTATOYHOCTH, YTHETEH)A NBIXAHHS X KOMBL Co06MmaeTes 0 BOSHUKHOBEHHH aHA(HIAKTORIHEX
peaKiuii ipu npreMe TepanepTHyecKEx 103 HIIBC u IIpH IEPEO3NPOBKE TAKHX NPENapaTos,

Ilpu nepesosuposke HITBC nokasaHa cHMITOMAaTHYECKas MIH NONACPKUBAIOINAA Tepanus. Y
HEMECyTla HE CYUIECTBYET CIEUH(HIECKOTO aHTHAOTA. HeT MaHHEIX OTHOCHTEIBHO BBIBEICHHS
HEMECYJTH/Ia Iy TEM reMO/IHaln3a, ONHAKO Ha OCHOBAHWH BBICOKOTO YPOBHS CBS3BIBAHMUS ¢ HENKAMH
11a3Msl (10 97,5%) MOXKHO CENaTs BEIBOJ O TOM, UTO THAIH3 Mao3(pheKTHBEH IPH NEPENO3UPOBKE
npenapara.

B Teuenue 4 9acoB 110c1e MOABNEHHS CHMITOMOB IePEeIO3UPOBKH HIIH IOCIE preMa 6obIoH 1035
npenapara He0OX0AMMO BBI3BATH PBOTY, IPHHATH aKTHBAPOBAHHEIH yroib (60-100 r ans B3pocibx)
W/HIH IIPHHATE OCMOTHYECKOE CIabUTEBHOE CpPEICTBO.

IIpunyuTensHbIl IHypes, MOMMeETAYABAHYEE MOYH, TEMOTHUANY3 HIIH reMonepdy3ust MOryT GBITh
He3(QPEKTHBHEIME BCIICACTBHE BHICOKOTO YPOBHS CBS3BIBAHYS npenaparta ¢ 6enkamu Kposu. ITpu
[I€PERO3UPOBKE TODKHEI TIIATENBHO KOHTPOIKPOBATECS DYHKIMH IIOYEK H [IEUEHH,

i

5. DPAPMAKOJIOT'MYECKHE CBOVCTBA

5.1. ®apmakoguHAMHYeCKHE CBOHCTBA

DapMaKoTepaneBTHYecKash rpynna: [IPOTHBOBOCHATHTENBHEE U IPOTHBOPEBMATHYECKHE
npenapatsl. HecTeponaasie NpoTHBOBOCHIATUTENBHEIE # IPOTHBOPEBMATHUECKHE CpeacTBa.

Kon ATX: M01AX17.

Mexanunsm geficTBHs ¥ hapMaKoqHHAMAYECKHE 3¢ pexTnI

Humecyun spnsercs HecTepOHTHEIM IPOTHBOBOCHATHTETLHBIM NpenapaToM ¢ aHaNbIeTHIECKHMH
¥ KapONOHIKAIOIMMMY CBOHCTBAMYM, KOTOpHIH mHeHCTByeT myTeM HHTHOMpoBamms QepMerTa
LHKIIOOKCHTEHA3bl, Y4acTBYIOIEH B CHHTE3€ IIPOCTarIAHIHHOB.

5.2. @®apMaKOKHHETHYECKHE CBOIicTBA

Adcopbnms

IIpr mepopansHOM mpreMe Xopomo BcachiBaercst. Ilocie OIHOKpAaTHOro mpuema B jo3e 100 mr
MaKCHMaIbHasd KOHICHTPALKA B [UIa3Me OTMEYAETCs Y B3POCIBIX Yepes 2—3 9 M cocTaBmseT 3—4 mr/1.
IInomans nox kpusoii «konuerTpanus-spems» AUC coctasmser 20-35 Mrxw/ir. He 65u10 OTMEYEHO
CTATHCTHIECKOH PASHUIIBI MEXKILY BHILICH3I0KEHHBIMA NaHHBIMA ¥ BEIMIMHAMHE, IOy YeHHBIMHA Tpu
TIPHMCHCHHH npenapata B fo3e 100 Mr 2 pa3a B cyTKH B Te4eHue 7 THEH.

Pacnpenenenue
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Humecynun aktusro MeTabOoIH3UpPYETCs B IEYEHH Pa3THYHBIME TIY TAMH, B TOM GHCIE ¢ TTOMOTIBIO

turoxpoma P450 CYP2C9, akTusHOCTS KOTOPOro pH 3TOM YMEHBIIAETCS, YTO MOKET IPHBOJUTE K

YBEIIHYCHHIO B ILIa3Me KPOBH KOHIICHTPAIUH JICKapCTBCHHBIX IPETIApaTOB, META6OMA3KPYOMHUXCS

1ipxt oMo w3odepmenta CYP2CY (cm. pasnen 4.5). OCHOBHBIM MeTaGOUTOM SBISEeTCS napa-

THPOKCH-QopMa, obmamaromas (apMaKoNOrHYeckol aKTHBHOCTDIO. Pacuetnoe Bpems 10

IIOABNEHUS MeTabonuTa B cHCTeMe KPOBOOOpAaINEH s HE3HAYUTENBHO K cocrasnger 0,8 4, oxraxo

KOHCTaHTa 00pa3OBaHHs HEBENHKA ¥ 3HAYHTENHHO MEHBINE KOHCTAHTHI abcopbumu HUMecyHa.

I'mnpoxcuruMecymuyn sensercs CAUHCTBCHHEIM META00IHTOM B IUTa3Me U NIPAKTHYECKH MOIHOCTHIO

KOHBIOTHPOBaH.

JIIHMHHANHS

Ilepuon monysemenenus Tip TMIPOKCHHUMECYINIA COCTaBIseT oT 3,2 10 6 wu. Humecynun

BBIBOMUTCA B OCHOBHOM C MOYOff (mpumeprO 50% oOT BBeAEHHOM nosel). Tomeko 1-3%

9KCKPETHPYETCs B HEM3MEHEHHOM BHe, [ HAPOKCHHHMECYJIH] — OCHOBHOM MeTabouT — obHapyxeH

TONBKO B BHAE TMOKypoHENa. Ilpumepro 29% BBEIICHHOH JI03bl BBIIENASTCS MOCTe

broTpanchopmanuy ¢ xamom.

OcoGble IPYNNLI NANUEHTOR

HanmmenTe! moxwioro BO3pacTa

Kunetugeckuii npodum HHMECYIIH/a HE M3MEHACTCS Yy NalHeHTOB MOKHIIOro BO3pacTa IpH

OZHOKPaTHOM M IIOBTOPHOM BBEJICHHSX.

IanmenTs! ¢ moveunoi HegocTaTOUHOCTEIO :

B sxcnepumenTamsHoM Heeneropanum ONTHOKPATHOH /1031, IPOBOIUBIIEMCS C YYACTHEM HALEHTOR

C JIETKOH H yMepeHHOi dopmamu modvewHOM HemocTaTOUHOCTH (kmupeHc KpeaTHHEHA 30—
MI/MEH) H 3ODOBEIX ROOpOBONBIEB, MaKCHMATbHAS KOHUCHTpald HEMECYIHMAa W €ero

OCHOBHOTO MeTalOoNHTa B ILTa3Me MALHEHTOB GLUIa He Gombine, uem y 310poBEIX 106pOBOTBIEE.

IInomans nox xpueoi “KOHIERTpanus-speMs» AUC u neproxn momyssmenerns Ty Y NaIHeHTOos ¢

I0YCYHOH HEXOCTATOYHOCTEIO GbLTH Ha 50% BBINE, HO BCErZa B mpejenax ¢hapMakoKHHEeTHUeCKHX

BC/IMVH, HaOIONAEMBIX IPH IPHMEHEHHH HAMECyIHJa y 3M0poBbIX Ao6posonbnes. [TosTopHsE

NIPUMEHEHNS Ipenapara He MPHBOIAT K KyMy JISIHH.

[lanuenTs! ¢ neveHoYHOM HEJIOCTATOYHOCTEIO

Haticymun nporueonokasan manmenTam ¢ TNICYCHOTHOH HEOCTATOYHOCTHIO (CM. paszes 4.3).

5.3. JlaHHbIe JoKIAHAEYECKOH GesonmacHocTH

HOKJ'II/IHHT{CCKHC JAdaHHBIC, OCHOBAaHHEIE Ha TPATAITHOHHEIX HCCIIENOBaAHHUIX (bapMaKOJIOI"HH
OesomacHocTH, TOKCHYHOCTH MHOTOKDaTHBIX 1103, TE€HOTOKCHYHOCTH X KaHIIEPOT€HHOIO
HOTEHIMANA, HE BBLIBUIHM 0COGOM ONMacHOCTH s uemosexa, B HCCIICIOBAHHH TOKCHYHOCTH
MHOTOKpaTHBIX JI03 HHMECYJIHZ NpPOSBHI TOKCHIHOCTH B OTHOINEHHH JSKEIYIOYHO-KHIIEYHOrO
TPaKkTa, IO049CK H IeYeHH. B wmccnenoBaHmsx PCHPOAYKTHBHOH TOKCHYHOCTH IIPH3HAKHM
TCPAaTOreHHOr0 MM 3MOPHOTOKCHYECKOTO MOTEHIHANA (mopoxy pasBuTHS CKenera, MMTATALHS
EITyNOUKOB T'OJOBHOTO MO3ra) HabIIoNaIHCh ¥ KPOIHKOB, HO HE y KpBIC, IONyYaBIINX TO3EI, He
TOKCHYHBIE UIA camOK. Y Kpeic Habromaid TIOBBICHHYIO CMEPTHOCTh IOTOMCTBA B paHHEM
HMOCTHATAIIbHOM NIEPHOJE B HEOArONpHATHOE BIHAHME HA ¢eprrnsHOCTS.

6. PAPMANIEBTHYECKHE CBOMCTBA
6.1. ITepeveHs BCMIOMOTaTe bHBIX BeIecTs
[Tonoxcamep 407

ManstonexcTpun

Jlumonnas xucnoTa 6esponnas
Apomatusatop Anenscun 03924

Caxap Genslit KprcTaTTHYECKHiT (caxapo3a)



6.2. HecoBmMecTHMOCTE
He npumennmo.

COTJIACOBAHO

!
i
i MHHHCTEPCTROM 3

PECIIVEJIAI
Tipuxas MunicrepeTsa 35paro0XpaRHEHNA
Pecny6nuru Benapycs

6.3. Cpox rogaocTa
3 ropa.

I —

6.4. Oco6ble MepbI NpPeTOCTOPOKHOCTH NIPH XpaHEeHHH
XpaHHUTb B OPHIHHANBHOM YIIAKOBKE IS 3ALIATEL OT BO3/ICHCTBHS CBETA IIPH TEMIIEPATYPE HE BBIIIE
29 °C.

6.5. Xapakrep u comepxumoe YIAaKOBKH
o 2,0 r B TepMOCBapuBaeMBIX makeTax u3 bonmery xammpoBanHo# ynakosogo#. ITo 10 makeros
BMECTE C THCTKOM-BK/IaIbIIIEM NOMENIEHHI B 149Ky B3 KAPTOHA.

6.6. OcoGbIe MepbI MpeoCTOPOKHOCTH IIPH YHAYTOKEHHH HCNO/Ib30BAHHOTO J1EKAPCTBEHHOr0
TPENapaTa HilH 0TX0A0B, NMOTY4eHHBIX NOC/IE NPHMEHEHHS JIeKAPCTBEHHOT0 npenapara win
patoThi ¢ HEM

Hert oco6rx TpeGoBanmui.

6.7. Yc0oBHS 0THOYCKA H3 anTek
ITo penenty Bpaua.

7. AEPY)KATEJIb PETUCTPAITHOHHOT'O YIOCTOBEPEHUS
000 «DapMrexHOIOrHD

220024, Pecniy6nuxa Benapycs, r. Musck, yi. KopxereBckoro, 22
Tenedon/taxc: +375 17 309 44 88

E-mail: fi@ft.by.

8. HOMEP PETHCTPAITMOHHOI'O YIOCTOBEPEHUS

9. JATA NIEPBUYHOM PETUCTPAIIMHA (IIOATBEPXKIEHUS PETHCTPAITAH,
IIEPEPET'HCTPALINN)

Hara nepBoii peructpanuy;

Hata nocnensero nonTeepxKeHAS PETHCTPALIMH:

10. TATA IIEPECMOTPA TEKCTA
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