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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEHROFO HIPEHAPATA U002)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O ITPEITAPATA

HnsKenc pemo, 10 Mr + 2 mr u 2 mMr, HaOOp TAOJIETOK, HOKPHITHIX IJIEHOYHON 000JIOUKOH.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTByromMe BELECTBA: JUAPOTECTEPOH + 3CTPaJAUOI U ACTPATUOI.

Junporecrepou+acrpaguon, 10 mMr + 2 mr, TaOJIETKHA, ITOKPBITHIE INIEHOYHOW OOOJOYKOM OT

CBETJIO-KEJITOI'0O A0 KCJITOI'0 IIBETA

Kaxnas TabneTka, HOKpBITas IIIEHOYHOW 000J104KO0#, copepskut 10 Mr quaporectepoHa u 2 mr
ACcTpaauoia (B BUJE TeMUTHIPaTa).

BcnomorarenbHble BelecTBa, HaJU4ME KOTOPHIX HAJI0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: Jakros3a (cM. pazaen 4.4).

DcTpaarol, 2 ML, TaOJIETKU, IMTOKPBITHIE IUIEHOYHOU 000JIOUKON OT CBETIIO-PO30BOr0 10 KPACHOTO

1BeTa

Kaxnas TaOnerka, MOKphITas TUICHOYHOH OOOJIOYKOM, CONEPKUT 2 MTI 3cTpaauoia (B BUIC
TEMUTHIPATA).

BcmomorarensHbie BeNecTBa, HAMYME KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JIGKAPCTBECHHOTO
npenapara: Jakros3a (cM. pazzaen 4.4).

[TonnEb1i MEpCUCHb BCIIOMOT'aTCIIbHBIX BEIICCTB IIPHUBCJICH B pa3/ICjIC 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Habop Tabnerok, HOKPHITHIX MJIEHOYHON 000IO0YKOH.

Jluaporectepor+acrpaanon, 10 mr + 2 wr, Ta6J'ICTKI/I, TIOKPBITHIE IJICHOYHOM 000J10YKOH 0T

CBETJIO-KEJITOI0 A0 JKCJITOIr0 IBETA

Kpyribie 1BOSKOBBIYKIIbIE TaONETKH, MTOKPHITHIE TIIEHOUHON 000JIOUKOM OT CBETIIO-XKEJITOTO 10
enToro 1Beta. Ha monepeunom paspese sapo TabieTku 0eJI0ro Wil oYTH OeIoTo IBETa.

OCTpaifol, 2 ML, Ta6J'IeTKI/I, MOKPBITHIE MIEHOYHOM 000J10YKOH OT CBCTJIIO0-pO30BOIro 10 KpaCcHOIo

IBCTA

Kpyribie 1BOSIKOBBIMYKIIbIE Ta0JIETKH, TOKPBITHIE MJIEHOYHONW 000JI0UKOM OT CBETII0-PO30BOIO J0

KpacHoro 1Beta. Ha momepeunom paspese siapo TabaeTku 0e0ro Uitk oYTH O0eIoTo IMBeTa.

4. KIMHUYECKUE JAHHBIE
41. Tloxka3aHusi K HPUMEHEHHIO

[Ipenapar nsKene hemo mokazad K MPUMEHEHHUIO Y B3POCIBIX JIJIA:
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JNe(UIIMTOM ICTPOTCHOB Y KCHIIMH B IEpUMEHOIay3e (He paHee, yeM uepe3 6 MecsIeB
MOCJIE TIOCIICAHEH MEHCTPYAIIMH ) WIH Y KEHIIMH B TOCTMEHOIIAY3¢;
® MPO(UIAKTHKH MOCTMEHOIAY3aJIBHOTO OCTEOIOpO3a Yy JKEHIIWH C BBICOKUM PHCKOM
MEPEIOMOB TIPU HENEPEHOCUMOCTH WM TPOTHBOIOKA3aHUSAX K MPUMEHEHUIO JPYTUX
JICKapCTBEHHBIX MPEaparoB.
4.2. PexxuM 103MPOBAHUSA U CIIOCO0 MPUMEHEHUs

PexxnM j1o3upoBaHus

B3pocavie nayuenmol dicencko2o noaa (6Kno4as nOJXCULOl 603pacni)

Kaxpnass ynakoBka paccuuTaHa Ha 28-IHEBHbI npueM npenapara. B nepsele 14 nHelt
IPUHUMAIOT €XKEJHEBHO MO 1 TabjeTke OT CBETJIO-PO30BOIO /10 KPACHOTO IBETA (U3 MOJOBHUHBI
VIIAKOBKH CO CTPENKOM, MomedeHHOW mudpon «l»), comepkamieil 2 Mr scrpaauona, a B
octaBmuecs 14 gHell — eXeIHEBHO MO 1 OT CBETIIO-XKENITOrO JO JKENTOro IBera TabyeTke (u3
MIOJIOBUHBI YIIAKOBKHU CO CTPEIKOW, IIOMEUEHHOU MO «2»), comepkaiieid 2 Mr 3CTpaanuoia u
10 mMr quaporectepoHa.

TabneTkn mpuHUMarOTcsa 0e3 mepepsiBa, cpa3y Hociae OKOHYaHMs 28-IHEBHOIO LUKJIA CIIEAYeT
HaynHAaTh npreM npenapara nsXKenc ¢pemo, 10 Mr+2 mr u 2 Mr, U3 HOBOH YIaKOBKH.

Jns Havama u mnponoimkeHust yedeHuss MIT paccTpoicTB, OOYCIOBICHHBIX JIe(UIIUTOM
ACTPOr€HOB, KOMOMHAIIMIO ICTPAAMON U JIUAPOTECTEPOH + 3CTPaauoi CIEAyeT MPUMEHSTh B
HauMeHblIeH 3pPeKTUBHON 703€ U B TeUCHHE HAMMEHBIIEro MepHo/ia BPEMEHH: HENpPepbIBHBIN
U TIOCJIEZIOBATENIbHBIN pUeM JaHHOW KOMOMHAIMK Ha/lo HauuHath ¢ npenapara isKenc gpemo,
10 mr+1 Mr mu 1 Mr; B 3aBUCMMOCTH OT KJIMHHUYECKOTO OTBETAa B JaJbHEHIIEM JO3UPOBKY
TOPMOHOB MOXHO KOPPEKTHPOBaTh MHIMBHIYaJbHO; €CJIU KaloObl, CBSI3aHHBIE C NEPUIMTOM
ACTPOTEHOB, COXPAHSAIOTCS, JO3UPOBKY JEHCTBYIOIUX BEIIECTB MOXKHO YBEJIMUUTh U NIEPEUTH HA
npuem npenapara JmsKenc pemo, 10 Mr+2 mr u 2 mr.

[Ipu mepexoze ¢ JOpyroro HENPEPHIBHOTO IOCIEI0BATENbHOIO WM LUKINYECKOTO pPEXuMa
IpueMa Ipenapara cieyeT 3aKOHYUTh TeKYIIUN UK, a 3aTeM NnepelTH Ha npenapar Jlus)Kenc
demo, 10 Mr+2 mr u 2 mr.

Kenmumnam, He nomy4daBmmM paHee MI'T, winm npu mepexone ¢ APYroro HENPEPHIBHOTO
koMOuHUpoBaHHoro pexuma MI'T mpuem mnpenapara InsXKenc dpemo, 10 mr+2 mr u 2 wmr
cleqyeT HauMHaTh B 000 JeHb. Ecnum manueHTka mporycTuiia MpueM TaOJeTKu, ee
HEOOX0IMMO MPHUHATH B TeueHHe 12 yacoB mociie 00bIYHOrO BpeMeHu npuema. Eciu ¢ MomeHTa
npormycka odepeaHoro npuema npenapara sKenc ¢pemo, 10 mr+2 mr u 2 mr npouuio 6osee 12
4acoB, MPOMYUICHHYIO TabJIeTKy MPUHUMATh HE CJIEeIyeT, MPOJOHKUTh IIPUEM IMpernapara HyKHO

Ha cleAyoumil neHb B oObluHOEe Bpemd. IIpomyck mpuema mpemnapara MOXKET YBEITHYHMBATH
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BBIJIEJICHUI.

Oco0ble rpyInbl MAIMEHTOB

Tayuenmsi nodcunoco 6o3pacma
OnbIT MpUMEHEHHU Y NMalMEeHTOK MOXKUIIOro Bo3pacTta (= 65 neT) orpaHuyeH.
eTu
He umeercs cOOTBETCTBYIOMIMX TTOKAa3aHUH K mpuMeHeHuto npemnapara Jns)Kene hemo y nerei.

Croocob npuMeHeHns

[Ipenapar nmpUHUMAKOT BHYTPb €XKEAHEBHO, B HENPEPHIBHOM pexuMe 1o 1 Tabnerke B CyTKH
(>kenaTesbHO B OJHO U TO K€ BPEMSI CYTOK), HE3aBUCUMO OT IpHUeMa IMUILH.
4.3. IIporuBonoka3aHus

e [UNep4yyBCTBUTENBHOCTh K JCHCTBYIOIIMM BEIIECTBAM WM K J0OOMYy U3
BCIIOMOTaTeJIbHBIX BEILECTB, IEPEUUCICHHBIX B pa3zee 6.1.

e bepemennocts u nakramus (cMm. pasaen 4.6).

e J[MarHOCTUPOBAHHBIN WJIM IpEIoIaraeMblii pak Mojao4Hou xenesbl (PMIK).

e JluarHocTUpOBaHHBIE WM MPEINOJaraéMble SCTPOr€H3aBUCHUMBbIC 3J0KAYECTBEHHBIC
HOBOOOpa3oBaHus (HAIPUMEDP, paK SHIOMETPHS).

e JluarHocTHpOBaHHBIE WJIM IpEIroJaraeéMble MpOrecTareH3aBUCUMble HOBOOOPA30BaHMS
(HarpuMep, MEHUHTUOMA).

e KpoBoTeueHus U3 Biaarajauma HesICHON 3THOJIOTUU.

e HenedyeHHas runepriasus d3HIOMETPUS.

e TpomOo3bl (apTepuanbHble U BEHO3HbIE) U TPOMOOIMOOIUN B HACTOSIIEE BpeMsl WIH B
aHamHe3e (B TOM uuciie TpoMOO3 IITYOOKHMX BEH; TPOMOO3MOOJMS JIETOYHOW apTepuH,
UH(APKT MUOKap/a, CTCHOKAp/Ius).

e BrisgBieHHas  HAcleACTBEHHAs WM NpUOOpeTeHHas  IpPeapacloyioKEeHHOCTh K
apTepHalIbHbIM WM BEHO3HBIM TpoM003aM/TpoMO03IMOOIMAM, Hampumep: AePUIUT
antutpom6OuHa II, nepunut nporenna C, nedpuuunt nporenHa S (cMm. pasuen 4.4).

e OcTtpble WK XpOHUUECKHE 3a00IeBaHNs ITIE€YEHH B HACTOALIEe BpeMs UM B aHaMHe3e (110
HOpMaJM3allMM TOKazaTenedl (yHKIMOHAIBHBIX MNpo0 TeYeHH), B TOM 4YHCIe
37I0Ka4e€CTBEHHBIE OMYXO0JIU MedeHu (cM. paszaens! 4.4 u 5.2).

e Tlopdupmus.

[Ipuem muaporecTtepoHa + 3CTPaAMONa U ACTPagUoia CIEAYyeT MPEKPaTUTh MPU BHISIBICHUU
MPOTUBOINOKA3aHUN W/WIIM MTPU BOSHUKHOBEHUH CIIETYIOIINUX COCTOSHUMNA:

® KENTYXH W/WIM HapyleHUH QyHKIUU IeYeHU;



4.4.

COOTBETCTBYET 3K
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(MOCNEOOBATENEHOCTE 0003)

HEKOHTPOJIUPYEMOW apTepUAIbHON THIIEPTECH3UM,

BIICPBBIC MOSBUBIICHCS HA (QoHE MpuMeHeHus mpenapaToB aiasi MI'T murpenenonoOHoOH
TOJIOBHOM 00JIH.

Oco0ble ykazaHusi 1 Mepbl IPEI0CTOPOKHOCTH NP NPUMEHEHUN

[Ipumenenue npenaparos mig MI'T, B Tom uucne guaporecrepona + 3cTpaauona U 3CTpajanonia ,

TpeOyeT COOMIONEeHUsI MEp MPEIOCTOPOKHOCTU MPH HAIWYMU KaKOTO-THOO M3 MEepeuUCIICHHBIX

HIDKE 3a00JIEBaHUI/COCTOSTHUN 1 (DAKTOPOB PUCKa:

Jleliomuoma MaTku, 3HIOMETPHO3.

Hamuune ¢akTtopoB pucka Ui BO3HHUKHOBEHHS OSCTPOTEH3aBUCHUMBIX —OITyXOJIeH
(HarpuMep, pOJICTBEHHUKOB 1-i cTeneHu poJICTBA C PAKOM MOJIOYHOM KeJe3bl).
AprepualibHasi TUIIEPTEH3HUS.

JloOpokavdecTBEHHBIE OITYyXOJIN TICYCHH.

Caxapubplif quabet, Kak NMPU HAaJUYUU COCYAHMCTBIX OCIIOKHEHUH, TaKk U B CIydae UX
OTCYTCTBHSI.

Xonenuruas.

MurpeHs Wid CUJIbHAS TOJOBHAs 00JIb.

CucremHasi KpacHasi BOJIYaHKA.

l'uneprnnasus sHIOMETPUS B aHAMHE3E.

ONUIIeTCus.

bponxuansHas actma.

OTtockiepos.

[TpuMeHeHue npenapara ¢ OCTOPOKHOCTBIO TPEOyeTCs:

y TMalMeHTOK C XPOHWYECKOM CEepJeUYHOM HENOCTAaTOYHOCTHIO W/MIM TOYEYHOU
HE/I0CTaTOYHOCTBIO;

NpU HaJIMYUKM (AKTOPOB pPHUCKa Pa3BUTHS TPOMOO30B MM TPOMOO3IMOOIHI B ceMelHOM
aHamHe3e — TpoM003 WJIH TPOMOOIMOOIMYECKHE OCIOKHEHUSI Y POJICTBEHHUKOB 1-i
CTENEHW poAcTBa B Bo3pacTe MeHee 50 neT (y TakuX NAlUEHTOK CIEAYET MPOBECTH
CKPUHUHI, MPEIBapUTENbHO MPOUH(OPMHUPOBATH, YTO C MOMOIIbIO CKPUHUHIA MOKHO

BBISIBUTH TOJIBKO YacCTh TPOMOO(PMITHIESCKUX HAPYIIICHH ).

HpenapaT Ha3sHa4YarOT TOJBKO IIPpU HAJIWYUKU CHMIITOMOB, He6J'Ial"OHpI/ISITHO BJIMAOINIUX Ha

Ka4eCTBO KU3HM KEHIIMHBL. Y BCEX MallMEHTOK, nonydaronmx MI'T, mo Menbieid mepe 1 pa3 B

Irong Tpe6yeTCH MMPOBCACHHUC OLCHKHW COOTHOMICHUSA ((HOJIBSa/pI/ICK». Tepanmo CJICAYCT

IpoAOIDKaTh A0 TeX MOop, MOKa IoJib3a OT MpueMa Ipernapara NpPEeBHIIIAET PUCK Pa3BUTHS

He)XeJaTeIbHbIX peakiuii. ONbIT IPUMEHEHUS MIpenapara y KeHIIUH cTapiie 65 JieT orpaHuyeH.
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Caenenus o puckax, cBazanubix ¢ MI'T B cinyupe npem%%éﬂé&&%‘ﬁg%%;f EI:I'Z)QI;II/;I‘;%HBI.

M3-3a HU3KOTO ypOBHs aOCOIIOTHOTO PUCKA Y JKEHIIUH 00JIee MOJIOIOr0 BO3pacTa COOTHOLIEHHUE
«TIOJIB3a/PUCK» Y HUX MOXKET OBITh OoJiee O1aronpusTHBIM, YeM Y KEHIIHH MTOYKUIIOTO BO3PACTa.

MeaunmHCKOE O6CJ'I€I[OB3HI/IC

[lepen HayasoMm wuiu BO300HOBJICHHEM IpHEMa TUAPOTECTEPOHA + ACTPaguoia M 3CTPaaUoIIa
HEOOXOMMO COOpaTh IOJIHBIA MEAWIIMHCKWA W CEMEHHBIM aHaMHEe3 W TPOBECTH O0Iee H
TUHEKOJIOTHYECKOe O0CIIeIoBaHHe (B TOM 4YHCIC W MOJIOYHBIX Kelie3) MAlUeHTKH C LEIbI0
BBISIBJICHUS BO3MOXKHBIX IPOTHUBONOKA3aHUA W COCTOSHHUM, TpeOyIOIUX COONIOACHUS Mep
MPENOCTOPOKHOCTH. Bo Bpemss mnpuema auaporectepoHa + 3CTpaavoia U 3CTPAIUAOIA
PEKOMEHIYETCSI MPOBOAHWTH MEPHOAMYECKHE OOCIICTOBAHMS, YaCTOTy M XapakTep KOTOPBIX
OTpEeNEAI0T UHANBUAYATbHO, HO HE MeHee 1 pasza B 6 mecsieB. LlenecooOpazHo nmposeneHue
MamMMmorpaguu sl TOMOJHUTENFHOr0 00CIeIOBaHUS MOJOYHBIX >Kene3. JKeHIIMHBI JTOMAKHBI
ObITh TTPOMH(GOPMUPOBAHBI B OTHOILICHHUH BO3MOXKHBIX HM3MEHEHHUN B MOJIOYHBIX JKeJe3ax, O
KOTOPBIX CJIETYET COOOIIUTH JIeUalieMy Bpady.
[lpr Hanmuumm B ceMEHHOM aHaMHE3€ y POACTBEHHUKOB l-ii JTMHHMM POICTBA TPOMOO30B WU
TpoMO03MO0Mii B Bo3pacTe MeHee 50 neT Ha Qone mpuema npenapara niasi MI'T neobxomumo
THIATEIbHOE MEAUIIMHCKOTO HAOIOICHHUE.
[IpumeneHne 3CTPOreHOB MOXKET MOBIUATH HA PE3YJAbTAThl CICAYIOMIUX JTAOOPATOPHBIX TECTOB:
ompeJieJIeHue TOJEPAHTHOCTU K IVIFOKO3€, HCCieNoBaHUE (YHKIMA HIUTOBUIAHOU KeJe3bl W
MIEYCHH.
[Ipuem mpenapara cieayeT HEMENJIEHHO NPEeKparuTb NOpU  HAIMYMAKA  CIEAYIOIIHUX
COCTOsIHUI1/3a001€BaHM:

e KENTyXa WM yXyAuieHue GyHKIINH MeYeHH;

® 3HAYUTEIbHOE MOBBILIEHUE aPTEPUATILHOTO IABIICHHUS,

® TIOsIBJICHUE TOJIOBHBIX 0OJIEH MO THITY MUTPEHH;

e (OEpeMEHHOCTb.

lunepmnaasus ¥ pak SHIOMETPUS

Puck pasButHs TruIepIuiasud U paka 3HAOMETpPHUS IIPU NPUMEHEHUM MnpernaparoB st MI'T,
COJIEpPKAIIMX TOJNBKO HSCTPOr€H 3aBHCHT OT JO03bl W MPOJOJDKUTEIBHOCTH JIEUECHUS H
yBeIU4YUBaeTCa OT 2 110 12 pa3 mo CpaBHEHUIO C MAMEHTKAMH, HE MOJYyYAIOUIMMH TEPAIHIO;
PHUCK MOXET OCTaBaThCsl NMOBBIIIEHHBIM B TeueHue 10 JIeT mocie npekpamieHus Tepanui.

VY XKEHIIMH C COXPaHEHHOM MAaTKOM HE PEKOMEHAYETCsA IpuMeHeHue npenaparoB aius MI'T,
COJIEPKAINX TOJBKO 3CTPOTEH, B CBA3M C MOBBIIICHHBIM PUCKOM Pa3BUTHSI paKa SHAOMETPHS.
[Muknuyeckoe MpUMEHEHHE MporectareHa (mo KpaifHeil mepe B TeueHue 12 qHeil 28-qHEBHOTO

[IUKJa), WIM TPUMEHEHHE HENpepbIBHOTO KOMOMHHMpoBaHHOro pexkxumMa MI'T y skeHImMH c
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CBSI3aHHOTO C ITPUEMOM CTPOreHa.
B memsix cBOEBpeMEHHOW AMATHOCTHKHU IEJIECO00pa3HO MpOBEIEHUE YIbTpa3BykoBoro (Y3)
CKPHHHHTA, TPH HEOOXOAMMOCTH — TPOBEICHUE THCTOJOTHYECKOTO (IIUTOJIOTHYECKOTO)
UCCIICIOBAHMSI.

KDOBHHHCTBIG BBIACJICHHUA U3 Bjarajiviia

B mepBbie Mecslpl mpuemMa mpernapara MOTYT OTMEYarhCsl «IIPOPBIBHBIE» KPOBOTEUECHUS W/WIIH
CKyZIHbl€ KPOBSHUCTBIE BbIEICHUS U3 Biaranuina. Ecin nogoOHble KpOBOTEUEHUS MOSBIISIOTCS
yepe3 HEKOTOpPOE BpeMs IIOCIC Hayala Tepalmud WIA IPOLOJDKAIOTCS I0CIE IPEKpalleHHs
JICYCHHUS, CIIEAYET YCTAaHOBHUTh UX NMPUYHHY. BO3MOXHO NpoBeaeHHE OMONCHU SHIOMETPHUS IS
UCKJIFOUCHHS 37I0Ka9€CTBEHHOTO HOBOOOPA30BaHUSL.

BenosHas TpoM003MO0IHMs

MI'T cBszana ¢ 1,3 — 3-kpaTHBIM PHCKOM Da3BUTHUSI BEHO3HOW TpomOosMOomuu (BTD), T.e.
TpoMO03a ITyOOKUX BEH MM TPOMOO3IMOOIINH JICTOYHO! apTepun. Pa3BUTHE TaKOTO OCIIOKHEHUS
Haubosee BeposATHO B TeueHue nepsoro roga MI'T.

[Tpu Hanmuyuu TPoMOOIMOOTUYECKUX OCIOKHEHHH Yy POACTBEHHUKOB l-i cTEleHu POACTBa B
MOJIOJJOM BO3pacTe, a TakK)Ke IMPH MPUBBIYHOM HEBHIHAIIMBAHUU OCPEMEHHOCTH B aHaMHe3e,
HEOOXOIMMO MPOBOJUTH UCCIEAOBAHIE TeMOCTa3a (B X0A€ CKPUHUHTA BBISBISETCS TOJIBKO YacTh
HapyIIeHUH CHCTEMBI CBEPThIBaHUS KpoBH). HeoOxommma TiiatenpHas OIIEHKAa COOTHOIICHUS
OKUJAEMOH TMONB3bl K BO3MOXKHOMY puUCKy mpoBeneHus MIT y mamueHTOK, MPUHUMAIOIINX
AHTUKOATYIISTHTHBIE MTPernaparhl B IOCTOSTHHOM PEXUME.

[Ipy  BBISBIEHUHM HACIEACTBEHHOM WM  NPUOOPETEHHOW  NPEepacroiioKEHHOCTH K
apTepHaIbHBIM HWJIM BEHO3HBIM TPOMOO3aM (HAIpUMep, TUIIEPrOMOIMCTCHHEMUS, Ie(UIIAT
npotenna C, gepunut nporenna S, nedunut anrurpomOuna III u T.1., a Takke UX coueTaHue)
W/WJIM HAJTMYUK TaKUX COCTOSHUM B ceMeifHOM aHamHese (y pOJCTBEHHUKOB |- JTHHUM POJCTBA)
NpUEM JUJPOTECTEpOHA + ACTpaauoiia M ICTPAAMONIia TPOTHUBOMOKA3aH BBUAY YBEIWYCHUS
pucka pa3BuTHs TpomM0O03a 1 TpOMO03MOO0IINH, B TOM UHCIIE BEHO3HOM.

B OonpmmHCTBE ciydaeB K ¢akropaM pucka pa3Butus BTD OTHOCATCSA: TpHMEHEHUE
ACTPOTEHOB, TMOXKUJIOW BO3pacT, OOIIMPHBIE XUPYPTrHYECKHUE BMEIIATENbCTBA, UIHTEIbHAS
UMMOOWIH3aIUs, OXUpeHue (WHAekc wmaccel Tena > 30 KF/MZ), OCpEeMEHHOCTh WJIN
MOCTIEPOJIOBOM TIEPHO/, CHUCTEMHas KpacHash BONYaHKAa W pak. Her emwHOro MHEHHS O
BO3MOKHOU POJTM BAPUKO3HOTO PACIIUPEHUS BEH B pa3BuTuu BTD.

B nocneonepannoHHOM niepuojie 00s3aTeNbHEBIM SIBIIETCs TpoBeAeHue nmpodunaktuku BTO.
[Ipu HEOOXOMMMOCTH IIUTEIHPHOM HMMMOOWMIM3AIMK TIOCJI€ IUIAHOBOTO  OTEPATHBHOTO

BMeEIIIATeJIbCTBA MPUMEHEHHE TIpenapara cieIyeT MpeKpaTuTh 3a 4—6 Hemeab 10 onepalyuyd U He
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BOCCTAHOBJICHHS IBUTATEIILHOW aKTUBHOCTH JKECHIIIHHBEI.

Eciu BTD pasBuBaetcst yxe mocjie Hayajia Teparuu, TO CJeAyeT MPEeKpaTuTh MpUeM Ipenapara,
a MAUEHTKU JOJKHBI ObITh MH()OPMHUPOBAHBI, YTO OHH JOJDKHBI HEMEIJICHHO OOpaTUThCS K
CBOEMY Bpady B CiIy4ae MOSBICHUS JHOOOr0 U3 CUMITOMOB, CBUICTEIBCTBYIOIIUX O BO3MOXHOM
TpoMOO3e WM TPOoMOOIMOONMU (Hampumep, OOJNE3HEHHOCTh WU OTCYHOCTh HUKHHX
KOHEUHOCTEH, BHE3amHasi 00JIb B TPY/IH, OBIIIKA).

Pakx Mo104YHOM KeJe3bl

Pe3ynbprarel KIMHUYECKUX HCCIEJOBAHMM YKA3bIBAIOT HAa IOBBIIICHHBIM PUCK pPa3BUTHs paka
mosiounoi skene3bl (PMIK) y xenmmn, nonydarommx MI'T moHomnpenaparamu 3cTporeHa Wid
KOMOMHUPOBAaHHBIMH TIperiapataMu (3CTpOreH + TporectareH). IJTOT PHCK 3aBHCHT OT
nponopkutesibHocTd MI'T. V' )KeHIIMH, NPUHMMAIONIMX KOMOHWHUpPOBAHHBIE Ipenaparsl AJs
MI'T 6onee 5 net, puck pa3zutus PMXK moxer yBenuuuThes 10 2-X pas.

Tepanusa monvko scmpozeHom

Ilo pesynbraram uccienoanuss WHI He ormewanock nosbimeHus pucka passutus PMIK y
JKEHILMH C MPEALIECTBYIOIIENH TNCTEPAIKTOMUEH, nosy4asinx MI'T TonbKo 3cTporeHom.

B OonpmmHCcTBE HAOMIONATENBHBIX MCCIEAOBAaHMM ObUIO IMOKAa3aHO HEOOJIbLIOE IOBBILICHHE
pucka PMOK, npu »TOM, naHHBI pUCK OBLI 3aMETHO HIDKE Y JKEHIIUH, NPUHUMAaBIINX
KOMOMHHUPOBAHHYIO TE€PAIHIO 3CTPOTEHOM U MPOTreCTareHOM.

Kombunuposannas mepanus scmpozenom u npozecmazeHom

Pe3ynbTarel paHIOMU3MPOBAHHOIO MJIane0o-KOHTpoIMpyeMoro uccienoBanus (MHunmarusa
Kenckoro 3mopoBbs (WHI)) u wmeTaaHanus MPOCHEKTUBHBIX  AMUIEMHUOIOTHUECKUX
WCCJIEIOBAaHUM ITOKa3aJIM IOBBINIEHWE pucka pa3Butus PMIK y sKeHIMH, NPUHHUMAIOMIMX
KoMOMHUpoBaHHbIe npenapatsl A1 MI'T (actporen + recrare).

[Tosbruennsit puck PMXK nabmonaercs npumepHo uepe3 3 (1-4) roma MI'T.

JlanHble  pe3y/nbTaroB, IMOJYYEHHBIX MPH TPOBEJEHUM  MAcIITa0HOrO  MeTaaHalu3a,
CBUJIETENBCTBYIOT 00 yMeHblIeHHH moBblieHHOro pucka PMOK mnocne mpexpamenuss MI'T.
Bpems, HeoOxomumoe JUIsi BO3BpALIEHHUs K MCXOJHOMY YPOBHIO pHCKa 3aBUCUT OT
nponopkutenbHocT Tepanuu. Ecain MI'T mpoBonmmace Oosnee 5 €T, MOBBIIEHHBIH PUCK
pa3Butus PMXK moxet coxpansarbces B Teuenue 10 et u Oonee.

Ha ¢one npuema npemaparoB 1t MI'T moxkeT HaOMIOAAThCS YBEIHMYECHHE TJIOTHOCTU TKaHEH
MOJIOUHOM >kKeJe3bl MPH NPOBEICHUH MaMMOTrpaduu, 4TO MOXKET 3aTPYIHATh AMArHOCTUPOBAHUE
PMXK.

Pak ssnuHuKOB
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Pak AMYHMKOB BCTpEYaeTCsi 3HAYUTEIBHO PEXKe Pi\qﬁt:%gkh‘d—@aﬁﬁf@&;é‘ I:l,:Z}QI;!I;IIBIe,

MOJY4YEeHHBIC B pe3y/bTaTe MPOBEACHHUS KPYITHOMACIITAOHOTO METaaHaIN3a, CBUJETEIbCTBYIOT O
HE3HAYUTEIBLHOM IMTOBBIIIEHUH PUCKA PA3BUTHS paKa SUMYHUKOB ISl )KEHIIUH, nosryvyarommx MI'T
B BUJIC KOMOMHHUPOBAHHBIX MIPENapaToOB WK COJEPKAIINX TOJIBKO ICTPOTEH.

Jlannble uccienoBanus (MOBBILIEHUE PUCKA) CTAHOBATCA 00Jiee OYEBUIHBIMU MPU JUIUTEIHHOCTH
Tepanuu Ooiee 5 JeT, a mocie ee MPeKpalleHUs] PUCK MOCTEIIEHHO CHUXKAETCS CO BPEMEHEM.
Pesynbrarel psanma napyrux wuccienoBaHuid, B Tom umcie WHI, yka3piBaroT Ha TO, YTO
koMOuHupoBanHas MI'T cBs3aHa ¢ aHAJIOTMYHBIM WJIM HECKOJIBKO MEHBIIUM PUCKOM Pa3BUTHUS
paka SIMYHUKOB.

Puck uneMmnyeckoro HHCYJIbTa

KoMOuHUpoBaHHAs Teparus 3CTPOTCHOM W IMPOTECTareHOM WIIM TEpamusi TOJIBKO SCTPOTCHOM
CBA3aHbl C IMOBBINICHUEM OTHOCUTEIBHOIO PUCKAa HIIEMHYECKOro MHCynbTa B 1,5 paza. Puck
reMopparu4ecKkoro nHeyapTa npu nonydyeHuu MI'T He noBbliaercs.

OTHOCUTENBHBIN PUCK HE 3aBUCUT OT BO3pacTa, BPEMEHM HACTYIUICHHS MEHOIAy3bl WU
MPOJOJKUTENHHOCTH Tepanuu. OJHAKO MCXOAHBIM PUCK CHIIBHO 3aBUCUT OT BO3pacTa, TaKUM
o0Opa3oM, OOIIMK PUCK BO3HUKHOBEHHUS HHCYIbTA Y JKEHIIMH, monydaromux MIT, Oymer
MOBBIIATHCS C BO3PACTOM.

Hiemuueckas 6osesns cepaua (MBC)

B paH1oMHM3UMpOBaHHBIX KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIEJOBAHMSIX HE ObUIO MOIY4YEHO
CBUJIETENILCTB 3amuTHOrO AeiictBuss MI'T npotuB mHbpapkra Muokapna y >keHuuH c/6e3 UbC,
KOTOpBIE TMONyyasn KoMOuWHUpoBaHHYI0 MI'T 5cTporeHoM M MpOrecTareHoM WM TOJIBKO
3CTPOTE€HOM.

Kombunuposannas mepanusi 5cmpo2eHoM U npo2ecmazeHom

OtnocutensHbll puck UBC Bo Bpems npumeHeHus komOuHupoBaHHOM MI'T scTporeHoM u
[porecTareHoM HE3HAYMTEeNbHO MOoBbIIIaeTcs. B cBa3u ¢ TeM, uro abcomoTHb puck MBC
CHWJIBHO 3aBHCUT OT BO3pacTa, 4YUCIO JonoiaHuTenbHbXx ciydaeB WBC wu3-3a mpuema
koMOuHMpoBaHHOW MI'T y 370pOBBIX IKEHIIMH MPEIMEHONay3aJlbHOIO BO3pacTa OYEHb
HEBEJIMKO, OHAKO OHO IOBBIIIAETCA C BO3PACTOM. PUCK HEMHOIO BBILIE Yy KEHIIUH B BO3pacTe
crapie 60 ner.

JIpyrue COCTOSIHUSA

OCTpOoreHsl MOTYT BBI3BaTh 3aJEPXKKY KHUAKOCTH, YTO MOXKET HEONArompHsITHO cKa3aTbCcs Ha
COCTOSIHMM TMAIIMEHTOK C HapylleHHeM (pyHKIMM Mouek M cepaua. J[aHHOW rpymme marnueHTOoK
clenyer HaXOAUThCS 1oJ MEIULUHCKUM HaOI0ICHUEM. [TannenTkam c
runeprpuriuiepuaemMueii Ha gone npuema npenaparoB st MI'T Takxke cieayeT HaXOAUTHCA

noa MEIUIIMHCKHM H&6J'IIO)ICHI/IeM, T. K. HMCIOTCA COO6HI€HI/I$I 00 O4YeHb PEAKHUX ClIydasaX
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3HAYUTEIHHOTO TTOBBIIICHUS KOHIICHTPAIIMH TPH rnnuepn':ggla“ﬁ'—lllgl%ﬁ L'fkg%ﬁi%‘%ﬁﬁé%é&ﬁyﬂ

pPa3BUTHUIO TAHKPEATUTA.
DK30T€HHBIE 3CTPOr€HBl MOTYT BBI3BIBATh MM YCYI'YOISATh CHMIITOMBI HACJIEACTBEHHOTO W
MPUOOPETEHHOTO AHTMOHEBPOTHYECKOTO OTEKa.

DCTpOreHbl YBEIMYUBAIOT KOHIICHTPAIIUIO THPOKCUHCBA3BIBAIOIIETO II00YIMHA, YTO MPUBOJUT K
o0LIeEMy YBEIMUYEHHUIO KOHIEHTPAUUU LUPKYIUPYIOUIMX TOPMOHOB IIMTOBUIHOW JKEJIE3bl
(ompenensercss Ha OCHOBAaHUU COJACPXKAHUS MOAA, CBSI3aHHOIO C OejIKaMu), KOHIEHTpaluu
tupokcuHa (T4) — xpomarorpaguyeckuii Wi paAMOMMMYHHBINH aHAJIU3 WX TPUHOATHPOHUHA
(T3) — paguouMmyHHBIH aHanu3. TecT 3axBara MEUCHHOIO TPUHOATUPOHHHA TOKA3bIBACT
MOBBIIIEHHYIO KOHIICHTPALKIO THPOKCUHCBS3bIBAONIETO T100ynnHa. KoHeHTpanyuu cBOOOIHBIX
ropmoHoB T3 u T4 o0piuHO He HU3MeHstoTCs. KoHLeHTpaluu Apyrux CBA3BIBAIOLIUX OEJIKOB B
wiasmMe kpoBu (Hampumep, TpanckopTuH U ['CII) MOTyT Take MOBBIIIATHCS, YTO MPUBOIUT K
YBEJIMYECHUIO KOHIIEHTPALMHU LUPKYIUPYIOIINX [IFOKOKOPTUKOCTEPOUIOB U MTOJIOBBIX TOPMOHOB.
KoHueHntpamuu cBOOOAHBIX WM OHOJOTMYECKHM AKTUBHBIX TOPMOHOB HE HW3MEHSIOTCA.
Bo3moxxHO ~ yBenMueHME ~ KOHLIEHTpalMM  JAPYrUX  IUIa3MEHHbIX  O€nKoB  (CHCTEMBI
AHTMOTEH3WHOTEH/PEHNHA, 0-1-aHTUTPUIICHH, IEPYIOIIIa3MHUH ).

[Tpumenenue MI'T He yiydiiaeT KOTHUTUBHBbIE PYHKUIMU. MIMEIOTCS COOOIIEHHS O MOBBIIICHUU
pHYCKa pa3BUTUSI JEMEHIIMU Y KEHIIWH, HauaBmuX npuMmeHenne MI'T (koMOMHMpPOBAHHOUN WIIH
TOJIBKO ACTPOTEHCOIEpIKaIleit) ociie 65 JeT.

JunporectepoH + 3cTpaanon U 3CTPAaJUOI HE ABIAETCS KOHTPALENITUBHBIM CPEACTBOM.

[HoBeleHne anannHaMuHoTpancdepassl (AJIT)

Bo Bpems KIIMHUYECKUX WCCIIEOBAHMA C MAI[IEHTKAMH, TIOJTYYaBIIMMH JICYCHUE OT WHQEKIIHA,
BBI3BAHHBIX BHPYCOM renarura C (BI'C), KOMOMHUPOBAaHHBIM peKUMOM
OMOMTACBUpP/MIAPUTANIPEBUP/PUTOHABUP C JacaOyBupom u 0e3 Hero, mnossimieHue AJIT,
IpEBBILIAIOIIEE BEPXHIOI IPAHUILy HOPMBI OoJiee yeM B 5 pa3, OblJI0 3HAUUTENBHO 0ojiee 4acTbhIM
y KEHIIIH, TPUMEHSIOIINX JEKapCTBEHHBIE TPEMaparhl, COACPKaIINe dTUHWIICTPAINOI, TaKHEe
KaKk KOMOWHUPOBaHHBIE TOPMOHAIBHBIE KOHTpalenTHBbl. KpoMe Toro, Takke Cpeau MamueHTOK,
MOJYYaBIINX IVIEKallpeBUP/MUOpEeHTacBUp, MOBbIeHHe akTuBHOcTH AJIT Habmonmanocs y
KEHIIMH, TMPUMEHSBIIUX JIEKAPCTBEHHBIE Mpenaparbl, COAepKallhe ATUHWIICTPAINON, TaKHe
Kak KOMOWHUPOBAHHBIE TOPMOHAIBHBIE KOHTPAICNTHUBEL. Y KEHIIMH, TPUMEHSIONIIHX
JIEKapCTBEHHBIE TIpenaparbl, KOTOPBIE COMEPKAT ICTPOTCHBI, OTIUYHBIE OT STHHHIACTPAANONIA,
TaKde Kak O5CTpajauoi, udactora nosbimeHus AJIT Obiia Takoil ke, Kak y >KCHIIUH, He
NOJYYAIOUIMX HHUKAKHUX OSCTPOr€HOB; OJHAKO M3-32 OrPAaHMYEHHOTO 4YHCia IKCHIIHH,
NPUHUMABIIUX OCTPOTEHBI THIA ACTPAAHMONIA, CIEIyeT COONOAaTh OCTOPOKHOCTHh TIPH

OJTHOBPEMEHHOM MPUMEHEHUH OMOUTAaCcBUpa/mapuTanpeBupa/puTOHaBUpa ¢ KOMOMHUPOBAHHBIM
9
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PEKUMOM, COCTOSIIIIMM M3 0M6I/ITaCBI/Ipa/HapI/ITaHDeBI/IDA_/lDT/ITOlB%% TE%EIVBHJOM'FIJ:H;I. 0e3

HETO0, a TAKXKE C PEKUMOM, COCTOSIINM M3 TIIeKalpeBUpa/ muOpeHTacBupa (cM. pasnen 4.5).

BcrnoMmorarenbHBIE BELIIECTBA

JaHHblil mpenapar COAEpKUT JiakTo3y. [lanmenTaM ¢ peako BCTpedaroleicss HacaeICTBEHHOM
HENEPEHOCUMOCTBIO TajaKTO3bl, Ie(MUIUTOM JaKTa3bl JIOMApPEl WM [IIOKO30-TaJaKTO3HOU
MaJbabCopOIMel He CiieyeT MPUHUMATh 3TOT MPEerapar.

4.5. BzaumoneiicTBue ¢ JPYrHMHM JIeKAPCTBEHHBIMH IMpenaparaMu W JApyrue BH/bI
B3aNMOJIeliCTBUSA

BausHue Ipyrux JIeKapcTBEHHBIX IIpeapaToB Ha KOM6I/IHaHI/IIO 3CTPOr€H + IporecrarcH

e Merabomu3M 3CTPOT€Ha M TPOTECTareHa MOXET YCHUJIMBATHCS IMPH OIXHOBPEMEHHOM
npreMe ¢ TpernaparaMu-uHIYKTOpaMd MUKPOCOMAIBHBIX (DEPMEHTOB NEUEHU CHCTEMBI
utoxpoma P450 (m3odepmento CYP 2B6, 3A4, 3A5, 3A7): npoTUBOCYIOPOKHBIMU
(dpenobapoOuTAa, KapOama3eIvH, (heHUTOMH) MW  TPOTUBOMUKPOOHBIMH U
MIPOTHUBOBUPYCHBIMH Mpenaparamu (pudamMnuut, pudadyTuH, HEBUPANUH, Y3QaBUPEH3).

e [Ipemaparbl pacTUTENHHOTO MPOUCXOXKICHUS, COACPKAIINE 3BEPOOOI MPOIBIPSBICHHBIN
(Hypericum perforatum), MoryT yCHIHBaTh METa0OIM3M 3CTPOTeHA M IIPOrecTarcHa.

e PutonaBup u HendHUHABUP XOTS M M3BECTHHI Kak cuibHbIe mHrHOUTOpPHl CYP3A4, A5,
A7, ipu OHOBPEMEHHOM MPHUMEHEHHH C IMOJOBBIMH TOPMOHAMH MOTYT YCWJIMBaTh UX
MeTaboIN3M.

e VYcuneHue meTaboNM3Ma 3CTPOTEHOB M TE€CTar€HOB KIMHHYECKH MOXKET MPOSBISATHCS
cHmwkeHneM 3(ddekTa oT NpUMEHEHHWs TMpermapara ¥ HW3MEHEHHWEM WHTEHCUBHOCTH
KPOBSIHUCTBIX BBIZICIICHUH M3 BIIaraJIAIIA.

Bausaue MI'T ¢ 3¢cTporeHaMu B COCTaBe Ha APYIUe JICKapCTBEHHBIE CPEIACTBA:

Coo01maercs, 4To TOPMOHAIbHbIE KOHTPALENTHUBBI, COJEpIKAIME ASCTPOTEHbI, 3HAUYUTEIHHO
CHIKAIOT KOHIIEHTPALMIO JIJAMOTPU/KHHA B IJIa3M€ KPOBU MIPU UX OAHOBPEMEHHOM MPUMEHEHUU
M3-3a YCUJIEHUS Ipoliecca IIOKYPOHUAALNN JaMOTPUIKUHA. DTO MOXKET CHU3UTh KOHTPOJIb HaJ|
CYIOPO’KHBIMH IpHUMaJKaMU. XOTS NMOTEHIMAIBHOE B3aMMOAEHCTBHE MEXIy IpernaparaMy AJis
MEHOIAY3aJIbHON TOPMOHAJIBHOW TEpanuy W JaAMOTPUDKMHOM HE HM3y4dalloCh, OXKHAAETCS, YTO
oJ00HOE B3aMMOJIEUCTBUE CYILIECTBYET U MPU OJTHOBPEMEHHOM IPUMEHEHUHU Y KEHIUH MOXKET
MPUBECTH K CHHYKEHUIO KOHTPOJIS HaJl CYIOPO’KHBIMU MPUTIIAJAKAMH.

dapMakoIMHAMWISCKHE JIEKAPCTBEHHBIC B3aUMOACHCTBUS

Bo Bpems kimHMYeckux uccienoBanuil y nanuentok ¢ BI'C, momydaromux KOMOMHUPOBAaHHBIHI
PEXUM JIeYeHUS OMOHMTACBHPOM/MapUTAaPEBUPOM/PUTOHABUPOM C jJacabyBHUpoM U 0e3 Hero,
noBeimienre AJIT, mpeBwimaromiee BEPXHIOK TPaHUILy HOPMBI Oojiee 4emM B 5 pa3, ObUIO

3HAYMTEIHLHO 0OO0JIee YaCTBIM Y KCHIIUH, MPUMCHAIOMUX JICKAPCTBCHHLIC MIPCIaparsbl,
10
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coZieprKaIre dTHHWIICTPATUOI, TAaKUE KaK KO HHHpOéQ{I;II:};rg E%&B‘ﬁam%yi;dn¥ﬁhﬁeHTﬁBm

VY OKEHIIWH, NPUMEHSIONIMX JICKAPCTBEHHBIC IIperaparbl, KOTOPbIE COAEP)KAT 3CTPOTCHBI,
OTJIMYHBIE OT STUHWIACTPAINOIIA, TAKHE KaK dCTpaanoll, yactora noseimenus AJIT Obuia Takoin
ke, KaK y JKeHIIMH, He TIOJy4alolIuX HUKAKUX 3CTPOTCHOB; OAHAKO M3-3a OTPAaHMYCHHOTO YHCIIa
KEHIIMH, TPUHUMABIIUX 3CTPOTCHBI THIIA 3CTPAANOIA, CIEAYeT COOMI0AAaTh OCTOPOKHOCTh TIPH
OTHOBPEMEHHOM NPUMEHEHUH OMOHMTACBUPA/TIapUTANPEBUPA/PUTOHABHPA ¢ KOMOMHUPOBAHHBIM
PEKHUMOM, COCTOSIIUM M3 OMOWTacBUpa/MapuTanpeBUpa/pUTOHABUpPA C JacaOyBUPOM Win 0e3
HETO0, a TAK)KE C PSKUMOM, COCTOSIIINM U3 TIIeKarpeBupa/mudpeHTacBupa (cM. paszaen 4.4).

BausHue scTporeHa Ha Apyrue JeKapCcTBEHHBIEC CPEACTBA

OcTporeHsl MOTYT BJIHMATH Ha METa0OJIM3M JAPYIHX JIEKAPCTBEHHBIX CPEICTB 3a CUET
KOHKypeHTHOTO  cBsizbiBaHusi ¢ ¢epmentamu (CYP 450), yuactByrommmMu B HX
ouorpancpopmanuu. IOTO HEOOXOOUMO YYHMTHIBATh JJisi MPENaparoB ¢ Y3KOH MIMPOTOMH
TEpareBTUYECKOTO JIEHCTBUS, TaKMX Kak Takponumyc u nukiocnopuH A (CYP3A4, 3A3),
¢dentanun (CYP3A4) u teopummua (CYP1A2), Tak kak JaHHBINA BHUJ B3aUMOACHCTBUS MOXKET
IPUBECTH K YBEJIMYEHHUIO KOHLEHTPALUM B IJJa3M€ KPOBM BBILIEYKAa3aHHBIX IPENapaToB [0
TOKCHYECKOTO0 ypOBHS. B CBSI3M ¢ 3THMM MOXET MOTpeOOBaThCs TIIATENbHOE HAONIOICHHUE 32
npuEMOM JIEKApCTBEHHBIX CPEACTB B TEUEHHUE UIMTEIHHOIO IMEepHOoAa BPEMEHU M, BO3MOXKHO,
YMEHBIIIEHUE JT03bI TAKPOIUMYCa, (peHTaHMIIa, HUKIOCIIOpUHA A ¥ TeOPHIUIHHA.

HccnenoBanus 1mo M3y4eHUIO B3aUMOJEHUCTBUS C JPYTMMH JIEKAPCTBEHHBIMU IpernaparamMu He
IIPOBOJIUIINC.

4.6. @epTHIbHOCTH, 0EPEMEHHOCTD U JAKTALMA

bepeMeHHOCTD

[IpumeHeHne auIporecTepoHa + HSCTpajuoia W OJCTPaAMOIa BO BpeMs OepeMEeHHOCTU
IIPOTHBOIIOKA3aHO.

[Ipy BO3HUMKHOBEHHH OepeMEHHOCTH Ha (hOHE TMpHeMa I[pernapara CieAyeT HEMEAJICHHO
MPEKPATUTh €ro PUMEHEHHUE.

JlakTanus

[TpumeHeHne nuaporecTepoHa + 3CTpaguoia U 3CTpasnoiia B IEPUOJ TPYIHOTO BCKapMIIMBAaHUS
IIPOTHBOIIOKA3aHO.

DdepTHiabHOCTE

JunporectepoH + 3CTpaavoN U 3CTPATUON HE TMPUMEHSETCS y KEHIIUH PenpOIyKTHBHOTO
BO3pacTa.
4.7. BuusiHHe Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CpeACTBAMHM M padoTarh ¢

MEXaHU3IMaMHU

11
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JunporecTepoH + 3CTPaaHON U ICTPAINON HE DkazpBalT SHAVbLO BAIGH S He CToCOGHOCTE

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

YIPaBJIATh TPAHCIOPTHBIMU CPEACTBAMM U pabOTaTh C MEXaHU3MaMHU.
4.8. HexenarejJbHble peakunu

Pesrome npodmisg 6e30macHOCTH

B KIMHUYECKHMX HCCIIEAOBAaHMSX Y MAMEHTOK, MONIYYaBIIMX TEPAIU0 KOMOMHAIIUCH 3CTPaInoi
+ JauaporecTepoH, HauOOJiee YaCTO BCTPEYAIMCh: TOJIOBHAas Oo0ib, 0ONb B KHBOTE,
HaNpsOKEeHNE/00Ie3HEHHOCTh MOJIOYHBIX JKeJie3 U 0O0Jb B CITHHE.

TabnuyHoE pEe3I0Me HEXKEJIATEIbLHBIX PeAKIUM

HexenarenpHble peakiyu, HaOIIOaBIIMECsS B KIMHUYECKUX UCCIICAOBAHMSIX, PACIIPEICIICHBI 110
CHUCTEMHO-OPTaHHBIM KJIacCaM C yKa3aHUEM YacTOThl UX BO3HUKHOBEHHUS, KIacCU(DHIIMPOBAHHON
B COOTBETCTBUU CO CJICAYIOIIUM IPaBWIOM: o4eHb 4dacto (>1/10), wacro (>1/100, Ho <1/10),
Hevacto (>1/1000, o <1/100), peaxo (>1/10000, Ho <1/1000), ouensb peako (<1/10000), yactora

HCU3BCCTHA (Ha OCHOBAaHHNH UMCIOIIUXCA AJAaHHBIX OICHUTD HCBOSMO)KHO).

CucremHo-oprannsiii | O4eHb 4acTo Yacro Heuacro Penxo
kiaace (COK)
WNudexnun u vHBa3uu Kananmos Muctur
BJIarajiuiia
JoOpokadecTBeHHBIE, VYBenuueHue
3JI0Ka4E€CTBCHHBIE u pazMepa MUOMBI
HEYTOYHEHHBIE
HOBOOOpa30BaHUS

(BKJ'IIOLIaH KHUCTBI nu

TTOJTHIIH )

Hapymenus co T'emonntryeckas
CTOPOHBI  KpPOBU W aHeMUs™
JUM(paTUICCKON

CUCTEMBI

Hapymenus co I'nniepuyBcTBUTEND

CTOPOHBI MMMYHHOI HOCTb

CHUCTEMBI

Ilcuxuyeckue Hemnpeccus, Nzmenenue mubumo

HapyIlIeHUs HEPBO3HOCTh

Hapymenns co | T'onoBHas 6onp | Murpens, MenuHrnoma™
CTOPOHBI HEPBHOM TOJIOBOKpPY>KEHHE

CUCTEMBI

Hapymenns co YBenuueHue

12




COOTEBETCTEYET ZKCNEPTHOMY OTYETY
oT 15042025
10 (MOCHAEQOEATENE ""h o 03]
POHBI OpraHa 3peHus pUBN3H
POTOBHIIBI™,
HENEePEeHOCUMOCTh
KOHTaKTHBIX JTUH3*
Hapymenns co Undapkr
CTOPOHBI cep/ia MHUOKapzaa
Hapymenns co BTO*, WucyneT *
CTOPOHBI COCYIOB apTepuasbHas
TUIIEPTEH3US,
6one3Hpb
nepudepuIeCKuX
COCYNOB,
BapUKO3HOE
pacuIMpeHrue BeH
Kenynouno-kumieunsie | bons B kuBore |Tommuora, pBoTa, | [ucmencus
HapyIIeHUs METEOpHU3M
Hapymenue co Hapymenue
CTOPOHBI ~ TE€YEHH U byHKIMH Te4YeHU
JKETYEBBIBOJIALIINX (uHOTA B
myTen COYETaHUU c
JKEITYXOH, acTeHuen
WM HEJOMOTraHHEeM
1 OOJIBIO B JKHBOTE),
3a00eBaHAS
SKETYHOTO My3bIps
Hapymenus co Koxubie AHTHOHEBPOTUYEC
CTOPOHBI  KOXH u aJuIeprudecKue KUl OTEK,
MOJIKOXKHBIX TKaHeH peakuuu (B TOM y3J10BaTast
4yucie KOXKHas sputema’*,
CBITIb, cocyaucTas
KpanuBHUIIA, nypmypa,
KOXKHBIH 3y1T) XJi0a3Ma 2R05
MeJTaHOJIEpPMHUS,
KOTOpBIE MOTYT
COXPAaHATHCS TOCTe
MIpEeKpaIeHus
npreMa
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 15.04. 2025 Nz 10040

(MOCHAEQOEATENE 'ng&gﬁé%:@z:;.

Hapymenus co | bonb B cninHe Cynopors  MbIII,
CTOPOHBI  MBIIICYHOH, HWDKHUX
CKEJETHOU u KOHEYHOCTEH™
COCIMHUTENLHON TKaHH
Hapymenns co|Hanpsoxenne/ | Hapymenus VYBenuueHue
CTOPOHBI 00JIe3HEHHOCTh | MEHCTPYaJbHOTO |MOJOYHBIX  JKEJes,
PENpPOTyKTHBHOMN MOJIOYHBIX nuKia  (BKIFOYAs | MPeIMEHCTPyallb
CHUCTEeMBl W MOJIOYHBIX | JKeJe3 «MaXYIITHE) HBI CHHAPOM
Keles KpPOBSIHUCTEIE

BBIICTICHUS B

IIOCTMEHOTay3e,

METPOpparuio,

MEHOpparuio,

OJIUTO/aMEHOPEIO,

HEperyJsapHbIe

MEHCTpYyaluH,

JIUCMEHOPEIO),

0oJb BHU3Y

KHUBOTA,

HU3MEHEHHE

BJIAraJIAITHON

CEeKpeIu
OOmue HapyweHus H AcTteHnyeckue
peakuuu B MecTe COCTOSIHHSA
BBEICHUSA (cmabocT,

HEJOMOTaHHe,

yCTaloCTh),

niepudepuiecKue

OTEKH
JlaGopatopHbie u IToBbilieHNE CHIDKEHHE  MacChl
WHCTPYMCHTAJIbHBIC MAaccChI Tena Tena
JTaHHBIC

* HexenarenbHbIe p€akurn, MNOpCACTAaBJICHHBIC B CIIOHTAHHBIX COO6HIGHI/I$IX, HO HE

Ha6J'IIO,Z[aBIJ_II/ICC}I B KIMHHUYCCKUX UCCIICAOBAHUAX

Onucanye OTACIbHBIX HeXKEIATSIbHbIX PEaKIIII
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COOTEBETCTEYET 3KI( MY OTUETY

ot 15.04.2025 N= 10040

Tilale AR A ACTL 0007
[pyrue HexenarelbHbIE PEAKIHUH, BbI3BAaHHBIC npn%hbﬂﬂé@"ﬁéﬁg%ﬂﬁ "'S;I_C'fp%'rlelﬁé )44

nporecrareHa (BKJIO4asi 3CTPaanoIl + TUIPOreCTEPOH):

e JloOpokauecTBEHHbIE, 3JI0KAYECTBEHHbIC M HEYTOUYHEHHbIE HOBOOOpa30BaHMA (BKJIIOUAs
KACTBl M TIOJNHMIIBI): SCTPOTEH3aBUCHMBIE JOOpPOKAYECTBEHHBIE U 3JI0KAYECTBEHHBIC
HOBOOOpAa30BaHMs, B TOM YMCJIE PaK SHIOMETPUS U paK SIMYHUKOB. YBEIMUEHHE pa3Mepa
MEHUHTHOMBI.

e HapymieHus co CTOpOHbI MMMYHHOM CUCTEMBI: CUCTEMHAsl KpacHasi BOITYaHKa.

e Hapymenus Mmetaboiau3Ma U MUTAHUS: TUIIEPTPUTIIULEPUTICMUS.

e HapymieHnusi co CTOPOHBI HEPBHOM CHUCTEMBI: BEPOSTHOCTb Pa3BUTHUS IEMEHLIUHU, XOpes,
IPOBOLIMPOBAHUE IPUCTYIOB IHIICIICHH.

e HapymieHust co CTOpOHBI COCYZIOB: apTepHaIbHasi TPOMO0IMOOIIHS.

e JKemynouyHO-KHUIIIEYHBIE HapPYIICHHS: HaHKPEaTUT (y MAIMEHTOK c
TUIIEPTPUTITUIICPUACMUEH ).

e HapymieHusi co CTOPOHBI KOKH M TTOJKOXKHBIX TKaHEH: MHOTO(OpMHast SpuTema.

e HapymieHusi co CTOPOHBI MOYEK M MOYEBBIBOJSIINX ITyTEH: HEJIEPKAHUE MOYH.

e HapymeHuss co CTOPOHBI PENpOIYKTUBHOM CHCTEMBbl M MOJOYHBIX >Kelne3: (pUOpO3HO-
KHACTO3HAsI MaCTOIATHS, SPO3HS IEHKH MATKH.

e BpoxaeHHble, ceMelHHble M TCHETUYECKHE HapyUICHUs: YyXyALIEHHEe TEeUCHMs
COITYTCTBYIOLIEH NOPGUPUH.

e JlaGopaTopHble 1 UHCTPYMEHTAJbHbBIE JAHHBIE: MOBBIIEHUE KOHIIEHTPALUU THPEOUTHBIX
TOPMOHOB B IIJIa3Me KPOBH.

Puck pazsumusa PMIK

e V OKCHNIWH, TOJTYyY4aBIIMX KOMOWHUPOBAHHYIO TEPAINUIO0 TIpenaparoM »JCTPOreH +
IporecTareH Ha MpoTSHKEHUH 5 1 Oosiee JIeT, 0TMeYaaoch JBYKPaTHOE YBEIMYEHHE PHCKa
passutus PMX.

e Jlroboe yBenuueHUe pUCKa y KEHIIUH, monydyaBmux MIT Tonbko 3cTporeHom, ObLIO
MEHBIIUM TI0 CPABHEHHUIO C JKCHIIMHAMH, MOJIYYaBIIMMH KOMOWHHMpoBaHHYI0 MI'T
IIpernapaTroM 3CTPOreH + MporecTareH.

e (CrerneHb MOBBIIICHUS PUCKA 3aBUCHUT OT MPOJOKUTENIBHOCTH TEpAIny.

COO6HI€HI/I6 O TOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKITHAX

Baxxno cooOmare o0 TOAO3peBaeMBIX HEXKEJIaTeIbHBIX PEaKIHsIX TMOCIe PEeTUCTpalUuu
JIEKapCTBEHHOTO Tpemnapara ¢ 1eblo 00ecredeHrs HeMpepbIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«T105Ib3a — PHUCK» JIEKApCTBEHHOro IMpernapara. MeaMIUHCKUM pabOTHUKaM PEKOMEHAYETCS

COO6H13TI) 0 II00BIX MMOA03PEBACMEBIX HEKCIATCIBHBIX PEAKIHAX JICKAPCTBCHHOI'O IIpCriapara
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.04.2025 N2 10040

T e Ta T

4yepe3 HalMOHAJIBHBIE CUCTEMBI COOOIICHHS O emenaTéHM;Iﬁ;D—(l %ﬁﬁ)ﬂz%%{béﬁ 'i"tli'Ji!e'HOB

EBpazuiickoro 5kKOHOMHUYECKOTO CO03a.

Poccniickas @enepanus

OenepanibHas ciryx0a o Hag30py B cepe 3ApaBOOXpaHEHUS
Anpec: 109012, . MockBa, CnaBsHckas miomasp, 1. 4, crp. 1
Tenedon: +7 800 550 99 03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJIICKOMMYHUKAIITMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.qov.ru/

4.9. Ilepeno3mpoBka

DcTpasinon U AUIPOTeCTEPOH — BEIIECTBA C HU3KOM TOKCHUHOCTBIO.

CuMIITOMBI

B ciydae mepemo3WpoBKHM MOTYT pa3BUTHCS TaKWE CHUMITOMBI, Kak: TOINHOTA, PBOTA,
HampsOKEHUE ~ MOJIOUHBIX — JKelie3,  TOJIOBOKpYXeHue, ©0oiap B o0lacTu  KMBOTA,
COHJIUBOCTH/CJIa00CTh U KPOBOTEUEHUE «OTMEHBD».

JleueHue

CUMOTOMATHYECKOE.

5. GAPMAKOJIOT'MYECKUE CBOMICTBA

5.1. @apmakoguHAMHU4YeCKHE CBOICTBA

CDapMaKOTepaHeBTI/I‘-IeCKaSI rpynna: II0JIOBBIC FOpMOHI)I nu MOI[y.]'IfITOpI)I HOJ'IOBOI\/’I CHUCTEMBI,
TeCTarcHel B KOM6I/IHaIII/II/I C 3CTpOFCHaMI/I; TeCTarcHbl U 3CTpOF€HBI, CCKBCHIIAJIBHBIC
mpemnaparsl (JUIst TOCIe0BaTEeIHbHOTO IPUEMa).

Kox ATX: GO3FBO08.

MexanusM aeiictBus 1 dhapMakoguHaMudeckune dhdexTol

OcTpannon, BXOASAIMIMNA B COCTaB JAMJPOreCTEpOHa + 3CTpaauoiia U 3CTpaauoyia , UISHTHYEH
HHJIOTEHHOMY 3CTPaHOITy YeIOBEKa, KOTOPBIN SBIISETCS HanOoJee aKkTUBHBIM SCTPOTEHOM.
Hunporectepon — mporecrareH, 3pQGeKTUBHBIN NpU MpUEeMe BHYTPh U HUMEIOIIUN CXOXKYIO C
MapeHTepaIbHO BBOJUMBIM ITPOr€CTEPOHOM aKTUBHOCTb.

Knuanueckas 3¢ddekTHBHOCTS U 0€3011aCHOCTD

MI'T nuaporecTepoHOM + 3CTPaAMOIOM U 3CTPAAMOJIOM HIPELYNPEXKIAET IMOTEPI0 KOCTHOU
Macchl B IOCTMEHONAy3aJIbHOM IIEPUO/IE WIIH ITOCIIE OBAPUOIKTOMUH.
OcTpaanonl BOCHONHAET ACPHUIUT 3CTPOTeHOB B JKEHCKOM OpraHM3Me B IepHUMeHomnay3e (Ipu

Hayaje Tepalnuu He paHee, 4eM uepe3 6 MecsleB Moclie MOCIeIHe MeHCTpyaluuu) U B
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 15.04.2025 N= 10040

(noc OB HOCTE 0003
MMOCTMEHONAY3€, U YMEHBIIAET BBIPA)KEHHOCTH KHHHHHQCKH}JEI'BOH%HEI;%EHL)’CH\IGI'{OHMH B

TEUEHUE NEPBBIX HEJEIIb JICUEHMUS.

[Ipu npoBegermu MIT BKJIIOUEHHE JTUAPOTECTEpPOHA OOECIEUMBACT  MOJHOICHHYIO
CEKPETOPHYIO TpaHCHOpMAIMIO IHAOMETPHUS, CHI)KAs TEM CaMbIM YBEIMYEHHBIM JeHCTBUEM
ACTPOreHa PUCK Pa3BUTHSI TUIIEPILTIA3UU SHIOMETPHSL.

5.2. ®@apmakoKMHeTHYeCKHe CBOICTBA

Ocrtpaauon

Abcopbyus

BcacbiBanme sctpaanona 3aBUCUT OT pa3Mepa YacTHUl], MUKPOHU3UPOBAHHBII 3CTPaaron ObICTPO
BCACBIBAETCA U3 JKEIYJOYHO-KUILIEYHOTO TPAKTA.

Pacnpeoenenue

DCTpOreH MOKHO OOHApPYX HUTh KaK B CBSI3AHHOM, Tak U B CBOOOAHOM cocTtossHuu. Oxono 98-99
% mo3bl AcTpaauonia CBsI3bIBaeTCA C OelkaMH IUIa3Mbl KpoBH, M3 KOTOpbix 30-52 % c
anpO0yMUHOM 1 0K0JI0 46—69 % ¢ ['CIII. DCTpOoreHbl MPOHUKAIOT B TPYIHOE MOJIOKO.
buompancgpopmayusa

[Tocne mpueMa BHYTPH O3CTPAAMON AKTUBHO MeTaboiu3upyercss B medeHH. (OCHOBHBIMU
HEKOHBIOTUPOBAHHBIMA U KOHBIOTUPOBAHHBIMH METAa0OJUTAMH SBIISIFOTCSI 3CTPOH M 3CTPOHA
cynb(ar, obianaromme SCTPOTEHHONH aKTHBHOCTBIO. DCTpOHA CYIb(aT MOXKET IOIBEPraThCs
KHILEYHO-TIEYEHOUHOMN perUupKYIIALUU.

Inumunayus

OCTPOH M 3CTPAAUOI BBIBOJATCS B KOHBIOTMPOBAHHOM C INIIOKYPOHOBOW KHCJIOTOH COCTOSHHUU
npeumMyiiecTBeHHO noukamu. [lepuoa nonyseiBenenus (TV2) cocrasnser 10—16 u.

3asucumocms KOHYeHmpayuu Scmpacuona om epemenu U 003bl

[Ipu exenHEBHOM IpHeME€ IUAPOrecTEpOHa + ACTpaguoia M 3CTPaAMONa KOHIEHTpalus
ACTpajuoia B IUIa3ME€ KPOBHU JOCTHIaeT MOCTOSHHOM BEIMYMHBI NPUMEPHO 4Yepe3 5 CYTOK.
OOBIYHO JTaHHBIN MMOKA3aTeNb JOCTUTAaeTCs B TeueHrne 8—11 cyTok mocine Hadaja Teparum.

JlunporectepoH

Abcopoyus

[Tocne mpuema BHYTPH OBICTPO BCACBIBACTCS M TMOJHOCTBIO META0OIM3UpPYETCS. 3HAYCHHS
BPEMEHU HACTYIUICHUS MaKCUMalbHOW KOHIEHTpauuu (Tmax) U1 TUApOTECTEpOHA BAPHUPYIOT
ot 30 MmunyT 110 1,5 yacos.

[locne opHOKpaTHOM JAO3bl TMHINA 33JEPKUBACT JIOCTUXKEHHWE TMHMKOBOM KOHLIEHTpAlUU
JUIPOreCTEPOHa B IUIa3Me€ MNPUMEPHO Ha | yac, 4TO NPUBOJUT K CHMIKEHHUIO MHKOBOM
KOHIISHTpAIMK JUApPOTecCTepoHa B TuiazmMe mpumepHo Ha 20 %, He BIUsAS HaA CTENEHb

BO37eHcTBUS quaporectepona u 20-o-auruaponuaporecrepona (JAI]]).
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COOTBETCTEYET 3K li_: __ EPTHOMY OTUETY

ot 15.04.2025 N= 10040

(NOCNEQCBATENEHOCTE 0003)

Pacnpeoenenue

Bonee 90 % nunporectepona JII'J] cBs3bIBatOTCS ¢ OENKaMHu I1a3Mbl KPOBH.
buompancgpopmayua

OcHOBHBIM MeTabonuToM auaporecrepona siisercs /], Makcumanshas konuentparus 1]
B IUIa3M€ KPOBHM JOCTHUraeTCsl MPUOIM3UTENBHO 32 TO € BpeMs, YTO M Yy JUAPOTecTEepOHa.
Konuentpamusa I/ B miazMe KpOBH CYLIECTBEHHO MPEBBIMIAET HCXOJHYIO KOHLEHTPALUIO
TUAPOTECTEPOHA, COOTHOIICHUS 3HAYCHWH Iomaau 1oja  (hapmMameBTUYECKOW KPHUBOU
«xoHueHtpanus-epems» (AUC) nu makcumanbHoU KoHneHTpaunn (Cmax) A/ k auaporecrepony
COCTaBJISIOT MpUOIM3UTENbHO 25 1 20 cooTBeTCTBEHHO. [lepro MoMyBBIBEACHHUS COCTABISET
st auaporectepona u st /] okono 15 yacos.

OO01mei XxapakTepHOil 0COOEHHOCTBHIO BCEX META0OIUTOB AUIPOTECTEPOHA SIBISIETCS COXPAaHEHUE
koH(urypanuu 4,6-1MeH-3-0Ha MCXOIHOTO BEIIEeCTBA U OTCYTCTBHE 170-TUIPOKCUIMPOBAHMUS,
4TO 00YCJIaBIUBAET OTCYTCTBHUE ICTPOTEHHOM U aHAPOTEHHOM aKTUBHOCTH.

Onumunayus

[TonHOCTBIO AMApPOTECTEPOH BHIBONUTCS uepe3 72 4. B cpemnem 63 % OT MpUHATON 03B
BBIBOAUTCS MoukaMu. Kaxkymuiics oOmuii KIUpPEeHC AUIPOrecTepOHa B OpPraHU3Me M3 IJIa3MbI
BBICOKMI 1 cocTtaBisieT npumMepHo 20 n/mun. ']l onpenensercs B Mode MPEUMYIIECTBEHHO B
BU/JIC KOHBIOTAaTOB TIIOKYPOHOBOW KHUCJIOTHI.

3asucumocmsb KOHUEHMPAUUYU OUOPO2eCMePOHd OM 8PEeMeHU U 003bl

Jlns mpemnapata XapakTepHa JMHeHHas (papMakOKUHETHKA MPU OJHO- U MHOTOKPAaTHOM IpueMe
BHYTPb B JMana3oHe A03 oT 2,5 mr 10 20 Mr.

CpaBHeHUE KMHETUKH Pa30BOM M MHOTOKPATHBIX 1103 MOKAa3bIBAET, YTO (hapMaKOKMHETUUYECKUE
cBoMcTBa quaporectepoHa u I/l He MEHAIOTCS pH IpUEMe MHOTOKPATHBIX J03.

PaBHOBeCHas KOHLEHTpaLUs JUAPOTECTEPOHA, KaK MIPaBUIIO, JTOCTUTAETCs yepe3 3 CyTOK IOcie

HavaJia rpuema rpemapara.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcioMOraTe/JbHbIX BellleCTB

Junporecrepor+acrpamnoi, 10 Mr + 2 Mmr, TaOJeTKH, NOKPBITHIE IUIEHOYHONW OO0OJQYKON OT

CBETJIO-KEJITOI'O A0 JKCJITOIr'0O IBETA

AHopo

JIakTO3BI MOHOTHAPAT
I'mnpomennosa E15
Kpaxman Kkykypy3HbIil

Kpemuus 1uoKcua KOJIOWIHBIN
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.04.2025 N2 10040

(NOCNEQCBATENEHOCTE 0003)

Maruus creapar

IInenounas obonouka

T'oToBas meHoYHast 0000uKa (Oenas)
Kpacurens xene3a oxcun sxentsiid (E172)
17001

I'unpomennosa ES i D5

Makporos 6000 (TOTH3THICHITTMKOIb)
Turana quokcuna (E171)

[Tormcop6ar 80 (Tun 80)

Kpacurens xene3a oxcup sxxentsiii (E172)

DcTpaarol, 2 ML, TaOJIETKU, IMTOKPBITHIE IUIEHOYHOU 000JIOUKON OT CBETIIO-PO30BOr0 10 KPACHOTO

1BeTa
AHopo

JlakTo3b1 MOHOTHApAT

['unpomennosa E15

Kpaxman kykypy3Hblil

Kpemuust nuokcu; KoJmouJHbII

Marnus creapar

IInenounas obonouxa

['oToBas meHouHas obonouka (Oemast)

Kpacurens xene3a okcua kpacuslil (E172)

170011

['unpomennosa ES wi D5

Makporos 6000 (oIHI THICHIITHKOIIb)

Turana quokcuna (E171)

[Tommucopbar 80 (Teun 80)

Kpacutens xenesa okcua kpacHslii (E172)

6.2. HecoBmMecTHMOCTH

He npumennmo.

6.3. Cpox rogHocTH (CPOK XpaHeHHUs )

3 roga.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH PU XPAHEHHH
Xpanuts npu temrneparype He Boime 30 °C.

6.5. XapakTep u coep:KkaHUe MEPBUYHOIH YNAKOBKH

HeDBI/I'-IHaSI YIIAKOBKa JICKAPCTBECHHOI'O IMperiapara
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 15.04.2025 N= 10040

ITo 28 Tabmerox (mo 14 TabmeTok OT CBGT]‘IO-)KCJ‘ITQ;I(I)_'I:-I:[gEgilgjﬁglj_OEEEé-’l‘I;: ':(Ec_r'zféi;g(%ﬁme

JICHCTBYIOIIME BEIIECTBA JUIPOTECTEPOH+ICTpaanoi)) u 14 TabaeToK OT CBETIO-PO30BOIO JI0
KpacHOTro LiBeTa (cojaeprKalue JeHCTBYIOIIEE BEIIECTBO 3CTPAINOI)) MOMEIIAIOT B KOHTYPHYIO
AYEHKOBYIO YIIaKOBKY u3 TJICHKH MOJTMBUHUIIXJIOPUTHOM Wi
MOJMBUHUWIXJIOPUAHON/TOJUBUHIIIMACHXJIOPUAHON U (OJIBIM  aJIOMUHUEBOW  TEeYaTHOMN
JJAKUPOBAHHOM.

ITo 1, 3 unu 10 KOHTYpHBIX SIYEHKOBBIX YIIAKOBOK IOMEINAIOT B MAuKy M3 KaproHa. Ha mauky
MOKET OBbITh HaKJIeeHa CAMOKJIESIIasiCsl STUKETKa U3 Oymaru.

6.6. Oco0Oble Mepbl MPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJIb30BAHHOIO
JIEKAPDCTBEHHOI0  Mpenapara WJIH  OTX0I0B, TMOJY4YEHHBIX MoOcJe NPUMeHeHHUs:
JIEKAPCTBEHHOI0 Mpenapara v Apyrue MaHUMYJISIUH C MPenapaTom

JlaHHBIN JIeKapCTBEHHBIN MpenapaT MOXKET MPEACTaBIATh OMNACHOCTb MAJIi BOJHOW CpEbl.
JlexkapcTBeHHBIN Tpemapar, KOTOpbI Oonblie He MOTpeOyeTcs, HeNb3sl YTUIU3UPOBATH uepe3
CTOUYHBIE BOJBI HJIH C OBITOBBIMU OTXOJaMH.

Heucnonb30BaHHbIE  OCTaTKM  JIGKAPCTBEHHOTO Tpemapara WM  OTXOAbI  HEO0OXOAUMO

YTUIN3UPOBATH B COOTBETCTBHUU C MCCTHBIMU Tpe60BaHI/I${MI/I.

7. JAEPXKATEJIb PETUCTPAIIMOHHOT O YAOCTOBEPEHUSA
Poccniickas @enepanus

000 «PapmacunTte3-TroMEHb»

625059, Tromenckas o0n., . Tromens, TpakT Bemmkanckuit 7 km, 1. 2

Ten.: 8 (345) 239-38-56

Anpec anekTpoHHOM mouTkl: INfo-pst@pharmasyntez.com

7.1. IlpeacraBuTe/b AepaKaTe/isi perHCTPALMOHHOIO YI10CTOBEpPEeHus

[Iperen3nn noTpedUTENIEN HAIIPABIISITE IO aJIPECY:

Poccniickas @enepanus

000 «PapmacunTe3-TrOMEHB»

625059, Tromenckas o01., T. TroMeHb, TpakT Benmxanckuit 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec 3nekTpoHHOM mouThl: INfo-pst@pharmasyntez.com

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA

9. JIATA IEPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHNS PETUCTPAIINN,
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
_oT 15.04.2025 M= 10040 )
MEPEPETUCTPALIMN) (NOCNEOCBATENEHOCTE 0003)

Jlara nepBoii perucTpanuu:

10. JATA NIEPECMOTPA TEKCTA

OOmast xapakTepucCTHKa JeKapcTBeHHoro mpemnapara JlmsXKenc ¢emo goctymHa Ha
uH(OPMAITMOHHOM TmopTraje EBpa3uiickoro SKOHOMHYECKOTO CO03a B HH(OpMAIMOHHO-

KOMMYHHUKaIHOHHOI cetn «MuTepueT» https://eec.eaeunion.org/.
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