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OBILIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Awntuanapen 100, 100 mr, Tabnetku.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHbBIN COCTAB

JleficTByO1IIee BELECTBO: LIUIIPOTEPOH.
Kaxnas tabnerka comepxut 100 Mr numnporepoHa (B BUJIE aleTara).

BemecTBa, Hanu4YMe KOTOPHIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mpernapara: HaTpui (cM.
pasnen 4.4).

IlonHbIit NEpCUCHL BCIIOMOTI'aTCJIbHBIX BCHICCTB IIPUBCACH B pa3/ICjIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0xeTku.

Crerka NBOSIKOBBIMYKIJIBIC MPOAOITOBATHIE C 3aKPYTVICHHBIMA KOHIIAMHU TaOJETKUA MOYTH Oeoro
IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K NPUMEHEHHUIO

[Ipenapat Antuanapen 100 nokasaH K IPUMEHEHUIO Y B3POCIbIX MYKUHH.

e PacrnpoctpaHeHHBI HeomnepaOeIbHBIH WM METACTAaTUYECKUM paK MPEICTATEeIbHON KEJe3bl
IpH HEOOXOIMMOCTH TO/IaBIICHUS AEUCTBUS TECTOCTEPOHA!

—  aHTHaHApOreHHas Tepamus HeolepaOeabHOro paKa MpeaCcTaTeIbHOM KeNe3bl;

—  yYMCHBIICHHE BBIPAKEHHOCTH THUIEPAHAPOTCHUH, HAOIIOAAIOUICHCS B Hayaje Teparnuu
arOHUCTaMH roHAOTPONHUH-pUIU3uHT ropmona (I'aPT);

—  KyIHUPOBAHHUE IIPWJIMBOB)» Yy MALUEHTOB C PAKOM IIPEICTATEIbHOMN JKEJE3bl, IOIYYarONX
Tepanuto aronuctamu 'HPI', wim y manmeHToB, NepeHeCcInX OPXUIKTOMUIO.

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMEHEHU S

PexxuM no3upoBanus

Bspocnvie
MaxkcumanbHasg cyToyHas J103a npenapara coctapisgeT 300 mr.

Anmuanopozennas mepanus HeonepadeibHo20 paka npeoCcmamenbHOol JHceaesbl

ITo 200-300 mr B cytkm (mo 1 tabmetke 2-3 pasza B jaeHb). [Ipu ymydIIeHUH COCTOSHUS WA
JOCTIDKEHUS] PEMHCCUU HE CIIEyeT NPEephIBaTh JICUCHUE WU COKPAIaTh J03Y.
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ITo 200 mr B cyTku (1o 1 tabnerke 2 pas3a B J€Hb) B KaU€CTBE MOHOTEpAIIUU B T€UEHUE 5—7 THEH,
3aTreM B TeueHue 3—4 HeJelb B TOH ke J103e B coueTaHuu ¢ aroHuctoMm I'HPI', B pekomMeHj0BaHHON
MHCTPYKLKEN IO €ro MEAUIIMHCKOMY NPUMEHEHHIO J103€.

Kynuposanue «npunusosy y nayuenmos ¢ _paKom npedcmameﬂbHoﬁ cejies3nvl, noayvarouiux
mepanuio azorucmamu I P, unu nayuenmos, nepernecuiux OpxudKmoMuio

ITo 50-150 mr B cyTku (B cilydae HEOOXOJUMOCTH MpHUEMa MpernapaTa UnpoTepoHa B qo3e 50 mr
nma 150 Mr cnegyer npuHUMAaTh JApYyrHMe€ Mpernaparbl LUIPOTEPOHA B COOTBETCTBYIOLIUX
JI03UPOBKAX), C MOCICAYIOIIUM yBelIrnueHrueM 10361 10 300 Mr npu HeoOxoqumocTH (o 1 Tabnerke
3 pa3a B JICHB).

Oco0bIe I'pynIbl JaIMCHTOB

ﬂub;a noostcus10co eo3pacma
OTCYTCTBYIOT JaHHBIC O HeO6XO,Z[I/IMOCTI/I KOPPCKIUHA OO03bI IpCIIapara y MOXUJIbIX ITAIlTUCHTOB.
Hauueﬂmw C NeyeHoYHoU HedoCmamo4HoCMbIO

[Ipumenenne mupenapata AntuanapeH 100 mpOTHBONOKAa3aHO Yy MAIMEHTOB C 3a00JIEBaHUAMU
revyeHu (10 HopMallu3aluy okasareneld QyHKIIUN TICUCHH ).

Habﬂ/leHmbl C NOYEYHOU HedOCMAMOYHOCMbIO

OTCYTCTBYIOT JaHHbIE O HEOOXOJMMOCTH KOPPEKLMM [03bl Ipernapara y JIaHHOW KaTeropuu
MallUECHTOB.

CTHU

AnTtnanapen 100 He ciaenyeT NpUMEHATh y JETEM U MOAPOCTKOB MJIaIe 18 jieT My»KCKOro noja B
CBSI3M C HEJOCTATOYHOCTHIO JAHHBIX MO 3((HEKTUBHOCTH U O€30IaCHOCTH.

AnTtnanapes 100 Henb3sl NPUMEHATH A0 3aBEPLIEHMS IOJOBOIO CO3PEBAHMs, ITOCKOJIBKY HEJb3S
HCKJIIOYUTh BO3MOKHOCTb HEOJIAronpusTHOTO BIMSHUSA Ha MPOJOJBHBIM POCT KOCTEH, a TakkKe Ha
HECTaOMIIN3UPOBAHHYIO SHIOKPUHHYIO CUCTEMY MOJIPOCTKOB.

Cooco0 nmpuMeHeH st

TabneTku ciaenyeT NpUHUMATH €KEAHEBHO, BHYTPb TOCJE €/bl, 3aMKUBasi HEOOIBIIUM KOJTUYECTBOM
xuakoctd. [Ipy MosIBIIGHUN MPU3HAKOB MPOTPECCHPOBAHMSI 3a00JIeBaHUSI MPUMEHEHHE TIperapara
AnTuangpen 100 crnemyeT npeKkpaTUTh.

4.3. IlpoTuBOMOKA3aAHUS

® THUIECPYYBCTBUTEIHHOCTh K IUIPOTEPOHY WM K JHOOOMY W3 BCIIOMOTATEIBHBIX BEIIECTB,
MEPEYHCIICHHBIX B pazzene 6.1;

e 3a00JieBaHUS TICUCHU, COMPOBOKIAIONINECS HApyIICHUEM ee (QYHKIHH (B TOM YHCIIE, CHHAPOM
Hy6una-/I»xoncona, cuaapom Poropa);

® OIIYXOJIM IICYCHHU B AHAMHEC3C HWJIM B HACTOAIICC BPCMA (33 HCKIIFOYCHUEM MECTACTAa30B paKa
HpCHCTaTCHLHOf/'I KCJIC3bI B HC‘-ICHL);

e KaxekcHs (3a HCKIIIOYCHHEM KaXeKCHUH Y TAlMEHTOB C PAaKOM IMPEICTATEIbHOM Kele3bl);
® TsDKeNas XpOHWYECKasl ETPECCHS,;
e TpoMOO3bI U TPOMOOAIMOOIIHS B HACTOSIIIIEE BPEMS;

® HaJINMYUE MCHHUHI'MOMBI B HACTOAIICC BPEMS UJIIN B aHAMHE3C,
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pacpoCTPaHEHHOTO paKa MPeACTaTeIbHON KeJe3bl);

® JIETCKUH M TIOJIPOCTKOBBIM BO3PACT JI0 3aBEPIICHUS MTOJIOBOTO CO3peBaHMs (CM. pasnen 4.2).
4.4. OcoOble ykazaHusi 1 MepPbl MPeI0CTOPOKHOCTH MPH NPUMEHEHUH

[Ipenapat Autuanapen 100 ciexyetr NpUHUMATH C OCTOPOKHOCTHIO:

VY manmueHToB ¢ HeomepaOelbHBIM PaKOM MPEICTATeIbHON JKeNe3bl MpPU HAIHMYUU TpoM0OO3a H
TpOMOOSMOOSIUN B aHaMHe3e, TKENoN (OpMbI caxapHOro auadeTa ¢ aHTMONaTHEH, CeprOBHIHO-
KJIETOYHOM aHemuu npenapaT AuntuanapeH 100 Ha3HavaeTcss TOJIBKO TIOCIE  OLEHKH
WHAUBUAYATBHOTO COOTHOILIEHUS MOJIb3bl U PUCKA B KAXKIOM Cllydae.

I enaToOTOKCUYHOCTD

NmeroTcst cooOLeHus 0 NpsAMOM JJ0303aBUCMMOM TOKCHUYECKOM BIIMSHMU IIMIIPOTEPOHA HA ME€YEHb
(pa3BuUTHE KENTYyXH, IeraTUTa U MEeYCHOYHOH HenocTtaToyHOCTH). KpoMe Toro, nmpu npuMEHEHUU
npenapata B go3e 100 Mr u BblIIe COOOIIATIOCH O CIIy4asX CO CMEPTEJIbHBIM HCXOJOM.
BonbIIMHCTBO CllydaeB cO CMEPTENbHBIM UCXOJ0M OBLIO OTMEYEHO Y MYXKUMH Ha MO3JHEH CTaauu
paka mpejacTaTesbHOM jkene3bl. TOKCHYHOCTh 3aBHCUT OT J103bI U OOBIYHO pa3BHUBAETCS 4Yepes
HECKOJIBKO MECSALIEB 10CIIE Hayaja TeparuH.

B xoxe neueHuss HeOOXOIUM peryJsipHbIM KOHTPOJIb (QYHKIMM nedyeHH. DyHKIUOHAJIbHBIE
NIeYEeHOYHbIE IPOOBI CIIeTyeT MPOBOIUTH MEPel HAa4ajJoM JIEUSHUs, PETYIISIPHO BO BpeMs JICUEHUs, a
TAaK)K€ NPU BO3HUKHOBEHUM IIPU3HAKOB, IIO3BOJSIOIIMX IPEANOJIOKUTh I'eNaTOTOKCHYECKOE
Jercreue mpenapara. [Ipy Hamuyuu NPU3HAKOB I'E€NIATOTOKCUYHOCTH IPUEM IIperapara Cleayer
OTMEHHUTb. Y OOJBHBIX C MeTacTa3aMH paka IpeCTaTeNbHON eye3bl B MeUeHb U MPH HaIUYUU
[IPU3HAKOB HapylIeHUs (PyHKIUHM NEYeHH, B CIIydasX, KOI/la O)KMJaemas I0Jib3a OT MPOBOJUMOMN
TE€panuy IPEBBINIACT BO3MOXKHBIA PHUCK, BOIIPOC O IPOJOJDKEHHWH IIpHEMa Ipenapara peraeTrcs
WHJUBHUYaIbHO.

Onyxoy reYeHu

B ouenp penkux ciayyasx mocie InpuemMa LUIPOTEPOHA OTMEYAIUCh JT0OPOKAYeCTBEHHBIC U €I
peXe 3JI0KaYeCTBEHHbIE OMYXOJIM TEeYEHHU, KOTOPbIe MOTYT MPUBOAMTH K YTPOKAIOUIUM >KU3HU
BHYTPHOPIOIIHEIM KpoBOoTeueHUsAM. [Ipu xkamobGax Ha ocTpyro Ooiib B BepXHEH 4YacTH >KHMBOTA,
yBEJIMYEHUE TMEYeHH WJIM MpPU HAJUYUU TPU3HAKOB OCTPOTO0 BHYTPUOPIOIIHOTO KPOBOTEUEHHUS
muddepeHIManbHbIN JUarHo3 ciaelyeT IPOBOAUTh C Y4€TOM BO3MOKHON OITyXOJIH IEYECHH.

MeHuHTHOMBI

Coo01manoch 0 pa3BUTUM MEHUHTUOM (€AMHUYHBIX M MHOKECTBEHHBIX) B CBS3M C IPHUEMOM
IUIIPOTEPOHa, TJIABHBIM 00pa3oM B J03ax 25 Mr B JieHb W BbIIE. PUCK Pa3BUTHS MCHHHTHOM
BO3pAacTaeT C YBEIMYEHUEM KyMYJSATHBHBIX J103 ULuUIporepoHa (cM. pazgen 5.1) Beicokue
KYMYJISITUBHBIE JI03bI MOTYT OBITh TIOJIYYEHBI TPU JUTUTSIBHOM TPUMEHEHHH (B TEUCHHE
HECKOJIbKUX JIET) WX Tpu 0oJiee KOPOTKOM TpHeMe BBICOKUX CYTOUYHBIX /103. IlareHToB ciemnyer
o0cneoBaTh Ha MPEIMET MEHUHTHOMBI B COOTBETCTBHH C KIIMHHYECKOW MPAKTHKOM.

Ecim B mpouecce neuenuss npenaparom AHtHaHapeH 100 y mnamueHTa JUarHOCTHPYETCS
MEHUHTHOMa, Tepanuio npenapatoM AHtuanaped 100 u gpyrumu JeKapCTBEHHBIMH IpenapaTami,
CoJIepXKallUMH LUIPOTEPOH, HEOOXOAMMO MpeKpaTtuTh (cM. pasaen 4.3). VMeroTcst naHHbBIE, YTO
PHUCK Pa3BUTHUSI MEHUHTMOMBI MOKET YMEHBILIATHCS MOCIIE MPEKPALEHUS TEpATUH LIUTIPOTEPOHOM.

TpoM0O03IMOOINYECKHE OCI0KHEHUS

Co001manoch 0 BOSHUKHOBEHHH TPOMOOAIMOOINYECKUX OCIOKHEHUH Y TAIUEHTOB, MPUHUMAOIITNX
[UIIPOTEPOH, XOTSl HaJM4YWe MPUYMHHO-CIEACTBEHHON CBSI3U BBHISBICHO HE ObLIO. Y TAIMEHTOB C
MPEANIECTBYIOIIMMH TPOMOOTHIECKUMU/ TPOMOOIMOOTMUECKUMH 3a00I€BaHUSAMH apTePU UM BEH
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HapyIIEHUsIMM  MO3TOBOTO  KpOBOOOpAallleHMs B aHaMHE3€ MJIM Ha [MO3JHUX  CTagusX
3JI0KAYECTBEHHbIX 3a00JIEBAaHUH PHUCK BO3HUKHOBEHHS TPOMOOIMOOIMYECKUX OCIIONKHEHUN
MIOBBIIIIEH.

Anemus

Bo Bpems jeueHHs HUIPOTEPOHOM COOOINANOCh O Pa3sBUTUU aHeMuH. [1o3ToMy BO BpeMms JiedeHus
npenapatoM AnTtuanzapeH 100 cienyer peryiasipHO HpPOBOJIUTH HCCleAOBaHUE Nepudepuueckont
KpPOBH.

CaxapHslii 1nabder

vy MNanMCHTOB C CaXapHbIM I[I/Ia6CTOM MOXCET H3MCHUTHCA HOTpe6HOCTL B TICPOPAJIBHBIX
THIIOTTIMKEMHUYCCKUX CPEACTBaX HWJIIM HHCYJIMHC. HaHI/ICHTLI C cCaxapHbIM I[I/Ia6eTOM BO BpeEMmid
JICUCHUS IpCIIapaToM AHTI/IaH,Z[peH 100 JOJIXKHBI HAaXOAUTHCA 110 Ha6J'IIO)IeHI/ICM Bpauia.

Opliika

[Ipumenenre nuIpoTepoHa B BBICOKMX J03aX HMHOTJA MOXKET COIPOBOXKIATHCS OABIILKON. B
MOAOOHBIX CIy4Yasx MpU TpoBeAcHHH TudPEepeHIHAIBHOTO IUarHo3a cleayeT MPUHUMATh BO
BHUMAHHUE HU3BECTHOE CTUMYJIMPYIOLIEE AEHCTBUE MPOrECTEPOHA U CUHTETHUYECKUX IeCTAreHOB Ha
JIbIXaHUE, COIMPOBOXKIAEMOE THUNOKANMHUEH ¢ KOMIIEHCATOPHBIM JIBIXaTEJIbHBIM aJIKaJIO30M.
CriennanbHOTO JeUEHHUs IPU ’TOM CUMITOMOKOMIUIEKCE HE TpeOyeTcs..

KoprukonnononoOusiii a3 dexr

Bo BpeMs JICUCHUA TUIIPOTCPOHOM HeO6XOI[I/IMO PEryJIsipHO IMMPOBEPATH (I)YHKI_II/IIO KOPKOBOTO CJIOA
HAAIIOYCYHUKOB, TaK KaK, HCXOJAA U3 HOOKIMHHUYCCKUX [JaHHBIX, IPCANOJaracTtCsi BO3MOXKHOC
IIOAaBJICHUC (bYHKI_II/II/I HaAIIOYCYHHUKOB B CBA3U C KOpTI/IKOI/IJIOHOI[O6HLIM B(I)(I)eKTOM UIIPpOTCPOHA
B BBICOKHX O03aX.

PenpoaykTHUBHAsA cCMCTEMAa U U3MEHEHHMS B TPYIHOM KeJle3e

[lonaBnenue criepmaTtoresesa Ha pOHe MpueMa npemnapara MpoOUCXOIUT MOCJIe HECKOJIbKUX HEENb
JIEYEHUs1 B pe3yibTaTe aHTHAHJIPOIC€HHOIO M aHTUIOHAJOTPOIIHOTO IEHCTBUM Ipemnapara, 4To
MPUBOANUT K YMEHBIICHUIO 00beMa CeMEeHHOH xuakoctu. [lonasienue crnepMmaTorenesa, KOTOpoe
pa3BHUBaeTCSd MEIJICHHO BO BpeMs JIEUEHHs, U OOBIYHO acCOLMUPYETCS C OecIIofueM, SBIseTCs
oOpaTUMbIM  IOCJIE€  MpeKpalleHus npueMa npenapara. (CrnepMaToreHe3  MOCTEIEHHO
BOCCTAHABIIMBAETCS B TEUYEHHME HECKOJIBKHX MecsieB, uHoraa A0 20 MecslleB MOCIe OTMEHBI
TEpanuy, BO3BpaLIasiCh K CBOEMY INPEKHEMY COCTOSHUIO /10 MCIOJIb30BaHUs LUIpoTepoHa. [laxe
BJIMSIHUE HAa CEMEHHYIO KUAKOCTD SBIISETCS TIOTHOCTHIO OOPATUMBIM MTPOLIECCOM.

Yacto Habmr0qaeTCsl CHUKEHUE JTMOUI0 M SPEKTUIIbHAS JTUCHYHKIUSA. Y MY>KUUH PENPOTyKTUBHOTO
BO3pacTa, /U1 KOTOPhIX BaXHa (DEPTUIBHOCTH Cpas3y *e MOCiIe OKOHYAHUS JIeYeHUs,, HEOOXOIUMO
Iepesl HayajaoM JIEYeHMs IIPOBECTH, 10 KpallHEeH Mepe, OJIMH aHaJu3 CIepMOrpamMMbl B KauecTBE
MepBbI MPETOCTOPOKHOCTH.

D10 HauboJiee 1es1eco00pa3Hblid Crocod MPeI0TBPAIICHHS MOCIEIYIONNX HEOOOCHOBAHHBIX KaJl00
Ha TO, YTO OECIUIOINe Pa3BUIIOCH BCIIEACTBUE AaHTHAHIPOTCHHOW TePaTIHH.

I'maekomacTus, yacTo HaOIOJaBLIAsICS Y JaHHBIX MY>KUMH, OOBIYHO MCUE3AET M0CIIE NPEKpaIlleHus
JICYCHUS WIM CHWXKEHHMS J103bI IIpemapara.

BcrnoMmorarennHble BENIECTBA

JlaHHBIN JIEKapCTBEHHBINM Tpermapar ConepXUT MeHee 1 Mmomab (23 mr) Hatpus B 1 Tabnmerke, TO
€CTbh, 110 CYTH, «HE COACPKUT HATPHUS.
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4.5. B3aumogeiicTBHe ¢ JAPYrUMH JIeKApCTBEHHBIMH et n Sipyine” B

B3auMOdeHCTBUA

HecmoTpst Ha OTCYTCTBHE KIMHUYECKUX MCCIECIOBAHUN B3aUMOJIEMCTBHI, MOKHO OKHAATh, UTO
KETOKOHA30Jl, WTPAKOHA30J, KIOTPUMA30j, PUTOHABUP U JPyTHe MOIIHbIE HHTHUOUTOPHI
modepmenra CYP3A4 Oyayr monmaBisTh  MeTaOOMM3M  MHIPOTEPOHA,  KOTOPHIH
Metabonusupyercs uzopepmentom CYP3A4. C nmpyroii CTOpOHBI, HHAYKTOPHI H30(epMeHTa
CYP3A4, rakme kak pudamnuuuH, (EHUTOMH M TMpemnaparsl, cojepkamiiue 3BepoOoit
MPOABIPSBIICHHBIN, MOTYT CHUKATh KOHIICHTPAIMIO [IUIIPOTEPOHA.

B uccnenoBanusix in Vitro mokasaHo, 4TO MPHU BBICOKUX TEPAMEBTHYSCKUX J103aX LUIMPOTEPOHA

(100 mr 3 pasa B neHb) BO3MOKHO MHTHOMpOBaHUE M30(pepMeHTa cucTeMbl muToxpoma P450,
takux kak CYP2CS8, 2C9, 2C19,3A4 u 2D6.

IIpn coBMECTHOM MPUMEHEHUU BBICOKUX 103 LHNpoTepoHa ¢ uHruOuropamu ['MI-KoA-
penykTrasel  (CTaTUHaAaMH), KOTOpBIE  TaKXke  METAa0OIM3UPYIOTCS  MPEUMYIIECTBEHHO
nzopepmentom CYP3A4, MoXeT NOBBICUTHCS PHUCK Pa3BUTHS MHUONATHM U pabIoMHOIIN3a,
CBSI3aHHBIN C IPUEMOM CTATHHOB.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTb M JAKTALHSA
[Ipenapat Aatuanapen 100 He MpUMEHSICTCS Y JKEHIIHH.

4.7. BiusiHue Ha CIHOCOOHOCTH YHOpaBJjAiTb TPAHCIHOPTHBIMM CpEIACTBAMHM H paﬁoTaTL C
MEXaHU3MaMHU

B nepuon nedenus npenapatom AHTHanapeH 100 Heo6XoauMo coOIOAATH OCTOPOKHOCTH HpPHU
BOXKJIGHUU aBTOMOOWJISI M 3aHATUSAX JAPYTMMHU MOTEHLMAJIbHO ONACHBIMU BHMJIAMHU JESTEIBHOCTH,
TpeOYIOLMMH TIOBBIIICHHON KOHIIEHTPALlMM BHHUMAaHMs, TaK KakK IpUEM IIpernapara MOXeT
MIPUBOJIUTH K PA3BUTHUIO YCTAJIIOCTH, CHUKEHHIO )KM3HEHHOI'O TOHYCa U 0CIa0JIEHUIO CITIOCOOHOCTH K
KOHLIEHTPALUK.

4.8. HexkesaTeJibHbIE peaKIu

Pesrome mpoduinsg 6Ge3onacHOCTH

Haubonee wacrto Habmomaemble HEXeNATENbHBIE PEAKIMH: CHIDKEHUE JTHOWI0, WMIIOTCHIHUS H
o0OpaTuMoe MoJaBJIeHHE CIIepMaTOreHesa.

Haubonee cepbe3Hble HeXeNaTeNbHBIE PEAKIMH: T'eMaTOTOKCHYHOCTh, MOOPOKAYeCTBEHHBIE W
3]I0KAYECTBCHHBIC ~ OIMYXOJH TMEYEHH, KOTOPble MOTYT TPUBECTH K BHYTPHUOPIOIIHOMY
KPOBOTEYEHHIO, TPOMOOIMOOTIUUECKUE OCIIOKHEHUSI.

TabanaHoe pe3roMe HeXKeNaTeIbLHBIX peaKIUi

HexenarenbHble peakuuu, BO3MOXHBIE INpPU TNPUMEHEHUM LUIPOTEPOHA, paclpeAesieHbl II0
CHUCTEMHO-OpPTaHHBIM KjaccaM B cooTBeTcTBMM ¢ MedDRA ¢ yka3aHueM 4dacToTel HX
BO3HUKHOBEHHsI COTJIACHO pPEKOMEHMalusM BcemupHoW opranuzaimu 3apaBooxpanenus (BO3):
o4deHb yacto (>1/10);

gacto (>1/100, no <1/10;
Heuacto (>1/1 000, o <1/100);
penko (>1/10 000, no <1/1 000);
oueHb penko (<1/10 000);

qacToTa HCU3BCCTHA (Ha OCHOBAHUHU MMCIOIIMNXCA JaHHBIX OUCHHUTDH HGBOSMO)KHO).
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CucreMHO-OpraHHbII Yacrora HeskeaareabHas peakuyst
KJIacc BO3HUKHOBEHHS
Jlobpoxauecmeennvie, Ouensb penko pazBUTHE JT00OpPOKaUYeCTBEHHBIX W
3/10KAYECMEeHHble u 37I0KaYECTBEHHBIX OMyXOJIeH eueHn™
HeymoyHeHHble

H08000pa308anus (8KI0YAA
KUCmbl U NOJIUNbL)

Penko

*
Pa3BUTUC MCHUHIT'UOMBI §

Hapywenuss co cmoponbl
Kposu U JauMgamuieckou
cucmemol

YacroTa HEUM3BECTHA

aHeMus*®

Hapywenuss co cmoponwi
UMMYHHOU CUCTEMbl

Penko

pCaKknuu rurncpuyBCTBUTCIILHOCTU

DHOOKpUHHbIE HAPYULeHUs

YactoTa HEU3BECTHA

TUTEPTIIMKEMHUS] Y MAIMEHTOB C CaXxapHBIM
nuadeToM

Hapywenua memabonuzma | Yacto YBEITMYCHUE WJIM CHIYKEHHUE MACChI TeJla
U nuUmMaHus
Icuxuueckue napywenus Yacro Jenpeccusi, IMOJABJICHHOE HACTPOEHUE,

YyBCTBO O€CIIOKOICTBA (BPEMEHHO)

Hapywenus co cmopoHul
€ocy008

YacroTa HEU3BECTHA

TpoM003 1 TpoMOOIMOoTUU ™ **

Hapywenuss co cmoponul
ObIXAMENbHOU — CUCHEMbL,
0peano8 2pyoHol KiemKu u
cpedocmenus

Yacto

OJIIBIIIKA*

Hapywenus co cmoponul
HCENYOOUHO-KUULEUHO2O
mpaxma

YacroTa HEU3BECTHA

BHYTPHOPIOIIHOE KPOBOTCUCHHE™

Hapywenus co cmoponwt | Hacto JKeNTyxa, renaTur, MeYeHOYHas
neueHu U Hceniesbi8o0AUUX HEJ0CTaTOYHOCThH ™

nymeu

Hapywenuss co cmoponw | Heuacto CBITIb

KoJHCU u NOOKOJHCHBIX

mKawneu

Hapywenus co cmoponvl | HacToTa HEM3BECTHA | OCTEOMOPO3

MbIWMEYHOU,  KOCMHOU U
COeOUHUMENbHOU MKAHU

Hapywenuss co cmoponwl

OueHb 4acTo

06paTI/IMOC MMoAaBJICHUEC CIICPMATOICHE3a,

PenpoOyKmMuBHOU CUCmembl CHUJKCHHUE h1% (0701 (o APEKTUIbHAA
U MOJIOYHBIX diceie3 TUCHYHKITUS
Yacrto TMHEKOMACTHS
Heuacto OBEBIIIICHHUE TaKTWJILHOM
YyBCTBUTEIBHOCTH COCKOB I'PY/IHBIX JKEJIE3
Jlabopamopnvie u | Hegacto MOBBIIEHUE KOHIIEHTPAlMU NPOJAaKTUHA B
UHCMPYMEHManbHble rJ1a3Me KpOBU
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aaHHble OquB peHKO CHILKCSCHHUEC T{[\I—THP“T}’)QTI‘IITI Vnp’rm'znna
Obwue  uapywenuss  u | Yacto HOBBIIIEHHAs] YTOMIIAEMOCTD, IIPUJIUBBIY,
peaxyuu 6 mecme 66€0€eHUs NOBBILIEHHAS! TIOTJINBOCTh

* HesxxenaTesnbpHble peakiny, sl KOTOPBIX MOXHO HalTH Oolee moapoOHyto HHpopManuio B pazuene 4.4,
** HexenarensHbie peaKkumru, ik KOTOPBIX HE NOKa3aHa MpUYUHHAaA B3aMMOCBA3b C IPUCMOM LUITPOTEPOHA.

§ Obpaturech K paszuerny 4.3.

Omnucanue OTICIbHEIX HeXKENIaTSAbHbIX PEaKIUM

Ha ¢one tepanmuu mumpoTepoOHOM CHIDKAIOTCS IOJOBOE BICYEHHUE M TMOTEHIUS, KPOME TOTO,
nojapisieTcss GYHKIUS MOJOBBIX XKelle3. DTU U3MEHEHUsI HOCAT OOpaTUMBIN XapakTep U MPOXOMAST
IOCJIE MPEKPALEHUs TEPAIUU.

B TeueHne HECKOIBKUX HEJEIb B pPE3yJIbTaTC aHTUAHAPOICHHOTIO U aHTUTOHAAOTPOITHOI'O JIencTBui
UIIPpOTEpOHA IMPpOHUCXOOUT HoaaBJICHUC CII€pMaToreHesa, KOTOpBIfI IIOCTCIICHHO
BOCCTAaHAaBJIMBACTCA YC€PE3 HECKOJILKO MECALICB ITOCJIC IPCKPAIICHUA TCPAIIUH.

Y MyXUdUH HpPHEM LUIPOTEPOHA MOXKET HPUBOAUTH K PA3BUTHIO TMHEKOMACTHHM (YTO HHOI/A
COIIPOBO’KIAETCS TMOBBIIICHHON TaKTWJIBHOW YyBCTBUTEIBHOCTbIO U OOJIE3HEHHOCTBIO COCKOB),
KOTOpasi 0OBIYHO MPOXOJUT IOCIIE OTMEHBI IIperapaTa Uiy CHUKEHUS 103bI1.

Kak u mpu nmpuMeHeHMM APYTUX aHTUAHAPOICHHBIX IMPENapaToB, BHI3BIBAEMBIH IUMIPOTEPOHOM
JUINTEIbHBINA 1e(PULIUT aHJPOre€HOB MOXET MPUBOAUTH K pa3BUTHIO ocTeonoposa. Coobianock o
Pa3BUTHHM MEHUHTUOM B CBSI3U C JJIUTEIbHBIM (B T€UCHHE HECKOJIBKUX JIET) IPUEMOM LIUIPOTEPOHA
B 03¢ 25 Mr u OoiJree.

COO6H_ICHI/IC 0 NOJ03PE€BACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 MOA0O3pEBAaEMBbIX HEKEJIATENbHBIX PpEaKUMSIX II0CIe  perucTpanuu
JIEKapCTBEHHOT0 Mpernapara ¢ Leibio 00ecreueHHss HEeNpepbIBHOIO MOHUTOPUHIA COOTHOLICHUS
«10Jb3a — PHUCK» JIEKApCTBEHHOro ImpernapaTta. MeIUIUMHCKUM pa0OTHUKAM pPEKOMEHIYeTcs
coo0mIaTe 0 JHOBIX M0103PEBAEMBIX HEXKEIATEIbHBIX PEaKIMIX JEKapCTBEHHOTO Mpernapara yepes
HAIlMOHAJIbHBIE CHUCTEMbl COOOLICHHS O HEXeNaTelIbHbIX peakuusix — wWieHoB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccniickas @enepanys

®denepanbHas ciyx0a 1Mo Haa30py B cepe 31paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas 1101ab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
Caiit B HHGOPMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH « THTepHeT:
https://www.roszdravnadzor.gov.ru/

Pecny6mka benapych

VII «lleHTp 3KCnepTU3 U UCIIBITAHUHI B 3PaBOOXPAHEHUN

Anpec: 220037, r. Munck, Toapurieckuii nep. 2a

Tenedon: +375-17-242-00-29

DrexTponHas moura: repl@rceth.by

Caiit B nH(MOpPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn « MHTepHeT»: https://www.rceth.by/

Pecniy6mka Kazaxcran

«HanumoHaIbHBIA TEHTP HSKCMEPTU3bl JICKAPCTBEHHBIX CPEACTB W MEAUIIMHCKUX HU3JICTUN
Komurtera menuuuHckoro u (apMmameBTHUYECKOro KOHTposiss MMHHCTEpCTBA 3ApaBOOXPAaHEHUs
Pecniy6nuku Kazaxcran

Anpec: 010000, r. Actana, yi. A. ImaHoBa, 13

Tenedon: 8 (7172) 78-98-28


mailto:pharm@roszdravnadzor.ru
mailto:npr@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
mailto:rcpl@rceth.by
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Dnekrponnas nmoura: pdlc@dari.kz (MOCHEOOBATENEHOCTE 0004)

Caiit B HH()OpPMAIIMOHHO-TEICKOMMYHHUKAIIMOHHOI cetn «HTepHe™: https://www.ndda.kz/

Koipreisckas Pecriybnuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEJACTB M MEIWIMHCKUX W3AENIUHd 1pu  MHHUCTEPCTBE
3npaBooxpaHeHust Keipreizckoii Pecrry0muku

Anpec: 720044, r. bumkexk, yiu. 3-a Jlunus, 25

Tenedon: 0800-800-26-26, + 996-312-21-92-88

OnekrponHas noura: dlomt@pharm.kg

Caiit B nH(MOPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOM cetn « MHTepHeT»: https://www.pharm.kg/

PecnyOiinka Apmenust

«Hay4Hblii [EHTp OKCHEPTU3bl JICKAPCTB W MEIUIMHCKUX TEXHOJOTMH WM. aKaJeMHKa
3. I'abpuensna» AO3T

Anpec: 0051, r. Epesan, ip. Komuraca, 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnektpoHHas mouta: Vigilance@pharm.am

CaiiT B nH(GOpPMAIIMOHHO-TEJICKOMMYHUKAMOHHOM ceTn «HTepHeT»: https://www.pharm.am/

4.9. llepeno3npoBka

HccnenoBanus ocTpoi TOKCUYHOCTH IIOCJE OJHOKPATHOTO BBEICHHMS LUIIPOTEPOHA MOKA3AJIHU, YTO
LUIPOTEPOH MOJKET CUUTATHCS MPAKTUYECKHM HETOKCUYHBIM BEIIECTBOM. Takke MajoBEpOSTECH
PHUCK OCTPOM HMHTOKCHUKALUM TOCJIE OJHOKPATHOI'O CIyYalHOrO IpHUeMa J03bl, B HECKOJIBKO pa3
MPEBBIIAIOIIEH PEKOMEHIYEMYI0 TepaneBTU4YecKyro no3y. Crnenuduaeckoro antuaora Het. [lpu
HE0OXOIUMOCTH PEKOMEHTyeTCS TPOBOAUTh CUMIITOMATUYECKYIO TEPAIHIO.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoauHaMHYecKHe CBOiicTBA

q)apMaKOTepaHGBTI/I‘IGCKaSI I'pynma: IIOJOBBIE TOPMOHBI W MOAYJIATOPBI IIOJIOBOM CHUCTCMBI,
AHTHAHAPOT CHBI.

Kon ATX: GO3HADOL.

MexaHnu3M ASHCTBUS 1 (baDMaKOHI/IHaMI/IIICCKI/Ie B(bd)eKTBI

[Ipenapar Aatuanapen 100 — 3To aHTHAHAPOTEHHBII TOPMOHAIBHBIN TIpenapar.

[{unpoTepoH MO KOHKYPEHTHOMY MEXaHHU3MY YTHETaeT JEWCTBHE aHAPOr€HOB HAa WX OpraHbI-
MHUILEHU, HATPUMED, 3AIIMILACT MPEACTATENBHYIO KEJIe3y OT BO3JCUCTBUS aHAPOTEHOB IOJIOBBIX
Kele3 W/HIU KOpbl HaJmoueyHUKOB. [{unporepon obnagaer HeHTpadbHBIM aHTUTOHAJAOTPOMHBIM
JICUCTBUEM, MPUBOMSIINM K CHHKCHUIO CHHTE3a TECTOCTEPOHA B SIMYKAX M €r0 KOHIIEHTpAlWH B
ma3Me KpoBu. B pesynbTaTe noaaBiseTcs aHAPOTEHHAs CTUMYJISINUS TKaHU IPEACTAaTEIbHOU
JKEJIE3bI.

Y MyX4MH 0OpHU TNPUMEHEHUM LMIIPOTEpOHAa HAOIIOJAeTCs YTHETEHHWE IOJIOBOTO BIICUCHMS,
MOTEHIIMM W (QYHKUUM sudeK. OTH 3(PQEeKTbl MOTHOCTBIO O0paTUMBI M MPOXOAAT TIOCIHE
MPEeKpaIleHus JICUEeHUs.

AHTHTOHAZOTPOMHBIN APPEKT MUMPOTEPOHA TAKKE MPOSIBIACTCS B KOMOMHAIIMM C arOHUCTaMHU
roHagotrponuH-punu3uHr ropmona (I'aPl’). BpemenHoe yBennueHne KOHIIEHTpAIMH TECTOCTEPOHA
B IJIa3Me KPOBH, HAOJIIOJaeMOe Ha IEPBOHAYAILHOM dTarne tepanuu aronucramu ['HPT, cHkaercs
MIpU IpHEME LIUIPOTEPOHA.


mailto:pdlc@dari.kz
http://www.ndda.kz/
mailto:dlomt@pharm.kg
http://www.pharm.kg/
mailto:vigilance@pharm.am
http://www.pharm.am/

R
1

o1 10.02_2026 Nz 2307

(MOCNEQOBATENEHOCTE 0004)

Menuncuoma

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ha ocHoBanum pe3ynbTaToB (paHIly3CKOTO SMUAEMHUOIOTHYECKOTO KOTOPTHOTO HCCIIEOBAHUS
OblJla OTMEYEHa KyMYJISITUBHAS J10303aBUCHMAs CBSI3b MEXIY I[UIPOTEPOHOM M Pa3BUTHEM
MEHUHTHOMBI. JTO HCCIE0BaHWE OCHOBAaHO Ha JaHHbIX HarmonanasHOro onma MeauIMHCKOTO
CrpaxoBanusi (CNAM) @pannum u Bkimodano 253 777 skenmuH, npumeHssmmx 50 — 100 mr
uumnporepoHa. CpaBHHMBanach 4YacToTa pa3BUTUS MEHHMHITHOM Yy JKCHIIMH, NpPU TNPUMEHEHHH
XUPYPrHUECKUX M JIyUYEBBIX METOJIOB TEpaluu C Tepanueld Ha BBICOKMX J103aX IUIIPOTEpOHA
(kymynsTBHAsS 1032 >3T) M HU3KHX JI03aX LUnporepoHa (KymynsTuBHas no3a < 3r1). bwuio
MIPOIECMOHCTPUPOBAHO HATTUYHE KOPPEIAIUOHHON CBSI3H MEXTy KYMYJISITHBHOM 10301 U Pa3BUTHEM
MEHHUHTHUOM.

Kymynarusnas nosa Yacrorta 3aboneBaemoctu (B | OtHOmenue puckoB — OPagj
LUIIPOTEpOHA aneTaTa MAIUEHTO-JIET) (95 % On)?
Ymepennoe Bosaeiicteue (< 3r) | 4.5/100,000 Ref.
Bo3neiictBue > 3 1 23.8/100,000 6.6 [4.0-11.1]
Or12m036T 26/100,000 6.4 [3.6-11.5]
Or36 10 60T 54.4/100,000 11.3[5.8-22.2]
Bbonee 60 r 129.1/100,000 21.7 [10.8-43.5]

2 CKOpPPEKTHPOBAaHO C y4YeTOM Bo3pacTa (KaK IEepeMEHHOH, 3aBHCAIICH OT BpPEeMEHH) W JCTPOreHa Ha MOMEHT
BKJFOYCHHS.

Kymynsatusnas no3a 12 r, Hanpumep, MOXET COOTBETCTBOBATh Tepanuu 1o 50 Mr B JIeHb B TEUEHUE
20 nHel exeMecayHO Ha MpoTskeHuu | roxa.

5.2. PapMaKOKHHeTHYeCKHUe CBOMCTBA

AbGcopbuus

[{umpoTepoH MONMHOCTBIO BCACHIBACTCA IOCIE TpHemMa BHYTPb. AOCONIOTHAs OWOAOCTYIHOCTH
IUnpoTepoHa okoio 88 %.

Pacopenenenue

MaxkcumanbHasi KOHIeHTpalus nurnporepoHa (Cmax) B MIa3Me KpOBH Mocie mpueMa 103l B 100 mr
nocturaer 239 +£114,2 ar/mn B cpemHeM uepe3 2,8 £ 1,1 gacoB. CHIKEHUE KOHIICHTPAIMH
IUIPOTEPOHA HOCUT JBYX(a3HbI XapakTep W MPOUCXOAMT B TeueHHe 24-1209 ¢ KOHEUHBIM
nepuozoM nonyBeiBeaenust (T12) 42,8 + 9,7 4. OOImHUil KIMPEHC UMPOTEPOHA U3 IIa3Mbl KPOBH
cocTaBigeT 3,8 + 2,2 MJI/MUH/KT.

HumporepoH MOYTH TMOJHOCTBIO CBs3bIBaETCA C anpOymMuHamu 1uia3mbl. Oxono  3,5-4 %
LUIPOTEPOHA OCTAETCA HECBSI3aHHBIM. Tak Kak CBA3b € OelkaMu Iula3Mbl HecnenupuyHa,
W3MEHEHHE KOHIIEHTPAIMK TJI0OYJTWHA, CBS3BIBAIONIETO IIOJIOBBIE TOPMOHBI, HE BIHMSET Ha
(apMaKOKWHETUKY LUIPOTEPOHA.

BCJICZICTBI/IC OJIUTCIJIBHOTO IIEproaa BHIBCACHU B KOHEYHOM (1)3,36 OJIMMHMHAIIWK U3 I1JIa3MbI, a TaAK¥XKC
CXKCIAHCBHOI'O IIpu€Ma, BCPOATHA KYyMYJIALNUA OUIIPOTCPOHA B ILIA3MC B 3 pasa OomnpIIas IIpH
MNPUMCHCHUHN TOBTOPHBIX 03 3a OJWH LUKII JICUCHU.

EI/IOTDaHCd)ODMaHI/ISI

HunporepoH MeTa0OMM3UPYETCs MyTEeM TUAPOKCHIMPOBaHMA W KOHbloramuu. OCHOBHOU
MeTaboMuT B Iula3Me KpoBu — 15B-ruppokcunpousBonHoe. Ilepsas das3a merabonmsma
KaTaJIM3UPYeTCs MPEUMYIIECTBEHHO 30(hepMeHToM crcteMbl IuToxpoma P450 (CYP3A4).
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OnMMUHALMS

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[TonBepraercs OuoTpancopmalyi B NMEYECHU, BHIBOAUTCS B OCHOBHOM B BHJIE€ METa0OIUTOB C
MOYOM W XKem4blo (TMepuoj MoyBbiBeneHUs 1,9 CyTOk) B cooTHOIIEHUU 3:7, 4acTh BBIBOJMTCS B
HEHM3MEHEHHOM BHJIE C kelyblo. MeTabon3M B Miia3Me KPOBU MPOUCXOAMUT C TOH K€ CKOPOCTHIO
(nepuon nosyBeiBeieHUs 1,7 CyTOK).

5.3. JlaHHbBIe TOKJIHHHYECKOI 0e30IacHOCTH

B JOKIIMHUYCCKUX OAaHHBIX, IIOJYUYCHHBIX IIO PpE3yjibTaTaM CTaHJApPTHBIX I/ICCJ'ICI[OBaHI/II\/'I
(I)apMaKOHOFquCKOﬁ 6C3OHaCHOCTI/I, TOKCHUYHOCTH pu MHOT'OKpaTHOM BBCACHUU,
TCHOTOKCUYHOCTH, KAaHOCPOICHHOI'0 IIOTCHHOHAIa U pGHpO)IYKTHBHOﬁ M OHTOI'CHETHYCCKOMU
TOKCHUYHOCTH, 0COOBIH BpCa UL YCJIOBCKA HC BBISABJICH.

B skcmepuMeHTe ycTaHOBJIEHO, 4TO Hcciemyemblii npenapatr Antuanapen 100 He okasbiBaer
MECTHOTO pa3[pakarollero AeHCTBUS Ha CIM3UCTYI0 000J0YKY IJla3a Kpoiuka. B cooTBeTcTBUM €
KjaccupuKalyel ONacHOCTU JIEKAPCTBEHHBIX MPENapaToB s KIMHUYECKOTO IMPUMEHEHUS
Antnanapen 100 otHocuTtes k 111 k1accy ManoOTOKCHYHBIX JIEKAPCTBEHHBIX MPENapaToB.

6. PAPMAIIEBTUYECKHUE CBOVCTBA
6.1. [lepeuyensb BcoMoraTeJbHbIX BelleCTB

Mannuton (E421)

Kpaxman kykypy3Hblii

IloBumon K30

Hatpus creapundymapar
KpemHuust n1MOoKCcHT KOJITTOUAHBII.

6.2. HecoBMeCTHMOCTH

He npumennmo.

6.3. Cpok roaHocT (CpOK XpaHeHHs)

4 rona.

6.4. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH XPAHEHUH

XpaHUTh B 3allIMIIIEHHOM OT CBETa MECTE MpH TeMIiepatype He Boite 25 °C.
6.5. Xapakrep U coaep:KaHHe YIAKOBKH

ITo 10 TabmeTok B KOHTYPHYIO SIMEUKOBYIO YITAKOBKY W3 TUICHKH MOJIMBHHUIXJIOPUAHON U (poibru
AJTIOMUHUEBOM NIEYaTHOM JJaKUPOBAHHOM.

[To 30 Ttabnerok B OaHKy TMOJUMEPHYIO U3 TMOJIUAITHICEHA HHU3KOIO JIaBJIIEHUSI C KPBIIIKOM
HaTATMBAaEMOM C KOHTPOJIEM IMEPBOro BCKPHITHS. CBOOOAHOE MPOCTPAHCTBO 3alOJHAIOT BaTOM
MeauuuHCKoW. Ha OaHKM HaKIeWBalOT STHKETKH M3 OyMaru STHKETOYHOW WM THCYEH, WIN U3
MIOJINMEPHBIX MATEPHAJIOB, CAMOKJIIESAIINECS.

[Io 6 KOHTYpHBIX SIYEHKOBBIX YHNAaKOBOK BMECTE C JMCTKOM-BKJIAJBIIIEM MOMELIAIOT B MAuKy W3
KapTOHa I MOTpeOUTeNnbCcKoi Tapbl. Ha mauky Mo)KeT HakJIeuBaThCsl caMOKJIESAIascs 3TUKETKA ¢
MapKUpPOBKOW M3 OyMaru 3TUKETOYHOM WM MUCYEH, WIN U3 MOJMMEPHBIX MaTEpPHAIIOB.

10
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ITo 1 6auke BMecTe C JIMCTKOM-BKJIQABIIIEM [TOMEIIAIT B naq@%ﬁ@&éﬂﬁ%‘fﬁ%b&%ﬂ&%ﬁ

Taphbl. Ha MNa4YKy MOXKCT HAKJIICUBATHCSA CaMOKJICAIIAsACA 3THUKETKaA C MapKHpOBKOﬁ u3 6YM3.FI/I
STUKETOYHOMN HIIH HHC‘IGﬁ, HJIK U3 MMOJIUMCPHBIX MAaTCPHUAJIOB.

6.6. OcoOble Mepbl MPETOCTOPOKHOCTH NMPH YTHIN3AUUHN HCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WiM OTX0A0B, NMOJYYEeHHBbIX IOCJe NMPUMEHEeHHs JeKAapCTBEHHOI0 INpenapara, u
Apyrue MaHMIYJISIIHMH € penapaToM

OcoOble TpeOOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

000 «PapmacunTe3-TroOMEHBY

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

Anpec anekrponHoii mouTsl: info-pst@pharmasyntez.com

7.1. llpencraBuTe/ib AepKaTesisi perHCTPAIMOHHOTIO YA0CTOBEPEHUS

[Iperen3un moTpedbuTenel HarpaBisATh MO aIpecy:

Poccuiickas @enepanvs

000 «PapmacunTe3-TIOMEHBY

625059, Tromenckas 001., T. TroMeHb, TpakT Bennxanckuit 7 km, 1. 2
Temn: 8-800-100-15-50

Anpec anekrponHoii mouTsl: info-pst@pharmasyntez.com

Pecny6nmka benapych

TOO «Adalany

220131, r. Munck, yi. amapuuka, 30/395
Mo0. Ten. (24 gaca): +3 752 955-12-510
Anpec anekTpoHHO# mouThl: pv@adalan.kz

Pecry6nuka Kaszaxcran

TOO «Adalan»

050057, r. Anmatsl, yi. TumupsizeBa, 42, mas. 23, od. 202

Ten: +7 (727)-269-54-59, +7 (727)-269-54-18

Mob6. ten. (24 gaca): +7 (701)-217-24-57

Anpec anekTponHoii mouTsl: pv@adalan.kz; b.satova@adalan.kz

Keiprezckas PecnyOmka

TOO «Adalan»

720016, r. bumkek, c. Opto-Caii, yn. Mmananuesa, 1. 52
Mo0. Temn. (24 gaca): +996 557 870101 +996-555-262-680

Anpec srekTponHoii mouTel: pv@adalan.kz

Pecniybnuka Apmenust

TOO «Adalany

0022, r. EpesaHn, 2-0it Mukpopaiion ABaH-ApuHIK, oM 2/9
Mo06. ten. (24 gaca): +374-91-402717

Anpec anekTpoHHO# mouTkl: pv@adalan.kz
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8. HOMEP (HOMEPA) PETUCTPALIMOHHOTQ YIOCTOBEPE s | =/ 1EHOCTE 0004

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIN ITpEnapaT OTHOCUTCS K KATETOPUH OTITyCKa 10 PELENTY.

OOmast xapakTepUCTHKa JIEKapcTBeHHOro mpenapata AHThanapeH 100 pocTynmHa B €IUHOM
peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3niiCKOro 3KOHOMHYECKOIO CO03a U
Ha  opUIHMATIBHOM caiTe  yIOJHOMOYEHHOIO opraHa  (IKCHEpTHOH  OpraHu3aliH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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