OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

®emocton 1, 10 Mr + 1 Mr u 1 Mr, Habop TabJIETOK, MOKPHITHIX MIJICHOYHON 000JI0UKOM

2. KAYECTBEHHbBINA 1 KOJTMYECTBEHHBII COCTAB

JelicTByronye BeNIeCTBa: JUAPOTreCTEPOH + 3CTPAIUOI U SCTPATUOI.

Kaxxnast TabieTka, MOKpBITas IJICHOYHOW 000JI04KOi Oenoro 1mBera, comepxut 1,03 mr scrpaamona
remurgapara (1,0 Mr B mepecuere Ha 3CTPaIUON).

BcroMoratenbHbIe BEIIECTBAa, HAJIMYUWE KOTOPBIX HAJIO0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JIJakTo3bl MOHOTHIpAT (cM. pazzen 4.4).

Kaxxnas tabnerka, MOKphITas IJIEHOYHOM 000J0YKOM ceporo mBeta, comepkut 1,03 Mr sctpaamona
remuruapara (1,0 mr B mepecuete Ha 3cTpaaron) U 10 Mr quaporecrepoHa.

BcroMoratenbHbIe BeIIECTBa, HAJIWYME KOTOPBIX HAJMO YYHUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: JIJaKTo3bl MOHOTHIpAT (cM pazzen 4.4.).

[TosHBI TEepeyeHb BCIOMOTATEIbHBIX BEIIECTB IPUBENICH B pasiene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

HaGop TabneToK, MOKPHITHIX MIJICHOYHON 000I0YKOH.

Tabnerku 10 Mr + 1 Mr (IUApOrecTepoH + ACTPaanon

Kpyrnble, NBOSKOBBINYKIbIE TaOJETKHU, MOKpPHIThIE IUIEHOYHON 000J04YKOil ceporo 1Bera, ¢
rpaBUpOBKO «379» Ha omHOW cTOpoHE TabieTkw. Bum Tabnerok Ha momepedyHoM paszpese: Oenas,
IepoXxoBaTasi HOBEPXHOCTb.

Tabaerku 1 Mr (3cTpanod)

Kpyrnble, ABOSKOBBINYKIIbIE TaOJIETKH, IOKPBITHIE IUICHOYHON 000JI0ukoi Oenoro 1Bera, C
rpaBupoBKO «379» Ha omHOU cTOpoHEe TabneTku. Bum TabneTok Ha momepedyHOM paspese: Oemas,
IepoxoBaTasi HOBEPXHOCTb.
4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPUMeHEHHIO
[Ipenapar democtoH | noka3zaH K NPUMEHEHHIO Y B3POCIBIX JUIS:
® MeHomnay3ajdbHOW ropmoHanbHOU Tepamuu (MI'T) paccTpoiicTB, 00yCIOBICHHBIX ACHHUIUTOM
3CTPOTEHOB Y JKEHIIMH B NEpUMEHonay3e (He paHee, 4eM uepe3 6 MecsleB Hocie MocieqHen
MEHCTPYaIMH) WIN Y )KEHIIUH B IIOCTMEHOTAaY3e;
® po(UIAKTUKHN TOCTMEHONAY3aJIbHOTO OCTEONOPO3a Y JKEHIIHUH ¢ BBICOKMM PUCKOM MEPEIOMOB
IIPU HENEPEHOCUMOCTH WM IPOTUBONOKA3aHUAX K IMPUMEHEHUIO JPYIMX JIEKApCTBEHHBIX

IIpenapaToB.
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4.2.  Pe:KuM J03UPOBAHMA M CIIOCOD MPUMEHEHUS

PexxuM J103upoBanus

B3spocnvie nayuenmoi sicencko2o noaa (6K04aAs NOANCULOL 603PAC)

Kaxxnas ymakoBka paccunTaHa Ha 28-IHEBHBIM mpuem mpenapara. B nepsoie 14 nHell npuHUMaroT
eXeHeBHO 110 | Tabnerke 6enoro nBera (M3 MOJOBUHBI YITAKOBKH CO CTPEIIKOM, TOMEUEHHOH 1 dpoii
«1»), comepxamed | Mr scTpaanoina, a B octaBmmecs: 14 nHeil — exxeqHeBHO 10 | cepoii TabieTke
(W3 MOJIOBMHBI YITAKOBKHU CO CTPEIKOH, oMeueHHOU mudpoit «2»), coaepxaiieid 1 Mr scTpaauomna u
10 Mr muaporecrepoHa.

TabneTku npuHHMaroTCsi 0e3 IepepbiBa, Cpa3y IOCIE€ OKOHYAaHMS 28-AHEBHOTO LMKJIA CIEAYeT
Ha4YMHATH npueM npenapata @emocToH 1 U3 HOBOM yMaKoOBKH.

Jlnia Havana u npojoskenus sedeHuss MI'T pacctpoiicT, 00ycIOBIEHHBIX J1€(UIUTOM ICTPOTEHOB,
KOMOHMHAIMIO ACTPaJAMOI U AUJPOTECTEPOH + 3CTPAIUOJ CIeAyeT NPUMEHATh B HaMMEHbIIEH
3¢deKkTUBHOH J03€ W B TEYEHHE HAUMEHBIIEro IepuojJa BPEMEHM: HENpPEpbIBHBIA U
MOCJIEIOBATENbHBIA MpUEM JaHHOM KOMOMHAIIMKM Haao HauyuHaTh c npernapatra democToH 1,
B 3aBUCUMOCTH OT KJIMHHYECKOTO OTBeTa B JalbHEHIIEM JO03UPOBKY T'OPMOHOB MOXHO
KOPPEKTHpPOBaTh WHAMBHUIYAIIbHO, €CIM JKaloObl, CBsS3aHHbIE C JE(QHUIUTOM 3CTPOTEHOB,
COXPAHAIOTCS, JO3UPOBKY AEHCTBYIOIIMX BEIECTB MOXKHO YBEIMUUTD U IIEPEUTH Ha IIPUEM IIperapaTa
democToH 2.

IIpu nepexone ¢ Apyroro HEMPEPBHIBHOTO MOCIEAOBATEIBHOIO MM LUKIMYECKOTO PEKUMa IIpHeMa
npenapara ciielyeT 3aKOHYUTh TEKYIIUH UK, a 3aTeM mepeitu Ha npenapat democtoH 1.
Kenmuuam, He mnoaydaBmuM panee MIT wnm npu mnepexojie € JAPYyroro HENpepbIBHOTO
koMOuHMpoBaHHOTO peknma MI'T npuem npenapara @emocToH 1 ciaeayeT HaYMHATH B JIFOOOU JICHB.
Ecnu manueHTka npomycTuiia npueM TalleTku, ee He0OX0MMO MPUHATh B TedeHue 12 yaco mocie
oObIYHOTO BpeMeHHU npuema. Eciau ¢ MoMeHTa nponycka odepeiHoro npuema npenapara @emocton 1
npouuio 6osee 12 yacoB, MPOIMYLUIEHHYIO TaOlEeTKy NPUHUMATh HE CIEAYeT, IPOJAOIDKUTH MpUEM
npernapara Hy)KHO Ha CIeAylolui JeHb B 00bluHOE Bpems. [Ipomyck mpuema mpenapata MOXKET
YBEJINYUBATh BEPOSITHOCTD «IIPOPBIBHBIX» MAaTOYHBIX KPOBOTECUCHHUN MIIN «MAXKYIUX» KPOBSHUCTBIX
BBIIIEJIEHUH.

Oco0nIe I'pyIIibl NAaTMCHTOB

Tayuenmui nodxcunozo ospacma
OnbIT NPUMEHEHUS y MAIUEHTOK MOXHUIIOT0 Bo3pacTa (= 65 neT) orpaHuyeH.
eTH

He nmeercs COOTBCTCTBYIOIIUX MoKa3aHMUH K MNPpHUMCHCHUIO IIpCIiapara ®democtoH 1 y JEeTeH.
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Cnoco0 nnpuMeHeHus

[Ipenapar npuHUMAIOT BHYTPb €XKETHEBHO, B HEMPEPHIBHOM pexumMe mo | Tabierke B CYyTKH

()KeHaTCJIBHO B OJHO M TO 7K€ BpCM4A CYTOK), HE3aBUCUMO OT IMpHUEMa IMUIIH.

4.3.

HpOTI/IBOHOKa3aHHﬂ

['urepuyBCTBUTENFHOCTD K JICWCTBYIOIUM BEUIECTBAM H/WJIH K JIIOOOMY M3 BCIIOMOTATEIbHBIX
BEILECTB, IEPEUUCICHHBIX B pazjene 6.1.

bepemennocts u nakranus (cM. pasnen 4.6).

JlnarHocTUpOBaHHBIN WM MIpEoaraeMblil pak MoJIouHOM skene3sl (PMIK).
JlnarHoCTUpOBaHHBIE  WJIM  MpEAroJiaraéMble  ACTPOTE€H3aBUCHUMbIE  3JI0KAYECTBEHHbBIE
HOBOOOpa30BaHUs (HAIpUMEp, PaK dSHAOMETPHS).

JlnarHocTpoBaHHbBIE WM IIPEJIII0JIaraéMble MPorecTareH3aBuCUMble HOBOOOpa30BaHUSI.
MeHnuHrrnOMa B HaCTOSIIIEE BpeMs WK B aHamMHe3e (cM. paznen 4.4.).

KpoBoTeuenus u3 Biaraiauina HEAICHON 3THOJIOTHH.

Henedyennas rumnepruia3ust SHIOMETPHSL.

Tpom603bI (apTepualibHbIE U BEHO3HBIE) M TPOMOOIMOO0IMH B HACTOSIIEE BPEMS HJIM B aHAMHE3€
(B TOM ymcie TpoMOO03 IITyOOKHX BEH, TpPOMO03MOOIHS JIETOYHOM apTepuH, HHPAPKT MUOKapa,
CTEHOKAP/IHS).

BrisiBneHHas HacneACTBEHHAs WM MPHOOpeTeHHasl MPeApacloiOKeHHOCTh K apTepUaIbHbIM
WM BEHO3HBIM TpoMOo3aM/TpomMO0OAIMOONIMsIM, Hampumep: nedunut antutpomoObuna 1,
nedunut nporenna C, nepunut nporenna S (cm. pasaen 4.4).

OcTpble wiaM XpoHHUYECKHE 3a00JIeBaHMS TEUEHU B HACTOSIIEe BpeMsl WJIM B aHaMHeE3e
(10 HOpManmu3amuu ToKa3areiaed (QYHKIUOHAIBHBIX NPOO TIEYCHH), B TOM 4YHCIIEC
3JI0OKAQ4e€CTBEHHBIC OMYXOJIH MeUeHHu (CM. pazaensl 4.4 u 5.2).

[Topdupus.

[Tpuem npenapata @emocToH 1 cienyer npeKpaTuTh MpU BHISBICHUH MPOTHUBOMOKA3AHUNA W/UIIN MIPU

BO3HUKHOBCHUU CIICAYIOIINUX COCTOSIHHI:

4.4,

KENTYXH W/WIN HapyleHUH (QyHKLINU TIeYeHH;

HEKOHTPOJIMPYEMOM apTepHaIbHON I'MIIEPTEH3NN;

BIIEpBBIC TOSBUBIIEHCS Ha (OHE NpuUMeHeHus mnpenapatoB mias MIT murpenenonoOHoM
T'OJIOBHOM 60JIH.

Oco0ble ykazaHusi M1 Mepbl IPEI0CTOPOKHOCTH NPH NPHUMEHEHUH

[Tpumenenue npenaparos ains MI'T, B Tom uncie, npenapara @emMocToH 1, TpedyeT cobmtoaeHus Mep

npeaAOCTOPOKKHOCTU NIPU HAJINMYUHA KaKoTo-110o u3 NEPCUUCIICHHBIX HUKC 3a00JIeBaHUI/COCTOSIHUN U

(baxTOpOB pHCKa:
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e JleiioMmnoMa MaTKH, SHIOMETPHUO3.
e Hannuue QaxTopoB pHICKa UIsi BOZHUKHOBEHHUS SCTPOTCH3AaBHUCUMBIX OMYXOJeH (Hampumep,
POJICTBEHHUKOB |-t crenienu pojactea ¢ PMXK).
® ApTepualibHAs TUTICPTCH3HSL.
e J[oOpoKaueCTBEHHBIE OITYXOJIH MEYCHH.
e (CaxapHblil qaleT, Kak Py HAJTHYUHN COCYIUCTBIX OCJIOKHEHUH, TaK U B CIIy4ae UX OTCYTCTBUSI.
o XoJenuTuas.
e MurpeHb WM CUJIbHAS TOJIOBHAS 0O0JIb.
e (CucreMHas KpacHasl BOJYaHKa.
e [‘mmeprura3usi SHIOMETPHS B aHAMHE3e.
® Drujencusl.
® bpoHXuanbHas acTMa.
e OTtockiepos.
[IpumeHeHue npenapaTta ¢ OCTOPOKHOCTBIO TpeOyeTcs:
® y T[AlUEHTOK C XPOHMYECKOM CepAeYHON HEIOCTAaTOYHOCThIO W/WIM  IOYEYHOU
HEJ0CTaTOYHOCTHIO;
® pu HWIMYUU (PAKTOPOB pHUCKA PA3BUTHUS TPOMOO30B WM TPOMOOAMOOIUN B CEeMEHHOM
aHaMHe3e — TpoM0O03 WM TPOMOOIMOOJIMUECKHE OCIIOKHEHHS y POJACTBEHHUKOB 1-i CTENeHH
poactBa B Bo3pacte MeHee 50 jer (y TakMX MalMEHTOK ClIeyeT MPOBECTH CKPUHUHT,
MIPeIBAPUTENILHO MPOUH(POPMUPOBATH, YTO C MOMOIIbIO CKPUHHUHTA MOKHO BBISIBUTH TOJIBKO
4acTh TPOMOO(DUITMISCKUX HAPYIIICHHH ).
[IpenapaT Ha3HA4aIOT TOJBKO MPU HAIUYUHM CHMIITOMOB, HEOJArOmpHsITHO BIMSIOIIMX Ha Ka4eCTBO
YKU3HH KEHITUHBI. Y BCEX MAIlMEHTOK, rmoiydarommx MI'T, mo mensineit mepe 1 pa3 B roa tpedyercs
MIPOBEJICHUE OI[CHKU COOTHOIICHHUS «I0JIb3a/pUcK». Tepanuio cienyer NpoAosbKaTh 0 TeX MOop, MoKa
0JIb3a OT MpUeMa Mpernapara MPEBbIIIACT PUCK PA3BUTHS HEXENATEeIbHBIX peakuii. OnbIT IPUMEHEHUS
mpernapaTa y >KeHIIUH cTapiie 65 jJeT orpaHryeH.
Ceenenus o puckax, cBs3aHHbix ¢ MI'T B ciiyyae mpexIeBpeMeHHON MEHOIAay3bl, OrpaHuyeHbl. M3-3a
HU3KOTO YpOBHsSI a0OCOJIIOTHOTO pHCKa Yy KEHIIMH OoJiee MOJIOJOTO BO3pacTa COOTHOIICHHE
«TI0JTH3a/PHUCK» Y HUX MOXKET ObITh O0oJiee OIaronpusTHRIM, YEM Y >KEHIIIH MMOKHUIIOTO BO3pacTa.

Meaunmackoe 00cIeI0BaHne

Ilepen Hayamom uiau BO300HOBJIEHUEM NpueMa npenapara @emMoctoH | HeoOXoaUMO coOpaTh MOIHBIN
MEIMLMHCKUI M ceMelHBIi aHaMHe3 M MpoBecTH oO0Ilee M TMHEKOJIOTHYecKoe 00cieoBaHne
(B TOM 4YHCIIE M MOJIOUHBIX XKEJIE€3) MALUEHTKU C LIEbI0 BBISBIECHUS BO3MOKHBIX IPOTUBONIOKA3aHUMN U
COCTOSIHUHM, TpeOyIOIMX COONIOJEHUS Mep MpedoCTOPOXKHOCTH. Bo Bpems mpuema mnpenapata

®emoctoH 1 PECKOMCHAYCTCA ITPOBOAUTD IICPHUOANICCKHUC 06CJ'ICIIOB8.HI/I$I, JaCTOTY U XapaKTCPp KOTOPBIX
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OTIpEeNeNAI0T MHIMBUAyaTbHO, HO He MeHee | paza B 6 mecsueB. LlenecooOpa3zHo mpoBeneHue
MamMmorpaduu A JOMOTHUTEIBHOTO OOCIIEAOBAaHHUS MOJOYHBIX Kele3. JKeHIUHBI JOKHBI OBITh
POUH(POPMHUPOBAHBI B OTHOIIEHHH BO3MOKHBIX H3MEHEHUH B MOJIOUHBIX XKeJe3aX, 0 KOTOPBIX CIIEAyeT
COOOIUTE JICUaleMy Bpayvy.
[Ipy HanuMuuu B CeMEMHOM aHaMHE3€ y POJCTBEHHUKOB -6 cTemeHu poacTBa TPOMOO30B WM
TpoMOosMOonmii B Bo3pacte meHee 50 ser Ha ¢(oHe mpuema mpenapata s MI'T HeoOxoanmo
TIIATEIHHOE MEAUIIMHCKOTO HAOIIOICHHE.
[IpuMeHeHre SCTPOTeHOB MOXKET MOBIHUATh HA PE3YAbTAaThl CIEAYIOIIUX JTaOOpaTOPHBIX TECTOB:
OTIpe/IeIeHNE TOJIEPAHTHOCTH K TIIFOKO3€, HCCieIoBaHne (DYHKIIUH IIUTOBUTHOM JKEJIe3bl M MEYCHH.
[Ipuem  mpemapara  cieqyeT  HEMEUVICHHO  MPEKpaTHTh  MPH  HAJTWMYUU  CIEAYIOIINX
COCTOSIHUI1/3a00 1€BaHMI:

® I KeNTyXa WIN yXyAlleHne QyHKINUU TIeUeHH,

® 3HAYNTEILHOE MOBBIIICHUE APTEPHATLHOTO JIaBIICHHUS;

® TIOSIBIICHHE TOJIOBHBIX 0OJIEH MO THITY MUTPEHH,

® (0OepeMEeHHOCTb.
Menunruoma
Coobmanoch 0 ciay4asX MEHUHTMOM (€AMHUYHBIX M MHOJXKECTBEHHBIX) IpPHU IPUMEHEHUU
KOMOMHUPOBaHHBIX [TPENAapaToOB ACTPAANOIA U uAporecTepoHa. [TanneHTkam ciaelyeT HaX0AUThCs 0]
MEIULMHCKUM HaOJIOACHUEM JUIsl CBOEBPEMEHHOI'O BBISBICHUS IPU3HAKOB M CHUMIITOMOB Pa3BUTHUS
MEeHUHIHMOM. Ilpu BBISIBIEHMM MEHUHTHOMBI JIIOOYIO TEpanuio KOMOMHHMPOBAHHBIMHU IperapaTaMu
3CTpajauoia U JAuAporecrepoHa HeoOXoauMo mpekpatuTh (cM. paszzen 4.3). Ilocne npexparieHus
TepaIuy y NalueHTOK HaOI01aJI0Ch YMEHBIICHHE pa3Mepa OIyXOJIH.

I'nnepnnaszus U pak SHIOMETPHS

Puck pasBuTHs runepruiazud M paka SHIOMETpUS IpU IpuMeHeHuu mpenaparoB aiast MI'T,
coJiepKallUX TOJIBKO 3CTPOTEH 3aBUCHUT OT JI03bl U MPOJIOJDKUTEIBHOCTH JICYEHUS U YBEIMYUBACTCSA OT
2 1o 12 pa3 no cpaBHEHHUIO C NAllMEHTKaMM, HE MOIy4YarollMMHU TEparuio; PUCK MOXKET OCTaBaThCs
MOBBIIIEHHBIM B TeueHue 10 JieT nociue npexkpanieHus Tepanmu.

VY JKEHIIMH C COXpaHEHHOM MAaTKOH He pEeKOMEHJyeTcsl NpUMeHeHue mnpemnaparoB aiast MI'T,
COJIEpKalIUX TOJBKO ICTPOTEH, B CBSI3U C MOBBIIIEHHBIM PUCKOM Pa3BUTHUS paKa 3HIOMETPHSI.
[Muknuueckoe MpUMEHEHHUE MporecTarena (1o KpaiHeil Mepe B TeueHue 12 nHeil 28-1HEBHOIO LUKJIA)
W IPUMEHEHHUE HEeNPEPbIBHOI0 KOMOMHHUPOBAaHHOTO pesknuma MI'T y )KeHITUH ¢ COXpaHEHHON MaTKOM
IIPEIOTBPAILIAET TOBBIIIEHHE PHUCKA TUIEPIUIA3MH M paka SHAOMETPHs, CBA3aHHOIO C HPHUEMOM
ACTPOTEHA.

B nensx cBoeBpeMeHHOM TMarHOCTHKY 11eJ1eco00pa3Ho NMPOBECHUE YabTPa3ByKoBoro (Y 3) CKpHHMHTa,

npu HCOGXOI[I/IMOCTI/I — OPOBCACHUC TUCTOJIOTHICCKOTO (I_II/ITOJIOFI/I‘-ICCKOFO) HUCCIICIOBAaHUs.
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KpoBSHUCTEIC BEIACICHNS U3 Biaraiuiina

B nepBeie MecsLbl pueMa npenapaTa MOTyT OTMEYaThCsl «IPOPHIBHBIEY» KPOBOTEUESHHS H/HITH CKYTHBIC
KPOBSIHHCTBIC BBIJICJICHHS U3 BlIarauiia. Ecium noo0HbIe KpOBOTEUCHUS TIOSBIISIIOTCS Ye€pe3 HEKOTOPOe
BpeMsI [I0CJIe Havyalla TePaIiy WIIH IPOI0JDKAIOTCS MOCIIE TPEKPAIECHHS JICUCHUS], CIICYeT YCTAHOBUTh
HUX HNpUYHHY. Bo3moxuo IMPOBCACHUC ouoncuu OHAOMCETpHUA IJId HCKIIOYCHHA 3JI0OKAQYCCTBCHHOI'O
HOBOOOpPa30BaHUsI.

Beno3sHas tpom0603MO0IHs

MI'T cBsizana ¢ 1,3 — 3-KpaTHBIM PUCKOM Pa3BUTHS BEHO3HOH TpoMO0oIMOoanu (BTD), T.e. TpomMb03a
rIIyOOKHX BEH WIM TpoM0O03MOoinu JErouyHoil aprepuu. Pa3BuTHe Takoro ocioXHEHUs Haubosee
BEPOSTHO B Te€4eHME nepsoro roga MI'T.

[Ipu Hanuuuu TPOMOOIMOOINYECKUX OCTIOKHEHUHN Y POJCTBEHHUKOB 1-1 CTENEHH pO/ICTBA B MOJIOJIOM
BO3pacTe, a TaKKe MpH IMPUBBIYHOM HEBHIHAIIMBAHWU OEPEMEHHOCTHM B aHaMHe3e, HE0OXO0IUMO
MIPOBOJUTH HCCIIEJIOBAHUE TI'eMOcTa3a (B XOJ€ CKPUHUHIA BBISBISETCS TOJIbKO YacTh HapyIICHWH
CHCTEMBbI CBEpThIBaHUS KpoBH). HeoOxoauma TiiatenbHas OleHKa COOTHOIICHHS 05KMIAa€MOM MOJIb3bI K
BO3MOKHOMY pHCKY npoBeneHust MI'T y manneHToK, MPUHIMAOIIMX aHTUKOATYJISTHTHBIC TTPETIapaThl B
MTOCTOSIHHOM pEXKHME.

[Ipu BbISIBIEHUM HACJIEACTBEHHON WIU MPHOOPETEHHOM MpeIpacnoiokKeHHOCTH K apTepHallbHbIM WIIH
BEHO3HBIM TpoMOo3aM (Hampumep, THUIEpromMorucTenHemMus, aedunut mnporenHa C, nedunur
npotenna S, nedunur antuTpoMOuHa IIl w T.4., a Takke WX COYETAHHWE) W/WIM HAIMYUHM TaKUX
COCTOSIHUII B ceMelHOM aHamHe3e (y POJCTBEHHUKOB 1-ii cTemeHu poJCTBa) MpUeM IMpernapara
®emocToH 1 MPOTUBOIIOKA3aH BBHUY YBEJIMYCHHS pUCKa Pa3BUTHUS TpoMO03a U TpoMO0IMO0IHNH, B TOM
YHUCJIe BEHO3HOM.

B OonbmmHCcTBEe ciiydaeB K ¢akTtopaM pucka pa3Butusi BTD oTHocATCs: mpuUMEHEHHE SCTPOTEHOB,
MOXKUIIOM BO3pAcCT, OOIIMPHBIE XHPYPrUUECKHE BMEIIATENbCTBA, [UIMTEIbHAS HMMOOWIM3AIINA,
oxupeHue (MHAEKC Macchl Tena > 30 Kr/m?), GepeMEeHHOCTh MIIM MOCIEPOJOBOM MepHOJ, CHCTEMHAs
KpacHasl BOJYaHKa U pak. HeT eAMHOTO MHEHMsI O BO3MOKHOM POJIM BapUKO3HOTO PACIIUPEHHS BEH B
pazButuu BTO.

B nocneonepannoHHOM nieprojie 00s13aTeNIbHBIM SIBJISIETCA MIpoBeieHue npoduaktuku BTO.

ITpu HEOOXOIUMOCTH ATUTEIHLHON HMMOOMIIN3AIMK TIOCTIE TUIAHOBOTO ONEPAaTHBHOIO BMEIIATEIbCTBA
IIpUMEHEHHEe TpenapaTa clieyeT IpeKpaTuTh 3a 4-6 Helenb 10 omnepalyu U He BO30OHOBIATH IPUEM
npemnapara @eMocToH 1 10 HOJTHOTO BOCCTAHOBIJIEHUS JABUraTeIbHON aKTUBHOCTH YKEHIIUHBI.

Eciu BTD pasBuBaercs yxe Iocie Hadajga TepamuH, TO CleAyeT NpeKpaTuTh NMpUeM Ipenapara, a
NAIMEeHTKNA JOJDKHBI ObITh MH(OPMHUPOBAHBI, YTO OHHU JOJDKHBI HEMEUIEHHO OOpaTUThCS K CBOEMY

Bpady B CJIy4ac MMOABJICHUA 1100010 U3 CUMIITOMOB, CBUACTCIILCTBYIOIIHUX O BO3MOXKHOM TpOM603€ nim

cTp. 6 u3 20



TpoMO03MOOIHMH (HapuMep, 60JIE3HEHHOCTh MM OTEYHOCTh HIKHUX KOHEYHOCTEH, BHe3arHas 00Jib B
I'PyZH, OJIBIIIKA).

Pak M0OJI0YHOM Kee3bl

Pe3ynpraThl KIMHUYECKUX MCCICAOBAHMN YKAa3bIBAIOT HA IOBBIMICHHBIA PUCK pasButus PMIK y
KeHIIMH, nosyyarouux MI'T MoHonpenapaTamMu 3CTporeHa Wil KOMOMHMPOBAHHBIMU IIperapaTamu
(actporen + mporecrareH). OTOT PHUCK 3aBUCUT OT mnpoaonkutenbHocth MI'T. YV xenmuH,
IIPUHUMAIOIIKUX KOMOUHHUpOBaHHbIe npenapathl 11t MI'T Gonee 5 ner, puck passutus PMK moxer
YBEJIMYUTHCS /10 2-X pas.

Tepanus monvko 5cmpo2eHom

Mo pesynbratam uccnenoBanus «MHUIMAaTHBA BO UM 310pOBbs skeHIuH» (Women’s Health Initiative
(WHI)) He oTMedwanoch NOBBINICHUS pHcKa pa3BuTHs PMIK y JkeHIIMH ¢ mpeamecTByoomen
ructepa3kTomuen, noaydaBmux MI'T TOIbKO 3CTPOreHOM.

Kombunuposannas mepanus scmpozenom u npozecmazeHom

Pe3ynbratel panaoMu3upoBaHHOTO IUIane0o-KOHTpodupyemoro ucciuenoBanuss WHI u meraanamus
MPOCMIEKTUBHBIX MHUAEMHUOJIOTHYECKUX UCCIEI0BAHNI NTOKA3aIu MOBbINIEHHE prcka pa3Butus PMXK y
KEHIIMH, MPUHUMAIOMNUX KOoMOMHMpoBaHHble mpemapaThl a1 MI'T (sctporen + recraren).
[ToBermennsiit puck PMXX Habmtonaercs npumepno uepes 3 (1-4) roma MI'T.

JlaHHbIE PE3ylbTAaTOB, MOJYYEHHBIX MPU MPOBEIECHUU MACIITAOHOTO METaaHalHu3a, CBUIETEIbCTBYIOT
00 yMeHbIeHHH ToBbIIIeHHOTO pricka PMOK mocne mpekpamenuss MI'T. Bpemsi, HeoOxoaumoe ist
BO3BpAlllCHUS] K MCXOJHOMY YPOBHIO PHCKA, 3aBUCUT OT IMPOAOJDKUTENbHOCTH Tepanuu. Ecou MI'T
MPOBOAMIIACH OoJiee S5 JIeT, MOBBIMIEHHBIN pUCK pa3BuTus PMK MoxkeT coxpansaThcs B TeueHue 10 jer
u 6oree.

B GonpmmHcTBE HAOMIOJATENBHBIX HCCIEIOBAHUN OBLIO MOKAa3aHO HEOOJIBIIOE MOBBIINICHHUE PUCKA
PMX, npu 3TOM, naHHBIA pUCK ObUI 3aMETHO HKXKE y JKEHIIUH, IPUHUMABIINX KOMOWHHUPOBAHHYIO
TEpaIuIO 3CTPOTEHOM U ITPOreCTareHOM.

Ha ¢one mpuema mpemnaparoB mis MI'T moxer HaOmonaThCs yBENWYEHHE IJIOTHOCTH TKaHEH
MOJIOYHOM >KeJIe3bl TP MPOBEACHIUH MaMMOTpaduu, YTO MOXKET 3aTPyIHATH TuarHoctupoanue PMK.
Pak anyHukoB

Pak simyHMKOB BecTpeyaeTcs 3HAUMTENBHO peske PMOK. DnmaeMuonornueckue JaHHbIE, TOJyYEHHBIE B
pe3yibTare MpOBEACHHUS KPYMHOMACIITAOHOTO METaaHaJln3a, CBHUJETEIbCTBYIOT O HE3HAUUTEIbHOM
MOBBIIIEHUM PHUCKA pa3BUTHUA paka SWYHUKOB N OKeHIIMH, noiydaromux MIT B Buzge
KOMOMHHPOBaHHBIX MPENapaToB WK COJAEPKALIUX TOIBKO ICTPOTEH.

JlanHble HccieoBaHus (TOBBIIICHUE PHCKA) CTAHOBATCS 0oJiee OYEBHAHBIMU IPU JUIUTEIBHOCTH

TCparnun oouee 5 JICT, a IOCJIC €€ IPCKpAICHUA PUCK ITIOCTCIICHHO CHUKACTCS CO BPDEMCHCM. PCByJ'IBTaTBI
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psiia qpyrux uccienoBanui, B tom uncie WHI, yka3piBaroT Ha T0, uTo KoMOuHUpoBanHas MI'T cBsizana
C QHAJIOTMYHBIM MJIM HECKOJIbKO MEHBIIUM PUCKOM PA3BUTHS paKa IMYHUKOB.

Puck HmeMnyeckoro MHCYJIbTa

KomOuHMpoBaHHAs Teparusi 3CTPOreHOM H IPOTECTar€HOM HIIH TepPaNHsi TOJBKO 3CTPOTCHOM CBSI3aHBI
C IOBBILIEHHUEM OTHOCUTEIBHOTO PUCKA UIIEMUYECKOTO UHCYNbTa B 1,5 pasza. Puck remopparuueckoro
nHCcynbTa npu nonydesud MI'T He nossimaercs.

OTHOcUTENbHBIH PUCK HE 3aBUCUT OT BO3pacTa, BPEMEHM HACTYIJICHUS MEHONAYy3bl HWJIU
MIPOJIOJKUTENBHOCTH Tepanuu. OIHaKO UCXOIHBIM PUCK CUIIBHO 3aBUCHUT OT BO3pacTa, TaKUM 00pa3oM,
oOUIMiI pUCK BO3HHWKHOBEHUS HWHCY/IbTAa y JKEHUIWH, nosydarouux MI'T, Oyner mnosslmathest ¢
BO3PacTOM.

HNmemunueckas 6ose3nb cepana (MBC)

B panaoMu3MpOBaHHBIX KOHTPOJMPYEMBIX KIMHUYECKHX HCCIEIOBAHUSAX HE OBUIO TOJYYEHO
CBUJETENHCTB 3amuTHOTO JeiictBust MI'T nmpoTuB nndapkra Muokapza y sxenuus c¢/6e3 UbC, kotopsie
nostydanu komOuHupoBanHyo MI'T acTporeHoM 1 mporecTareHoM MM TOJIBKO A3CTPOTE€HOM.
Kombunuposannas mepanusa scmpozenom u npozecmazeHom

OtnocurenpHbii puck MBC Bo Bpemsi mpumeHeHus kKoMOuHupoBaHHOWM MIT »scTporeHoM U
MPOTeCcTareHOM HE3HAYUTEIBHO TOBBINIAeTCs. B cBsizu ¢ TeM, uro abcomotHbeiii puck MBC cumbHO
3aBUCHUT OT BO3pacTa, YUCIIO JOMOJHUTENbHBIX ciaydaeB MBbC u3-3a npuema kombuanpoBannoit MI'T y
3I0POBBIX KEHIIUH MPEAMEHONAY3aJbHOIO BO3PACTa OYEHb HEBEJIMKO, OJHAKO OHO IOBBIIIAETCA C
BO3pacTOM. PHCK HEMHOTrO BbIIIE y dKEHUIMH B Bo3pacTe crapure 60 er.

Jlpyrue cocTosHuS

DcTporeHsl MOTYT BbI3BATh 3a/IEPIKKY JKUKOCTH, YTO MOYKET HEOJAronpusaTHO CKa3aThCsl HA COCTOSHUU
MalUEeHTOK ¢ HapylnieHneM (pYHKIUHU MoYeK U cepaua. JJlaHHoH rpymnmne maiueHToK cleAyeT HaX0UThCs
MoJ MEOUIMHCKUM HaOmoaeHueM. llanuentkam c¢ rumeprpuriuuepuaeMueii Ha QoHe mnpuema
npernapaToB g MI'T Takxke cieqyeT HaxOTUTHCS MO MEIUIIMHCKAM HaONIOEHUEM, T.K. UMEIOTCS
coo0IIeHrs 00 0YEeHb PEeIKUX CIydasX 3HAaYUTENIbHOTO MOBBIIIEHUS! KOHIIEHTPAIMU TPUTIIUILIEPHUIOB B
1a3Me KPOBH, YTO CLIOCOOCTBYET Pa3BUTHUIO MMaHKpEaTUTA.

DK30TE€HHBIE OSCTPOT€Hbl MOTYT BBI3BIBATh WM YCYI'yOISTh CHMITOMBI HAaCJIEICTBEHHOTO U
MPHOOPETEHHOTO AHTHOHEBPOTUUYECKOTO OTEKA.

DCTpOreHbl YBEIMUYMBAIOT KOHIEHTPALMI0O THPOKCHMHCBS3BIBAIOIIETO TJIO0YIMHA, YTO MPUBOJUT K
oOmieMy  yBENIMYEHHIO KOHILEHTPAMM LUPKYIUPYIOIIMX TOPMOHOB IIUTOBUIHON  Kele3bl
(ompenensieTcss HAa OCHOBaHHUH COJAEP KaHMs HoJ1a, CBA3aHHOTO ¢ OeNKamu), KOHIIEHTPAIlM THPOKCHHA
(T4) — xpomarorpaduuecKuii HIM PaTUOUMMYHHBIA aHamu3 — Wik Tpuioaruponuna (T3) —
paaIMOMMMYHHBIA aHanu3. TecT 3axBaTa MEUEHOTO TPUMOATHUPOHHWHA TMOKAa3bIBAET MOBBILIEHHYIO

KOHICHTPAIUKO THUPOKCHUHCBA3LIBAOIIICTO FHO6y.III/IHa. KOHHCHTpaHI/II/I CBOGO,[[HBIX rOpMOHOB T3 uT4
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0OBIYHO HE M3MEHSIOTCA. KOHIeHTpauun Ipyrux CBSA3BIBAIOIIMX OCNKOB B IUIa3Me KPOBH (HampuMep,
TPAHCKOPTHUH U TJIO0YIIHH, CBs3bIBato Ui 1mosioBbie ropMoHbl (['CIIT")) MOryT Take MOBBIIIATHCS, YTO
IIPUBOJUT K YBEIWYCHHUIO KOHLEHTPALMHU LUPKYJIUPYIOIIUX TIOKOKOPTUKOCTEPOUIOB U IOJIOBBIX
TOPMOHOB.

KoHuenTpauun cBoOOAHBIX WM OMOJIOTUYECKH AaKTUBHBIX FOPMOHOB HE HM3MEHSIOTCA. B03MOXKHO
YBEJIMYCHUE KOHIEHTPAIIMK JPYTUX IUIA3MEHHBIX OENKOB (CHCTEMBl aHTHOTEH3MHOTCH/pEHUHA,
o-1-aHTUTPUIICHH, LEPYIIOIIa3MUH).

[Ipumenenne MI'T He ynyumiaeT KOorHUTHBHbBIE (PYHKIMH. MIMeroTCs cO00IIeHNs O TIOBBIIIEHUH PUCKA
pa3BUTHS JAEMEHLMHU Y KEHIIMH, HayaBmMX npumeHeHne MIT (koMOMHUPOBAHHOM WM TOJBKO
ACTPOTEHCOoAepKAIIEH ) mocye 65 yeT.

[Ipenapat ®emocToH 1 He sABNIsAETCS KOHTPALUEHTUBHBIM CPEJICTBOM.

IToBeimeHne ananmHaMuHOTPpaHchepassl (AJIT)

Bo BpeMsi KIMHHUYECKHX HCCICIOBAHWN C TAIMEHTKAMHW, TOJYJaBIIMMH JICUCHUE OT WH(OEKIIHA,
BBI3BaHHBIX BUpycoM Tremaruta C, KoMOuHaimed omOWTacBUpa/mapuTanpeBupa/puToHaBUpa U
na3zabyBupa ¢ pubGaBupuHOM min Oe3 Hero, nosbiiieHHe AJIT, mpeBblaroniee BEPXHIO TPaHUILY
HOpPMBI Oojiee yeM B 5 pa3, ObUIO 3HAYUTENHHO OOJiee YaCThIM Y JKEHIIUH, MPUMEHSIOUINX
JIEKapCTBEHHbIE TIpenaparbl, CcoJAepiKallhe OJTUHUIICTPAAUON, Takue KaKk KOMOWHUPOBAaHHbBIE
rOpMOHANIbHBIE ~ KOHTpauenTuBbl. Kpome Toro, Ttakke cpeaud MNAlMEHTOK, MOJy4YaBIIMX
rJIeKanpeBUp/muOpeHTacBup Win cohocOyBUp/BeanaTacBup/BOKCHIANPEBUP, OBHIIICHHE aKTHBHOCTH
AJIT wnabmioganoch y OKEHIIMH, TPUMEHSBIIMX JIEKAPCTBEHHbIE IpemapaTrhl, COJepIKallne
STUHWIACTPAJNON, TaKMe€ KaK KOMOMHHPOBAHHbIE TOPMOHAJIbHBIE KOHTPALICTITUBBL. Y >KCHIIMH,
MPUMEHSIONINX JIGKAPCTBEHHBIE IpenapaThl, KOTOPBIE COJAEPKAT ACTPOTEHBbI, OTIWYHBIE OT
TUHUIACTPAANOJIA, TAKAE KAaK ICTPAIUOJ, ¥ KOMOWHAIINIO OMOUTAacBUpa/apuTanpeBrpa/puToHaBupa
1 1aza0yBupa ¢ pubaBUpPUHOM M Oe3 Hero, yacToTa noBblieHus AJIT Oblia Tako# ke, Kak y >KeHIUH,
HE MOJIYYaIOIUX HUKAKUX 3CTPOTeHOB. OHAKO U3-32 OTPAHUYECHHOTO YHCIA KEHIIWH, IPHHUMABIINX
ACTPOTEHBI THIA 3CTPAINO0JIA B COOTBETCTBYIOIIUX KIMHUYECKUX HMCCIEIOBAHUIX, CIEAYeT COOII0AATh
OCTOPOXHOCTh ~ HpPH  OJHOBPEMEHHOM  MPUMEHEHHH CO  CICAYIOIMIMMH  KOMOWHAILIMSMHU:
oMOUTacBUp/MApUTANIPEBUP/PUTOHABUD W Ja3a0yBup ¢  pubaBupuHOM uiau  0e3  Hero,
rIIeKanpeBup/muopeHTacBup win cohocOyBup/BennaracBup/Bokcumanpesup (cM. paszaen 4.5).

BcnomoratenbsHbI€ BEIIECTBA

HpenapaT ®democton 1 COACPKUT JIAKTO3bl MOHOTHUApAT. ITanmentam ¢ peaKo BCTpeanOHleﬁCH
HacCJIeICTBEHHOM HECMIEPCHOCUMOCTBIO I'aJIAKTO3bI, 06II_IGI>'I JIaKTa3HOM HEAOCTATOYHOCTHIO MIIU TJII0OKO030-

ralakTO3HOM Manba6cop6u1/1e171 HC CJIICAYCT IPUHUMATD 3TOT NpCriapar.
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4.5. B3aumojaeiicTBue ¢ [JPpyrMMH JIeKapCTBEHHBIMHM MNpenapaTaMu M Jpyrue BHABI
B3aUMO/eHCTBUS

BausHue apyrux JIeKapCTBEHHbBIX IpenapaToB Ha KOMOUHAIINIO 3CTPOr€H + IMPOrecTarcH

e Mera0onM3M 3CTpOreHa U MporecTareHa MOXeT YCHJIMBAThCS MPU OJHOBPEMEHHOM IpHUEME C
npenapaTaMu-uHIyKTOpaMU MUKPOCOMaJIbHBIX ()EPMEHTOB MEUEHU CUCTEMBI IiuToXpoma P450
(m3odpepmentoB CYP 2B6, 3A4, 3A5, 3A7): npotuBocynopoxHbiMU ((deHoOapOuTa,
kapOamaszenuH, (PEHWTOWH) M TMPOTHBOMUKPOOHBIMH M TPOTHBOBHPYCHBIMHU MperapaTamMu
(pudamnunuH, pudadyTuH, HEBUPAIUH, 3(paBUPEH3).

e [IpemapaThl pacTUTENBHOTO MPOUCXOXKJIEHUS, COJEp)KalUue 3Bepo0Oil MPOABIPSIBICHHBIN
(Hypericum perforatum), MOoryt ycunuBaTh MeTab0IM3M 3CTPOTe€Ha U MIPOrecTareHa.

e PuronaBup u HenduHABUP, XOTS U U3BECTHBI KaK cuiibHbIe HHTUOUTOPBI CYP3A4, AS, A7, ipu
OJIHOBPEMEHHOM MPUMEHEHHUH C MOJIOBBIMA TOPMOHAMU MOTYT YCUIIMBATh UX METa00IU3M.

e VYcwieHne wmeraboiM3Ma SCTPOT€HOB M TECTareHOB KIMHUYECKHM MOXKET MPOSBIATHCS
CHIDKeHHEeM 3¢ (dekTa OT MpUMEHEHHS Mpenapara i U3MEHEHHEM MHTEHCUBHOCTH KPOBSIHUCTBIX
BBIJICIICHUH U3 BJIarajInIia.

Biustane MI'T ¢ bcTporeHaMu B COCTaBE Ha JIPYrUe JEKApCTBEHHLIE CPENCTBA

CooOmraercs, yTO TOPMOHANILHBIE KOHTPAILIETITUBBI, COJEPKAIINE SCTPOTeHbI, 3HAUUTEIbHO CHUXAIOT
KOHLIEHTPALIMIO JAMOTPUIKIHA B TUIa3Me KPOBU MPU UX OJHOBPEMEHHOM NMPUMEHEHUHN U3-3a YCUIICHHUS
mpolecca TIIOKYPOHUIALUU JIAMOTPUDKUHA. DTO MOXKET CHU3UTh KOHTPOJb HAaJ CYIOPOXKHBIMU
npunajgkaMu. XOTs MOTEHIMAIbHOE B3aWMOJEUCTBHE MEXAY IpernapaTaMu Uil MEHOIay3albHON
TOPMOHAJILHOM Tepanuy U JaMOTPHIKUHOM HE U3Yy4allOCh, O’KUJAETCS, UTO M0I00HOE B3aUMO/JIeiCTBHE
CYIIECTBYET U MPHU OJHOBPEMEHHOM MPUMEHEHUHU Y KEHIIMH MOXKET MPUBECTH K CHIXKEHUIO KOHTPOJIS
HaJl CYIOPOKHBIMU MTPUITAIKAMHU.

dapMakoIMHAMMYCCKHE JICKAPCTBESHHEIC B3aNMOJICHCTBH

Bo BpeMs KIMHMYECKMX HCCICOBAaHUN Yy TAIMEHTOK ¢ BHpycoM rematuta C, MOJy4aroniux
KOMOHMHaIMI0 oMOUTacBUpa/mapuTanpeBupa/puToHaBupa 1 1azadyBupa ¢ pubaBUpUHOM UK Oe3 Hero,
nosbiieHue AJIT, mpeBblIIaroliee BEpXHIOW TPAHUILy HOPMBI 0oJiee YeM B 5 pa3, ObUIO 3HAYMTEIHHO
Oosee 4YacThIM y OKCHIIMH, IPHHUMAIOIIMX JICKAPCTBEHHBIC Ipemaparbl,  COJEpIKallue
STUHUIICTPATNON, TaKhe KaKk KOMOMHUPOBAaHHBIE TOPMOHANIbHBIE KOHTPAIlENTUBEL. Takke y >KeHIIHH,
MPUHUMAIOIIUX  JIEKAPCTBEHHBIE  Mperaparhl, COAep)Kallue dJTUHWUIAICTPAAWON, TaKue Kak
KOMOMHHUPOBAaHHBIE TOPMOHAIbHBIE KOHTpPAILIETITUBBI, HaOmonanock mosbimenue AJIT mpu mpueme
riekanpeBupa/muOpeHTacBupa Wik  codocOyBupa/BemnaTacBupa/BOKCHIanpeBupa. Y  HKEHIIHH,
MPUMEHSIONINX JICKAPCTBEHHBIE TMpEnapaThl, KOTOPBIE COJAEPKAT ACTPOTEHBI, OTIWYHBIE OT
ATHHUWJIACTPAMOIIA, TAKAE KaK ICTPAINOJI, U KOMOMHAIIMIO OMOUTacBHpa/mapuTanpeBrpa/puToHaBupa

1 na3zadyBupa ¢ pubaBUpHHOM WM Oe3 Hero, yactoTa nosbiieHuss AJIT Oblia Tako# e, KaK y )KEeHIIHH,
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HE MOJYYaOIUX HUKAKUX 3CTPOreHoB. OHAKO U3-32 OrPaHUYEHHOTO YHCIIa JKEHIINWH, TPUHUMABIIUX
ACTPOTEHBI THIIA 3CTPAAN0JIa B COOTBETCTBYIOIIUX KIMHUYECKUX MCCIEIOBAHMIX, CIEAYEeT COOMOAaTh
OCTOPOKHOCTh npu OJIHOBPEMEHHOM MPUMEHEHUN CJIEIYIOIINX KOMOWHAIIHIA:
OoMOUTAaCBUP/MIAPUTANIPEBUP/PUTOHABUD W Ja3a0yBUp ¢  pubaBupuHOM wiaum  0e3  Hero,
riieKanpeBup/mudpenTacBup win copocOyBup/BennaracBup/BokcuaanpeBup (cm. pasuen 4.4).

BausHue 3cTporesa Ha Apyrue JICKapCTBCHHbBIC CPEJICTBRA:

OcTporeHsl MOTYT BIMSTh HAa METa0O0JIM3M APYrUX JIEKAPCTBEHHBIX CPEJCTB 34 CUET KOHKYPEHTHOTO
cBs3biBaHus ¢ pepmentamu (CYP 450), yuacTByromumu B ux Ouorpanchopmanuu. ITo HEOOX0IUMO
YUUTBIBATh Ui JIEKAPCTBEHHBIX CPEACTB C y3KOM MIMPOTOM TepaneBTUYECKOTO AECUCTBHUS, TAaKUX Kak
takposumyc u nukinocnopud A (CYP3A4, 3A3), dentanun (CYP3A4) u teopumnun (CYP1A2), Tak
KaK JaHHBIN BHUJ B3aUMOJEHCTBHUS MOKET MPHUBECTU K YBEJIMYEHHIO KOHLEHTpPALMU B IJIa3Me KPOBU
BBIIICYKA3aHHBIX JIEKAPCTBEHHBIX CPEACTB 1O TOKCHYECKOIO YpOBHS. B CBsA3M ¢ 3TUM MOXKeT
MoTpeboBaThcsl TIIATEIbHOE HAOMIOJEHHE 3a MNPUEMOM JIEKApCTBEHHBIX CPEACTB B TEUYECHHE
JUINTEIBHOTO TepuoJia BPEMEHH U, BO3MOXKHO, YMEHBIIEHHME J103bl Takpojumyca, (eHTaHHIa,
LUKIOCTIOpUHA A U Teo(UIUINHA.

HccnenoBanust MO HM3y4EHUIO B3aUMOJEWCTBUS C JPYrMMM JIEKAPCTBEHHBIMHU CPEJICTBAMM HE
IIPOBOJIMIINCK.

4.6. @epTWIbHOCTH, 0ePEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

[Ipumenenne npemnapata ®emoctoH 1 Bo Bpemsi 6epeMEHHOCTH TPOTHBOIIOKA3aHO.

[Ipu Bo3HMKHOBEHHH OepeMeHHOCTH Ha (hoHe MpHuemMa IpernapaTa cieAyeT HEMEUICHHO MPEeKpaTUTh
€ro NpUMeHEeHHeE.

JlakTanus

[Ipumenenue npenapata @eMocToH 1 B epro/| rpyAHOr0 BCKapMIIUBAHUS IPOTHUBONIOKA3aHO.

DepTUabHOCTD

[Ipemapat ®emocToH 1 HEe MPUMEHSIETCA Y KEHIIUH PEPOTYKTUBHOTO BO3pPAaCTa.

4.7. Biausinme Ha cHOCOOHOCTH YNPABJIATH TPAHCHOPTHHIMU CpeACTBAMHM W PadoTaTb ¢
MeXaHNU3MaMH

[Ipemapat ®emocToH 1 He OKa3bIBaeT 3HAYMMOTO BIUSHUS Ha CIIOCOOHOCTD YIPABIATH TPAHCHOPTHBIMU
CpeICTBaMH U paboTaTh C MEXaHU3MaMHU.

4.8. HexenarejbHble peakIuu

Pesrome npoduisg OesonacHOCTH

B xiImHMYecKMX HCCIedOBaHMAIX Yy MNAanUCHTOK, IMOJIYdaBIIHUX TEpaIruto KOM6HH8.I.IHCI>1 9CTPAaANOJI +
AUAPOTreCTCPOH, HanOolee qacTo BCTPCHAINCH: TOJIOBHAsA 6OJ'IL, 00JIb B KHBOTC,

HaHpH)KCHI/IC/60J'IC3HCHHOCTB MOJIOYHBIX JKeJie3 B 00JIb B CIIMHE.
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Tabnuunoe PE3IOME HEXKEIATCIbHBIX PEaKIINn

HexenmarensHbIe pcaKkuuu, Ha6JIIOI[aBLHI/IeCSI B KIMHHUYCCKHUX HCCICAOBAHUAX, PACHPCACIICHLI I10
CHCTEMHO-OpPT'aHHBIM KJIACCaM C YKa3aHHEM YacTOThl MX BO3HHKHOBCHUS, KJIACCHU(UIIMPOBAHHOW B
COOTBETCTBUH CO CIEAYIOUIUM MpaBUiIoM: oueHb yacto (>1/10), wacto (>1/100, vHo <1/10), HewacTo
(>1/1000, HO <1/100), penko (>1/10000, vHo <1/1000), ouens peaxo (<1/10000), yacroTa HeU3BeCTHA

(Ha OCHOBAHMH UMCHOIIUXCA NJaHHBIX OLICHUTDH HGBO?;MO)KHO).

CucreMHO-OpraHHbIN Ou4enb yacTo Yacro Heuacro Peaxo
kiaacc (COK)
Nudexun u Kanaumos Huctut
WHBa3HH BJIarajumia
JloOpokauecTBEHHBIE, YBenuuenne
3JI0KAYEeCTBEHHbIE U pa3mepa MHOMBI
HEYTOYHEHHBIE
HOBOOOpAa30BaHHUS
(BxirOUass KHUCTBI U
TIOJIUTIBI)
Hapymenns co I'emonuTuyeckas
CTOPOHBI KPOBH U aHemus™
UM (paTHIECKOH
CHCTEMBI
Hapymenus co I'unepuyBcTBUTEND
CTOPOHBI MMMYHHOM HOCTb
CHCTEMBI
[Icuxuueckue Henpeccus, HepBo3HOCTh | M3menenue muOumo
HapyUICHUs
Hapymienus  co lonoBHas 6onb | Murpens, Menunruoma*
CTOPOHBI HEPBHOM TOJIOBOKPY>KCHHE
CHCTEMBI
Hapymenust co YBenuueHue
CTOPOHBI OpraHa KPHUBU3HBI
3peHust POTOBHIIBI¥,
HETIepPEHOCHMOCTh
KOHTaKTHBIX
TuH3*
Hapymienus co WubapkT Muokapaa
CTOpPOHBI CepALa
Hapymenns  co BTD*, Wncymsr*
CTOPOHBI COCYZIOB apTepuaIbHas
THIIEPTEH3NS,
6one3Hp
nepupepuIecKux
COCY/IOB,
BapHKO3HOE
pacimpeHne
BEH
Kenynouno- bons B xxuBore | TomHoTA, pBota, | Hucnencus
KHUIIICYHbIE HAPYIICHUS METEOPH3M
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HWHCTPYMCHTAJIbHBIC
JAaHHBIC

MacCcChI TCJIa

MAacCChI TCJ1a

CucreMHO-OpraHHbIN Ou4ens yacTo Yacro Heuacro Penxo
kiaace (COK)
Hapymenns co Hapymenue
CTOPOHBI TIEYEHU U (yHKIMK  TI€YeHU
KETUEBBIBOASALINX (uHOT M2 B
nmyTei COYETaHUU c
JKEJITYXOH,
acTeHueu I
HEJJOMOTaHHEM U
0onpl0 B JKHBOTE),
3a0oneBaHus
JKEITTHOTO
y3bIpst
Hapymenus co KoxHbie AHTHOHEBpPOTHYE
CTOPOHBI KOXH U aNnJepruyeckue CKHH OTeK,
TIOAKOKHBIX TKaHEH peakuuu (B TOM 4YHUCIIe y3noBaras
KOXKHasI CBITIb, sputema*,
KpaIruBHHUIA, KOXKHBIN cocyamcTas
3ym) nyprypa,
XJi0a3mMa WIN
MellaHOIepMHUS,
KOTOpbIE  MOTYT
COXPaHATbCS
nocine
TpeKpaIieHus
npueMa
npenapara*®
Hapymenus co bons B civine Cymoporn  MBIIII]
CTOpPOHBI HIDKHUX
MBILIEYHOMH, KOHEYHOCTEN*
CKEJIETHOU U
COEIVMHUTENIbHON
TKaHU
Hapymenus co Hamnpspkenne/ | Hapymenus YBenuueHnue
CTOpPOHBI OONIE3HEHHOCT | MEHCTPYaJIbHOTO LUKJIA | MOJIOYHBIX JKEIE3,
PENPOyKTUBHOM b MOJIOYHBIX | (BKIIIOUas npen-
CHCTEMBbI M MOJIOYHBIX | JKelle3 «MaXKyIIue» MEHCTpYaJlbHbIH
xKeres KPOBSIHUCTBIC CHHAPOM
BBIJICTICHHA B
MIOCTMEHOIIay3e,
METPOppPAarHIo,
MEHOppAaruio, OJIUTO-
/ameHopeto,
HeperysIpHbIC
MEHCTpYallyy,
TICMEHOPEI0), 00JIb
BHHU3Y KHMBOTA,
HM3MEHEHNE
BJIATAJIUIIHOMN
CEeKpennu
OOume HapymieHus u AcTeHnYecKkue
peakmmu B MecCTe coctossHUS  (C1aboCTh,
BBEICHUS HEJIOMOTaHue,
yCTaaocTh),
rieprudepudecKue
OTEKH
Jlabopatopusie U [oBermenue CHikeHne

* HexenarennHeie peaknuu, MpeACTABJICHHBIC B CIIOHTAHHBIX COO6HICHI/I$IX, HO HC Ha6J'IIO,Z[aBIHI/IeC$I B KIIMHHYCCKHX

HUCCIICAOBAHUAX
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Onucanue OTACILHBIX HeXKEIATCAbHBIX PEaKIINN

I[pyrI/Ie HCKCJIATCIIbHBIC PCAKIIUU, BLI3BBAHHBIC IPUMCHCHHUEM KOM6I/IHaI_II/II/I 9CTPOIrcHa U nporecrarcHa
(BKJIIOUAS 3CTPAJANOI + TUIPOTECTEPOH):
e JloOpokauecTBEHHBIC, 3IOKAYCCTBCHHBIC M HEYTOUYHEHHBIC HOBOOOpa30BaHUs (BKIIIOYAsT KUCTHI
Y TIOJIUIIBI): 3CTPOTEH3aBUCHUMBIC TOOPOKAYECTBECHHBIC U 3JI0OKAYECTBCHHBIE HOBOOOPA30BAHMSI,
B TOM YHUCJIC paK SHIOMCTPUA U paK ANIYHUKOB. VBenuueHnue pasmMepa MCHUHI'MOMBI.
e HapymieHust co CTOPOHBI HMMYHHOM CHCTEMBI: CHCTEMHAsI KpacHasi BOJTYaHKA.
e Hapymenus merabonu3Ma U TUTaHUS: TUIEPTPUTITULIEPUACMHUSL.
e HapymeHus co CTOPOHBI HEPBHOW CHCTEMBI: BEPOSITHOCTh pPa3BUTHS JEMEHLMUH, XOpes,
IIPOBOIMPOBAHUE IIPUCTYIIOB DIIWIECIICHH.
e Hapymienus co CTOPOHBI COCYAOB: apTepuagbHasi TPOMO0IMO0IIHS.
o KenynouyHo-KHIlIEUHbIE HAPYILIEHUS: TAHKPEaTUT (y MAUEHTOK C TUIEPTPUTIIHLIEPUAEMHUEN ).
e Hapymienust co CTOPOHBI KOXKH M MOJKOKHBIX TKaHEH: MHOrOQOopMHas 3puTeMa.
e Hapymenus co CTOPOHBI IOYEK U MOUYEBBIBOJAIINX MTYTEH: HEACPKAHUE MOYM.
e Hapymienus co CTOPOHbI penpoOIyKTUBHON CUCTEMBI M MOJIOYHBIX Kejle3: GUOPO3HO-KUCTO3HAS
MaCTOIATHS, SPO3HsI IICHKH MATKH.
e BpoxeHHbIE, CEMEIHBIC U TCHETHYECKHE HAPYIICHUS: YXYAIICHUE TCUCHHS COTYTCTBYIOIICH
nophupum.
e JlaGopaTropHble W WHCTPYMCHTAIbHBIC TaHHBIC: TOBBINICHHE KOHIICHTPAIIMH THPEOUTHBIX
TOPMOHOB B IUIa3Me KPOBH.

Puck pa3BuTHS paka MOJOYHOM sKEJI€3bI

® VY KEHIUH, MMOJIy4aBIINX KOMOMHUPOBAHHYIO TEPAMHIO MPENapaToM 3CTPOreH + Mmporecrare
Ha IPOTSKEHUH S5 1 GoJiee JIeT, 0TMEYaIoch IBYKpaTHOE yBelInyeHne pucka pazsutus PMK.

e Jlio6oe yBenuueHue prcKa y keHIuH, noaydaBminx MI'T Tonbko scTporeHom, ObIJI0 MEHBIINM
[0 CPAaBHEHHUIO C JKEHIIMHAMH, MOJIy4aBIIUMU KoMOMHUpoBaHHYI0 MI'T mpemapaToM scTporex
+ nporecrareH.

e (CTeneHb MOBBIIIEHUS PUCKA 3aBUCUT OT MIPOJIOJIKUTEIBHOCTH TEPAIIUH.

COO6H_[€HI/IC 0 IMOJ03PEBACMBIX HCKCIATCIAbHBIX PCAKITHMAX

Baxwuo COO6H_[aTL 0 IOA03PEBACMBIX HCIKCIIATCIILHBIX PCAKIUAX IMOCJIC PEruCTpauuu JICKapCTBEHHOI'O
Inpemnapara € HOCJIbIO obOecrieueHus HCIIPCPBIBHOTO MOHUTOPHUHI'a COOTHOILICHHA «II0JIb3a — PUCK»
JICKApCTBCHHOT'O TIIpfCIiapara. MeaunuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6IJ_IaTB 0 IIFOOBIX
MMOAO3PCBACMBIX HEKECIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOT'O IIPLCIIapaTa 4Y€pe3 HAIITMOHAJIbHBIC CUCTECMbI

COOGH_ICHI/ISI 0 HCKCIIATCIIbHBIX PECAKIHUAX TOCYyAapCTB — YWICHOB EBpaSHﬁCKOFO OKOHOMHUYECCKOI'O COrO3a.
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Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiHCKasl Tomaip, 1. 4, ctp. 1

®enepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapasHanzop)
Tenedon: +7 (800) 550-99-03

OnektpoHHas nmouta: pharm@roszdravnadzor.gov.ru

Caiit B uH()OPMALIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTn «MHTepHeT»: Www.roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiion baiikonslp, yin. A. Imanosa, 13 (BL] «Hypcaynert 2»)

Peciyonukanckoe  [ocymapcTBeHHOe — MpeanpusTHE Ha  MpaBe  XO3AMCTBEHHOTO  BEJCHHS
«HaunoHaJIbHBIN LEHTP SKCHEPTU3bI JEKAPCTBEHHBIX CPEACTB U MEIUIMHCKUX u3aenuil» Komurera
MEIMIIMHCKOTO U (DapMaleBTHUECKOT0 KOHTPOJsi MMHHCTEpCTBa 3ApaBooXpaHeHus PecrmyOmuku
Kazaxcran

Tenedon: +7 (7172) 235-135

OnektpoHHas nmouta: pharm@dari.kz

Caiit B nH(pOpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTn «HTepHeT»: Www.ndda.kz

Kuvipevizckasn Pecnybauka

720044, r. bumkex, ya. 3-s TuHUAA, 25

JlemapTaMeHT JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKUX W31 Ipu MUHUCTEPCTBE 3APaBOOXPaHEHUS
Ksipreckoit Pecriyonuku

Tenedon: (0 800) 800-26-26, (996 312) 21-92-78

dakc: (996) 312-21-05-08

Dnexrponnas moura: pharm@dlsmi.kg

Caiit B nH()OPMAIIHOHHO-TEJIEKOMMYHUKAIIMOHHOM cetn «HTepHeT»: Www.dlsmi.kg

Pecnybnruxa Apmenus

0051, r. Epesan, np. Komuraca, 49/5

«LleHTp 2KCIIepTU3BI JIEKAPCTB U MEAULMHCKUX TexHoaorui» 'HKO
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

Caiit B MH()OPMAITHOHHO-TEIEKOMMYHHKAIIMOHHOM ceTh « HTepHeT»: WWW.pharm.am
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Pecnybnuxa Benapyco

220037, r. Munck, ToBapurieckuii riep., 2a

PecniyOnukanckoe yauTapHoe npeanpusatue «LleHTp 3KCepTu3 U UCTIBITAHUHN B 3APaBOOXPAHECHUN
Tenedon: (+375 17) 242-00-29

DOnektponHas mouta: rcpl@rceth.by

Caiit B uH()OpPMALIMOHHO-TEICKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: Www.rceth.by

4.9. Ilepeno3dupoBka

DCTpanoit U AUIPOTECTEPOH — BEIIECTBA C HU3KOM TOKCHYHOCTBIO.

CuMIITOMBI

B ciydae mepeno3upoBKH MOTYT Pa3BHTHCS TaKUE CUMIITOMBI, KaK: TOITHOTA, PBOTA, HAMPSHKCHHE
MOJIOUHBIX KeJIe3, TOJIOBOKPYKEHUE, 00Jb B 001aCTH )KUBOTA, COHJIMBOCTB/CIIA00CTh U KPOBOTEUCHUE
«OTMEHBI».

Jleuenue

CumnroMaTu4ecKoe.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA

5.1. dapmakoaMHAMHMYECKHE CBOMCTBA

dapMakoTepaneBTUYecKasi TIpyIa: MNPOTUBOKIMMAKTEPUUYECKOE CPEICTBO KOMOWHHPOBAHHOE
(3cTporeH + recraren).

Kon ATX GO3FBOS.

MexauusM aeiictsus 1 hapMakoaHaMudeckue dhGeKThI

OcTtpanuoii, BXOAAIMNA B cocTaB mnpenapata deMocToH 1, WACHTUYEH SHAOTC€HHOMY 3CTPAJAUONY
4ell0BeKa, KOTOPBIN sABJsIeTCS HanOoJiee aKTUBHBIM 3CTPOT€HOM.

Hunporectepon — mnporecrareH, 3(QeKTUBHBIM MpU MpueMe BHYTPb M HMEIOIIUN CXOXYI0 C
MapeHTepaIbHO BBOJAUMBIM MPOTeCTEPOHOM aKTUBHOCTb.

Kinanueckas 3¢ dekTMBHOCTD ¥ 0€30I1aCHOCTE

MI'T npenapatom PemocToH 1 mpeaynpexaaer MOTEPI0 KOCTHOW MacCchl B IOCTMEHOINAY3aJbHOM
MIEPHOJIE WM TIOCIIE OBAPUOIKTOMUM.

DCTpaano BOCHONHAET JePULIUT 3CTPOr€HOB B KEHCKOM OpraHu3Me B IepuMeHonayse (Ipu Hayaje
Tepaluy He paHee, 4yeM 4epe3 6 MecsleB Iocje MocielHe MEHCTpyalu) U B IOCTMEHOIay3e, U
YMEHBIIAET BBIPAXKCHHOCTh KIMHUYECKUX MPOSBICHUM MOCTMEHOIAY3bl B TEUECHHUE IEPBBIX HEIEINb
JICYCHUS.

IIpu nposenennn MI'T BkiIrOueHHE AMApOrecTepoHa OOECIEYMBAET IMOJHOLIEHHYIO CEKPETOPHYIO
TpaHc(hOPMAIIHMIO SHIOMETPUS, CHIXKAsi TEM CaMbIM YBEJTUUEHHBIN IeHCTBUEM CTPOTr€Ha PUCK Pa3BUTHS

TUIICPILIIa3UH SHAOMCETpPUS.
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5.2. dapmMaKkoKMHeTHYeCKHe CBOiicTBa

Ocrpaanon

Abcopbyus

BcaceiBanue scTpajuosia 3aBUCUT OT pa3Mepa YacTHll, MHUKPOHU3MPOBAHHBIA SCTPaguosl OBICTPO
BCACBhIBACTCSl U3 JKEIYA0YHO-KHUILIEYHOIO TPAKTA.

Pacnpeoenenue

DCTpoTeH MOKHO OOHAPYKUTH KaK B CBI3aHHOM, TaK M B cB0OOHOM cocTostHuU. Okoio 98-99 % no3bt
ACTpaIMoiia CBA3BIBACTCS C OeNKaMH IIa3Mbl KPOBHU, U3 KOTOPbIX 30-52 % c ampOyMHHOM M 0KOJIO 46-
69 % c ['CIII". DcTporeHsl MPOHUKAIOT B TPYJHOE MOJIOKO.

buompancgopmayus

[Tocne mpwema BHYTpb OCTPAJMOJI AaKTUBHO MeTa0oim3upyercss B TmedeHH. (OCHOBHBIMHU
HEKOHBIOTHPOBAaHHBIMU M KOHBIOTUPOBAHHBIMHU META00JIMTAaMU SIBJISIFOTCSI 3CTPOH M ACTPOHA CyNbdar,
oOnanarolue 5CTPOTeHHOW aKTUBHOCTBIO. OCTpOHA CyIb(aT MOXKET MOABEprarbCcsi KHIIEYHO-
MEYEHOYHO! PeLUPKYIISALUH.

Inumunayus

OCTPOH W ACTPAMON BBIBOJAATCA B KOHBIOTUPOBAHHOM C TJIIOKYPOHOBOW KHCIOTOW COCTOSIHUU
npeumyiiecTBeHHo noukamu. [lepuoxa nomyssiBenenus (TV2) cocraBnsger 10-16 u.

3asucumocms KoHyeHmpayuyu 3cmpaouoid om epemeHu U 003bl

[Ipu exenneBHOM mnpueme mpenapata PeMOCTOH 1 KOHIEHTpalus 3CTpaauojia B IUIa3M€ KPOBHU
JOCTHUTAET TIOCTOSIHHOM BEJIMYMHBI TPUMEPHO uepe3 5 cyTok. OOBIYHO TAHHBIN MOKA3aTelb T0CTUTACTCS
B TeueHue 8-11 cyTok mocsue Hayajga Tepanuu.

JlunporecrepoH

Abcopoyus

[Tocne mpuema BHYTph OBICTPO BCACHIBAETCSI M MOJHOCTHIO MeTaboIM3UpyeTcs. 3HaUCHUSI BPEMEHH
HACTYIUICHHUS] MaKCUMaJbHOM KOHIeHTpauuu (Tmax) ans nuaporecrepoHa BapbupyroT ot 30 MUHYT
1o 1,5 gacos.

[Tocne ogHOKpATHOM 10361 MUIIA 33IEPIKUBACT JOCTHKEHHE MMKOBON KOHIIEHTPALIUU TUAPOTECTEpOHA
B IJIa3Me MPUMEPHO Ha | "ac, 4TO MPUBOIUT K CHIDKEHHUIO TMKOBOW KOHIEHTPALIUU JUIPOTeCTepOHa
B Ma3Me KpoBu npumepHo Ha 20 %, He BIUsA HA CTENEHb BO3JCHCTBHS Aumporecrepona u 20-o-
auruapouaporecrepona (AI').

Pacnpeoenenue

Bbonee 90 % munporectepona u [II'/] cBsizbIBatoTCs ¢ O€IKaMu TU1a3Mbl KPOBH.

buompancgopmayus

OcHoBHBIM MeTabomuToM auaporectepoHna sisisercs JI'J[. MakcumanbHast konuentparus AL/l B

IjrasMe€ KpOBU OOCTUTACTCA HpI/I6HI/I3I/ITeHBHO 3@ TO XK€ BpEM:A, YTO U Yy AUAPOreCTCpoHaA.
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Konuenrpamms JI'JIT B miasMe KpOBH CYIIECTBEHHO IIPEBBIMIAET HCXOJHYK) KOHILIEHTPALUIO
JTUAPOreCTEPOHA, COOTHOIICHHS 3HaYEHUN TUIONIAIU MO KpUBOM «koHLeHTpauus-Bpems» (AUC) u
MakcuMaiabHOU KoHIeHTpauuu (Cmax) A/l k quaporectepoHy COCTaBISAIOT NPUOIUZUTENIBHO 25 U
20, cooTBeTcTBeHHO. [lepro NOTyBBIBEICHHS COCTABISIET s quaporectepona u st Al oxono 15
4acoB.

OOwrelt xapakTepHOW OCOOEHHOCTBIO BCEX METabOIMTOB IUAPOTECTEpOHa SIBISIETCS COXpaHEHUE
KoHurypauuu 4,6-1ueH-3-0Ha UCXOJAHOTO BEIIECTBA U OTCYTCTBHE |70-THAPOKCHIMPOBAHHUS, UTO
00yCiTaBIMBaeT OTCYTCTBUE SCTPOTCHHON U aHAPOTC€HHOM aKTUBHOCTH.

Onumunayus

[TomHOCTBIO MUApPOTECTEPOH BRIBOAUTCS Yepe3 72 4. B cpeanem 63 % OT npuHSATOMN J03bI BBIBOIUTCS
noukamu. Kaxymuiics oOmmid miasMeHHBbIH KIMPEHC IUAPOTECTEPOHA BBICOKMH M COCTaBISET
npumepHo 20 s/munH. JI'J[ ompenmensercs B MoOuYe MPEUMYIIECTBEHHO B BHIE KOHBIOTATOB
TJTIOKYPOHOBOM KHCIIOTHI.

3asucumocms KoHyeHmpayuu OuOpocecmepoHa om epemenu U 003bl

Jlnst mpenapara xapakTepHa JuHelHHas (apMaKOKHHETHKA ITPU OJJHO- 1 MHOTOKPATHOM MIpUEME BHYTPh
B Auamna3oHe 703 oT 2,5 Mr g0 20 mr.

CpaBHeHHE KHHETHKH pa30BOM M MHOTOKpATHBIX 03 IOKa3bIBaeT, YTO (PapMaKOKHMHETUYECKUE
cBoiicTBa nuaporecrepona u JII'J] He MEHSI0TCS pU TPUEME MHOTOKPATHBIX J103.

PaBHOBeCHas1 KOHLIEHTpaLUs JUAPOTECTEPOHA, KAK MPABUIIO, JOCTUTAETCS Yepe3 3 CyTOK MOCie Havasaa
IpueMa npenapara.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeuyeHb BCIOMOTaTeJLHBIX BEIIECTB

Bcnomozamenwvuvie gewgecmea 0 maodiemok, NOKpulmuvlX Nj1eHOYHOU 0007104K0ll Henozo yeema
Jlakto3sl MoHOTHIpat, runpomerioza (HPMC 2910), kpaxman KyKypy3HBIH, KPEeMHHUS IHOKCH]
KOJUTOM/IHBIN, MarHus CTeapaT; nieHouHas obonouka: mieHoyHoe nokpsirue White 11 (runpomennosa
(HPMC 2910), turana auokcuzn (E 171), makporomn 400).

MosxeT GBITH HCIONB30BAHO TIOTOBOE ILIEHOYHOE IOKPBITHE MASHTHYHOIO COCTaBa, HANPUMED,
Onanpaﬁ® Y-1-7000 Oenblii.

Bcnomozamenvhuie 6eujecmea onsa madnemok, ROKPbImMbIX N1EHOYHOU 0007104KOIL Cepozo yeema
JaKTO3bl MoHoruzapar, rumpomerioza (HPMC 2910), kpaxman KyKypy3HbIH, KpeMHHUS IMOKCH]L
KOJUTOMIHBIN, MArHUs CTeApaT; nieHouHas obonouka: TieHodHoe nokpeitue Grey 12 (monmMBUHUIOBKII
criupt, Tutana auokcu (E 171), makporos 3350, tanbk, KpacuTes jxene3a okcua yephsiii (E 172)).
’MoseT OBITH HCIIONB30BAHO TOTOBOE IJIEHOYHOE MOKPHITHE MASHTHYHOTO COCTaBa, HAMPUMED,

Onanpait® 11 85F27664 cepbiii.
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6.2. HecoBMecTHMOCTH

He npumenunmo.

6.3. Cpok roaHocTu (CPOK XpaHeHHS)

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPaHEHUH

Xpanutb 1pu temreparype He Boie 30 °C.

6.5. XapakTtep u cofep:kaHue NEPBUYHONH YIAKOBKH

[To 14 Tabnerok 1 mr actpaaunona u 14 tabnerok 1 mr actpaaunona/10 mMr quaporectepoHa B 6uctep
u3 [IBX/An ponsru.

ITo 1, 3 nnu 10 GurcTepoB B KAPTOHHYIO NMAYKY BMECTE C JTUCTKOM-BKJIA/IbIILIEM.

He Bce pa3mepbl ynmakoBOK MOTYT ObITh AOCTYITHBI JUISl pealn3aliu.

6.6. OcoOble  Mepbl  NpPeAOCTOPOKHOCTH  NPH  YHHYTOKEHHHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 TNpenapara WM OTXO0A0B, NMOJYYEHHBIX IOcCJIe NMPUMEHEeHHUs JeKAPCTBEHHOI0
npenapara u Apyrue MAHUNYJISLIMH € IPenapaTom

JIaHHBII JIEKapCTBEHHBIM IpernapaT MOXET NPEACTaBIATh OMNACHOCTh JUII  BOJHOW  CpEnpbl.
JlexapcTBEHHBIN Ipenapar, KOTOpbIil 00JbIlle He MOTpeOyeTcs, HeNb3s YTUIN3UPOBaTh Yepe3 CTOUHBIE
BO/Ibl WJIH C OBITOBBIMU OTXOJIaMHU.

Heucnonb3oBaHHbIE OCTATKU JIEKAPCTBEHHOTO Ipenapara Wik OTX0bl HEOOXOAUMO YTUIN3UPOBATh B
COOTBETCTBUU C MECTHBIMH TPEOOBAHUSMHU.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Hunepnanpt

2660ot1T Xenckea [Iponakre b.B.

Abbott Healthcare Products B.V.

C.[. Ban Xoyrennaan 36, HJI-1381 CII Beecm.

C.J. van Houtenlaan 36, NL-1381 CP Weesp.

7.1. IlpeacraBuTeJb AepKaTeasl PerHCTPAIMOHHOIO YI0CTOBEPEHUsI

IIpeTen3umn HOTDG6HT€JICI>1 HarpasJATh 110 aApPECy:

Ha meppumopuu Poccuiickou Dedepayuu

000 «2660tT JI360paTopus»

125171, r. Mocksa, Jlenunrpanackoe mocce, 1om 16A, ctp. 1
Tenedon: +7 (495) 258-42-80

daxc: +7 (495) 258-42-81

OnektpoHHas mouta: abbott-russia@abbott.com
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Ha meppumopuu Pecnyoauxu Kazaxcman, Kvipevizckotl Pecnybauxu u Pecnybauxu Apmenust
TOO «A660TT Kazaxcran»

050060, r. Anmartsl, yn. Exin Eproxun, nom 1, oduc 90

Tenedon: +7 (727) 244-75-44

Dnekrponnas nmoura: Pv.kazakhstan@abbott.com, QA.CIS@abbott.com

Ha meppumopuu Pecnyboauxu benapyco

[IpeacraButensctBo OO0 «Abbott Laboratories GmbH» (I1IBetiapckas kondenepaius) B Pecriydnuke
benapyce

220073, r. MuHck, 1-w1if 3aropoansii nep., 1. 20, opuc 1503

Tenedon: (+375 17) 259-12-95

DnexkrponHas moura: pv.cis@abbott.com, QA.CIS@abbott.com

8. HOMEP PETUCTPAIIUOHHOI'O YOCTOBEPEHUS

JITT-Ne(001103)-(PI'-RU)

9. JJATA TIEPBUYHOMN PETWCTPAIIMW (IIOATBEPKJIEHUSA PETHUCTPAIIUMH,
HEPEPEI'MCTPALINN)

03.08.2022
10. JATA INIEPECMOTPA TEKCTA

OO6mras xapakTepucTHKa JieKapCcTBEeHHOTo Tipenapara democtoH 1 qoctynmHa Ha HHOOPMAITMOHHOM
noprasue EBpazniickoro 3KOHOMUYECKOT0 c0103a B MH(OPMAIMOHHO-KOMMYHUKAIIMOHHOM ceTH

«MuTepuery» http://eec.eaeunion.org/.
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