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"COT'JIACOBAHO
Mexnynapoanoe HeNaTeHTOBAHHOE HauMeHOBaHue win rpMieRbRHEBNMBARABOOX PAHEHNA
JpocnupeHon + Sruaunsctpamuon + Kansnus nesomedonar PECIIYBJIUKY BEJIAPYCb

Ilpunkas MunucTepcTea 3ApaBoOXpaneHNs
Pecny6aunxku Benapycs
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A0JICTKH, IIOKle‘BIe IIJICHOYHOH O00JIOYKO
KJIC No___oE or L2, A3 20fA.

CocraB
Kaxnas pozoBas Tabnerka, HOKpHITAs IIEHOYHOM 060I09KOM, CONEPIKHT:
SAnpo Tabnerku:
Axmusnvie sewyecmsa:
OTuHMIICTpannon (B Buae Geranexc xnarpara) 0,020 mr
Hpocnupenon 3,000 mr
Kanbnus nesomedonar [Merapommu®] 0,451 mr
Bcnomozamenvuvie gewyecmsa:
JIaxTo3pl MOHOTrHIpaT, MMKPOKPHCTA/LTHYECKas LEJU0N03a, KpPOCKApMENI03a HaTpHd,
THIPOKCHIIPOIIIINEIUTION03a, MarHus CTeapar.
OGonouka TabneTku:
I'unpomennosa, makporon 6000, Tanek, TutaHa guokcus (E 171) xKene3a Okcuz kpacHsd (E
172).
Kaxxnas ceetno-opamxenas TabneTka, HOKpHITAs WIEHOIHOM 060I09KO3, CONEPKHT:
Snpo Tabnerku:
AxmueHvie seujecmsa:
Kanenus nesomedonar [Metapomua®] 0,451 mr
Bcnomozamenvuvie sewecmsa:
JIaKTO3El MOHOTHIpPAaT, MHKPOKDHUCTANIMYECKas ILEJLMON03a, KPOCKAPMENI03a HATpH,
THAPOKCHIIPOITHIILEIUTION03a, MATHUS CTeapart.
O6onouxa TabneTku:
I'umpomennosa, maxporon 6000, Tansk, Turada nuokcus (E 171), xenesa oxcun kpacHsi (E
172), xene3a oxcun xenrsii (E 172).

Onncanue

Pososvie mabnemxu, noxprimeie nienounoii 06010uKoTi: KPYTIble NBOSKOBBITYKIbIE TaONeTKH,

IOKPEITHIE INICHOYHOH 0601109K0M#, po3oBoro nBeta. Ha ofHO% CTOpOHE TabIeTKy B IPaBHILHOM
IMEeCTHIPAaHHMKE BEI'PABHPOBAHO «Z+».

Ceemno-opanoicegvie mabnemxu, noxpeimyie MIEHOYHOL 060104KOH: KPYTIIbIE TBOSKOBHIIYKIEIE
TabJIeTKy, TOKPHITHE INIEHOYHOM 0GONOUKON CBETNIO-OpaExeBoro mpera. Ha oxmHOM CTOpoHe
TabJeTKH B IPaBUIILHOM IIIECTHTPAHHHKE BEITPABUPOBAHO «M+».

DdapMaxoTepaneBTHYeCKAs Ipynna
Koxtpauenrasroe cpencTBO KOMOHHEPOBAHHOE (3CTPOTEH + recTareH + Kanbus neBoMedonar)

Kox ATX G03AA12
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dapmakoquHaMHKa

JpOCIMPEHOH SBIMETCS AHAIOTOM CIHPOHONAKTOHA C AHTUMMHEPATOKOPTHKOMIHEIM H
aHTHAHIPOTEHHBIM JeHcTBHeM. Octporer B mpemapare Jhxec® Ilmoc mpexcraBieH
STHHUISCTPATHUONIOM.

Kornmpayenyus

He mpooaumnoch cnenuduaeckux $papmMakoMHAMUIECKHK HCCIIEA0BaRHit ¢ mpenaparoM [ixec®
Ilmoc. B xome mByx HccinenoBanuii onennBany 3GhexT xoMOuHaINY 3 MT Ipocuupenona / 0,02
MI' STHHHJISCTPAJHONA HA IOJABIEHHE OBAPUANBHOM AKTHBHOCTH, C NOMOIIBIO H3MEpEHHS
pa3Mepa (OJUIMKYIIOB IIPH TPAHCBATMHAJIBPHOM YJIBTPa3BYKOBOM HCCIIEHOBAHHM M aHANM3a Ha
COLEpPXKaHHEe TOPMOHOB B CHIBOPOTKE KPOBH (IIPOT€CTEPOHA M SCTPAjMONa) B TEYEHHE IBYX
IHKJIOB Tepanuy (21-THEBHBIM NEpHON IpHEMA TOPMOH-COAEpKAIMMX TabJIeToOK IIroc 7-
AHeBHBIM nepuon Ges Tabnerok). ITonmasnenue opymamum Habmiomamock Gonee deM y 90%
CyOBEKTOB, IPHHUMABIIHX YYACTHE B HCCIENOBAHMIH,

B onHOM HCClIENOBaHMU CpaBHHBANOCH AeHCTBHE KOMOMHANMH 3 Mr npocniupenona / 0,02 mr
STHHUIIICTPA[UONA C NBYMs DAa3sHBIMH CXeMaMu (24-IHEBHEIA I[IEpHON TOPMOH-COMEPIKALIUX
TabNeTOK IUROC 4-THEBHEIM Hepuof 6e3 TaGleTok mpoTHB 21-IHEBHOTO [I€pHoJia TOPMOH-
COIepXKAIUX TabNeTOK IUTIOC 7-THEBHbIA [epHO Ge3 TabneTok) Ha MomaBlIeHue OBapHAIbHOMN
AKTHBHOCTH B TCYEHHE MIBYX IUKIIOB Tepaluy. B TeweHue mepBoro nuxia Tepannu OBy He
ObUTa OTMedeHa HH y OfmHOM W3 xeHumH (0/49, 0%), momyuaBmmx npenapaTr B 24-THEBHOM
pexuMe W Habmozanack y onHo#t sxenmunri(1/50, 2%), nomyuasmeit mpenapar B 21-IHeBHOM
pexcame. Ilocne yMBIINEHHOTO HECOGIIONCHHS NO3MPOBKH (3 NPOIYINEHHbIE T'OPMOH-
cozieparmue TaONETKH B TeYeHHE NEPBEIX TPeX JHEH LHEKIA) BO BpeMs BTOPOrO MUK/IA TEepaIuw,
y 1 xenmunet (1/49, 2%) npu 24-nHeBHOM pexuMe HaGmonanach OBYJIALKSA, IO CPaBHEHHUIO C 4
xeHmuHamu (4/50, 8%) mpu 21-1HEBHOM pexuMe.

Yepu

YMepeHHas popma yrpeil mpencrasiger coboil COCTOSHHUE KOKH MHOTO(haKTOPHOH 3THOJIOTHHY,
BKJItOYasl aHAPOTCHHYIO CTUMYJIAIAIO BEIPAaGOTKH KOXKHOIO cayia. B To BpeMs KaKk KOMOHHAIIHA
STHHUJISCTPAHOIIA B JPOCIUPEHOHA IIOBHINAET YPOBEHD IMIOOYIHHA, CBS3BIBAIOIIENO IIOTOBEIE
ropmors! (I'CIII) 1 cHIDKaeT ypoBeHb CBOGOLHOIO TECTOCTEPOHA, HE YCTaHOBJIEHA B3aHMOCBS3b
MEXIY STHMH M3MCHCHUIMHA K CHIDKCHHEM TSKECTH YIPeH Ha IHIE Y He UMEIONIHMX IPYTHX
3a00€BaHul XEHIOUH, KOTOPHIE HMEIOT 3TO COCTOSHHE KOXH. BIHsume aHTHaHIPOTE€HHOH
aKTHUBHOCTH JPOCIHPEHOHA Ha YIPH HEU3BECTHO.

Donramer

B IByX HCCIENOBaHMSX ONEHHBANOCH BimsHUe Tpenapara [xec® IImoc Ha YPOBHY (0JIaTOB B
ITasMe H (ONAaTOB B 3PHTPONHMTAX. PaHIOMHUSHDOBAHHOE, HBOHHOE CNEMOe, C AKTHBHEIM
KOHTpOIIEM, B NaPAIIENBHEIX IPYMIIaX HCCIeA0BAHKE CPABHHBANIO YPOBHH (hONIATOB B IIA3ME K
B OPUTPOLMTAX B TCUCHHE 24 Heenb Tepamuu mpenaparoM Jhxec + 0,451 mr neBoMedonara
KaIIbIIHA TI0 CPaBHCHUIO C IPAMEHEHHEM TOJILKO Iipenapata J[xec B momymimus xuteneit CIIIA.
DapmaKoIUHAMHUYECKOE JEHCTBHE Ha YPOBHH (ONATOB B IUIA3Me, (omaroB B 3puTpOUMTAX U Ha
IpOHIb IMPKYIEPYIOHX MeTaboIUTOB BOJATOB ONEHHBANCS B TeueHHe 24 HEJENb TEPaIuy C
0,451 mr nesomedonara kanpius win ¢ 0,4 MT bOIHEBOM KHCTOTEL (mo3a, sxBuMomnsapHas 0,451
MI' JIeBOMe(onaTa Kabllus), B COUCTAHHM C 3 MI' JpOCIHpeHoHa /0,03 mr STHHUIIICTPAIHONA
(SIpuna®), 3a wem crenosano 20 Henmens OTKPEITO# Tepanuu ToJbKo mpenapatoM SIpura® (hasza
BBIBELICHHUS).

COTJACOBAHO

MUHHMCTEPCTBOM 3J{PABOOXPAHEHUA
PECITVBIMKHY BEIAPYCH

Tlpuxas MuducTeperb 31paBooXpaileHHs
Pecny6nuru Benapyes

var. 2.2_23.07.2019
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Abcopbyus

Ilpu mepopanbHOM IIpHEME IPOCIHPEHOH OBICTPO U MOYTH MOJHOCTBIO abcopbupyercs. Tocne
OIHOKDATHOTO NpHUEMA BHYTPh MAKCHMAllbHas KOHIEHTpALMs IPOCIUPEHOHA B CHIBOPOTKE,
paBHad OKOJO 35 HI/Mi, ZOCTHTraeTCs IPEMEPHO uepe3 1-2 gaca. BuomocTymrOCTs Konebercs
oT 76 no 85%. Ilo cpaBHEeHMIO C IpHEMOM IpeNaparTa Ha IYCTOH JXEMyNOK, IPHEM MHINK HE
BIIMSET HA OUOXOCTYIIHOCTE JPOCIIHPEHOHA.

Pacnpeoenenue

Ilocne mepoparnpHOro mpuema Habmonaercs ABYX(asHOE CHIKEHHWE YpOBHS IIpenapaTa B
CBIBOPOTKE, C NEPHONAMM IIONMYBBIBEIEHHS, COOTBETCTBEHHO, 1,6+0,7 waca u 27,0+7,5 uaca.
JIpOCIINPEHOH CBS3BIBAETCS C CHIBOPOTOTHBIM AEOYMHUHOM U HE CBS3HIBAETCHA C TTIOGYIHHOM,
CBSA3BIBAXOMMM TI0N0BEIE cTepous! (I'CIIC), Him KOpTHKOCTEPOUA-CBA3EIBAIONIIM IT06YIHHOM
(KCT). JIums 3-5% ot obme# KOHIEHTPAIHH BEIIECTBA B CHIBOPOTKE IPHCYTCTBYET B KAYECTRE
cBobogHOro creporna. MIHAynupoBaHHOE 3THHIIISCTpagronoM nopsmmenue I'CIIC He BIuseT Ha
CBA3BIBAHHME NPOCIHUpPEHOHA Genkamy CHBOPOTKH. CpemHnii Kaxymuiics 06seM pacIIpeeeH s
cocraBigeT 3,7+1,2 s/xr.

Memabonusm

Ilocne mepopanbHOro mpueMa HPOCIHPEHOH SKCTEHCHBHO MeTaGoNM3upyercs. BomsmummcTso
MeTab0IMTOB B IIa3Me TIPECTABNEHE! KUCIOTHEIME (OPMaMH IpoCIHPEHOH], 00pa30BAHHBIME
BCIIEACTBHE DACKPHITHS JAKTOHHOTO KONBLA, U 4,5-THIHOpO-APOCIMpPEHOHA-3-CymbhaTom,
KXBi M3 KOTOPEIX —opmupyiorcs 6es  ydactus cucremsl P450. JlpocmuperoH
MeTabonu3upyeTcs B HE3HAUMTENBHOM cTelleHH 1mToxpoMoM P450 3A4 u  cmocoGew
MHTHOHPOBATE STOT epMeHT B muToxpoM P450 1A1, muroxpom P450 2C9 i muroxpom P450
2C19 in vitro.

Brigedenue uz opzanuzma

CKOpocTh MeTaboNHYecKoro KIMpEHCa APOCIHPEHOHA B CBIBOPOTKE cocTaBinser 1,5+0,2
MI/MEH/KT. B HeW3MEHEHHOM BHIE APOCIMDEHOH 3KCKPETHPYEICA TONBKO B CIEMOBBIX
Konu4ecTBaX. MeTaboNuTEl OpOCIHpEHOHAa 3KCKPETHPYIOTCS C (eKamHsMd H MOYOH B
COOTHOIIEHMH IIpuMepHO 1,2:1,4. IlepHon MONYBBIBENEHHUS TIPH SKCKPEIHH METaGOIHTOB C
MO90¥ B dexamsaMu cocTaBiseT npumepHo 40 gacos.

Pasnosecnas konyenmpayus

Bo Bpems neueHHMS NUKIAMH, MakCHMaibHas pPaBHOBECHAS KOHIIEHTpalKs IPOCHHPEHOHA B
CBIBOPOTKE NOCTHTACTCA MeXy 7 U 14 [HEM NeUeHHs U COCTaBIISET NPHOTH3UTENLHO 60 HI/MIL.
OTMeuanocs NOBBINEHHE KOHIIEHTPAUWH APOCITHPEHOHA B CBIBOPOTKE IIPUMEPHO B 2-3 pasa (3a
CYET KyMYJBIIMH), dTO OOYCIaBIHBAIOCH COOTHOINECHHUEM IIepHOfa IIONYBEIBENCHUS B
TEepMHHAIBHON (ase M HMHTepBaja JO3UPOBaHMA. JlanpHeifmee YBEIIHYEHHE CHIBOPOTOYHOM
KOHUCHTpaMH APOCHHPEHOHA OTMEYAeTCss Mexny 1 M 6 IuKkiIamMu mpuéMa, IOCHE Yero
YBEIIMYEHHUS KOHIIEHTPAaIluy He HabIonaeTcsl.

Ocobvie nonynayuu nayuenmox
*  BrusHue noueuynol HedocmamoyHocmu

PaBHOBeCHbIE KOHIIEHTpALlMH [JPOCIMPEHOHA B CHIBOPOTKE Y JKEHIIMH C JIETKOH MOYeqHON
HEMOCTATOYHOCTBIO  (KJMpeHC KpearuHuHa = 50-80 Mm/MuH) OBUIM  CPaBHEMEI C
COOTBETCTBYIOIIMMH TOKa3aTeILIMK Y XKECHINMH ¢ HOpMansHOH (yHknmeil mouex (K. xp. > 80
MI/MUH). Y KEHIMH ¢ YMEpEHHOH IMouedHol Hepoctatounoctsio (Ki. kp. = 30-50 MJI/MUH)

CBIBOPOTOYHEIM YPOBEHb IPOCTHUpEeHOHA OBUT B CpenH V.
COTJTACOBAHO
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PECIIYVBIMKHE BEIAPYCH

Tpuxas MunycTepersa aXpPRROOXPALICHHA
Pecuybuuxu Benapves



HOpManbpHOH (yHKIMeH modek. JledeHMe NPOCIEPEHOHOM XOPOIIO HEPEHOCHIOCH BO BCEX
rpynnax. Ilpmem JpocnHpeHOHa HE OKashBal KIMHWUYECKM 3HAYMMOTO BIMSAHHS Ha
KOHIEHTPAIHIO KIS B CHIBOPOTKE. =il FB

e Brusnue neuenounoll HeOOCMAMOYHOCU
6930 -2020

JlpOCIIMpEHOH XOpOILIO MEPEHOCHTCS MALMEHTKAaMH C JIETKOM WM YMEDEHHOM II€YeHOYHOM
HEJIOCTATOYHOCTEIO (Kimace B mo mxane Yadnp-IIsio). Cpemmuit mepuon [IOJTYBBIBENEHUS
IpOCHMPEHOHA, HabmomaeMblii y JOOPOBONBLER C YMEPEHHEIMH HapyIICHHIMH IledeHH, B 1,8
pasa 6oIbIne, 9eM y OOPOBOJIBLER C HOPMANBHON GYHKIMH IIEYECHU.

Oxono 50% ymeHsmenus xaxymerocs obmero xmpenca (CU/f) naGmonanocs y 1o6poBombnes
C YMEpCHHBIMH HApYIICHHSMH I[E€YCHH IO CPABHEHHIO C JOODOBOJBLAMEH C HOPMANHLHOM
¢ynkupedt meuenn. Halmonaemoe CHIDKEHHE KIIMpEeHCa APOCIHMPEHOHZ Y JOGDOBOJBIEB
YMEPEHHEIMM HAPYINCHWSMH [E€YEHH IO CPABHEHMIO C JOOPOBONBLAMH C HOpMATHHOM
GyHKIHEH NEYeHN HE HMEN0 KakKoM-nmbo OYeBHIHOMH pasHMIbl B 3HAYCHHUAX KOHIECHTpAIWit
KaIus B CEIBOPOTKE KPOBH MEXy ABYMS IPYIIIaMu 106poBombLeB. [laxe Py COMYTCTBYIOMEM
JieYeHNH AuabeTa CIEPOHONAKTOHOM (TBa (haKTopa, KOTOpPhIE MOTYT IPENpPACIIONAraTh IAUEHTA
K THIOEPKATHEMHM) YBEIMYCHHsS KOHUECHTPALMY Kamusi B CHIBOPOTKH KPOBH BHIIIE BEPXHELO
IpeJieNia HOpMATHHOTO NMHana3oHa He HaOMonanocs. MoXHO cenaTh BEIBOK, 9TO APOCIEPEHOH
XOpOomo NEPEeHOCHTCS y IAMEHTOB C JIETKOH H yMepeHHOM Ie9eHOYHOM HeN0CTATOYHOCTHIO
(xnmace B mo mxane Yaitng-IIsio).

o  OmHuueckue epynnbul

Bruspne >THUYECKHX (aKropoB Ha (apMaKkOKMHETHMKY IPOCHMDEHOHA M JTHHHISCTPaguona
M3y9ad TOCNEe ONHOKPATHOTO H MHOTrOKDATHOTO €XEQHEBHOrO MEepOPATHHOTO IIpHEMA
MOJIOABIMU 3[OPOBHIMH JKEHINMHAMH €BPOIICOMTHON packl M SIIOHCKOM HAMMOHAILHOCTH.
Pe3ynbTarhl MOKasalmu, 9T0 3THUYECKHE DA3NUUUA MEXIY HUMM, HEe HMETH KIHHUYECKH
3HATMMOTO BIIMSIHHS Ha QapMaKOKMHETHKY IPOCIHPEHOHA W STHHHISCTPAIHONA.

Smununacmpaouon
Abcopbyus

[Tocne mepopanbHOro IpreMa 3THHHISCTPAAHON OLICTPO M HOIHOCTBHIO abcopbupyerca. ITux
CBIBOPOTOIHOH KOHIICHTPAIKH IIOCIEe OXHOKDATHOTO NpHEMa BHYTPH MNOCTHTAeTcs uepes 1-2
qaca u cocrapnger okomo 88 - 100 mr/mi. AGcomoTHas GHONOCTYIHOCTh B pe3yibTare
INPECHCTEMHOTO  KOHBIOTHPOBaHWs UM METaboNM3Ma [EpBOTO  [accaxa  COCTABIIIET
npubimsutenbHo  60%. CoNyTCTBYIOINMM IIpHEM [HINM  CHEDKAET OHONOCTYIIHOCTE
STHHHUJISCTPAANONA TPUMEPHO y 25% O6CHeNoBaHHBIX, TOTZa KaK y APYTHX cyOBEKTOB
NOJ00HEIX H3MEHEHUH HE 0TMEYAI0Ch.

Pacnpeodenenue

KonnenTpanus 3THHHISCTPaNHoONa B CHIBOPOTKE CHMIKAETCS AByx(}asHo, TepMUHANbHAS (a3a
XapaKTepusyeTCs. IEPHONOM IONIYBBIBEACHHUS, COCTaBILIOIMM IIPHONM3HTENBHO 24 daca.
OTHHHIISCTPAMOI BECbMa B 3HAUMTENBHOW CTENEHW, HO He cnenupuYecKd, cBA3aH C
CBIBOPOTOYHBIM ansOyMuHOM (mpuMepHO 98,5%) u BI3BIBaeT BO3pacTaHHE KOHLEHTPALHii
I"CIIC B ceBopoTke. Kaxcymuiics o6beM pacipenene ns cOCTaBaIeT OKOJIO 5 JI/K.

Memabonusm

OTHHUIICTPAZNON TOJBEPraeTCs INPECHCTEMHOMY KOHBIHPOBAHHMIO B CHM3HCTOH TOHKOTO
KMIIETHWKA ¥ B HCYCHH. OTHHHUIICTPAJHON IEPBHYHO MeTaGOMM3MpYeTcs IyTeM
apOMATH{ECKOTO  THADOKCHIMPOBAHMA,  NIPH  3TOM  00pasyloTcs — pasHOOGpasHEIE
THAPOKCHIHPOBAHHEIE W METHIMPOBAHHBIE METAabONWTE, NpENCTAaBNEHHbIE KaK B BHIE
CBOOOJHEIX METabONKMTOB, TaK U B BUIE KOHBIOTATOB C LIFOKYPOHOBOM ¥ CEPHOM KHCIOTAMHL

COrJIACOBAHO

MMHIACTEPCTBOM 3APABOOXPAHEHUSA 4
var. 22 23.07.2019 PECTIVBJIMKH BEIAPYCH
Tlpuxas Mauucreporsa SAPABOOXPATIEHU
Peenylanpn Begapyes
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OTHHHISCTPAZHON HOIHOCTEIO MeTaboimsupyercs. CKOPOCTH MeTaBoIHIecKoro. KIIHpeHca
STHHHIISCTPAONONIA COCTABIIIET OKOJIO 5 MIL/MEH/KT. H,LJ, s

Buigedenue uz opeanusma §930 -2 02 0

OTHHHNISCTPAMON NPaKTHIECKH He SKCKPETHDPYETCS B HEM3MEHEHHOM BHIE. MeTabouTh
STHHUJISCTPANHONA SKCKPETHPYIOTCS C MOYOH M KETUBI0 B COOTHOLICHHH 4:6. Tlepmon
ITOJTYBBIBEACHUS I SKCKPEIUH METabOIMTOB COCTARNISIET OpUMEPHO 1 CyTkw.

Pasgnosecnan xonyenmpayus

CocTosHEE paBHOBECHOIH KOHICHTpalMK NOCTUTAETCS B TeYeHHE BTOPOH IIOOBHHEL LUK
JICYCHUA, [IPHYCM CHIBOPOTOYHEIA YPOBEHB STHHUISCTPANHONA YBEIUIUBACTCS IPUMEPHO B 1,4-
2,1 pasza.

Jlegomedponam xanvyusn
Abcopbyus

Kucnotnas ¢opma nesomedonara KallbITNsl  CTPYKTYPHO HAEHTHYHA IPUPOTHOMY L-5-
MeTHiTeTparunpoponary (L-5-metun-TT'®), npeobnanaromeii hopme (omueBoit kuCHOTEI B
nume. CpenHss 6azoBas KOHICHTPAIMA — OKOJIO 15 HMONB/II — MocTHTaeTes B TOIYJANMSX TIpH
HOPDMAIIBHBIX YCIIOBUSX NHTaHHA (6e3 TIPENHAMEPEHHOr0 O0OOTAMEHHS UM bommenoit
kucnoroi). ITocne npumenenus BHYTDPb JIEBOMe(DONAT KayThImit 6BIcTpO Beackmaercs. [Tukoas
KOHIERTpaus B IL1a3Me 0KOTIO 50 HMOIB/1, 9TO IpeBBmmaeT 6a3oByro, mocTHraeTcs B Ipenenax
0,5 - 1,5 uacos nocie OZHOKpaTHOro npueMa BRYTps 0,451 mr neBoMedoaTa KanbIus.

Pacnpedenenue

Hna donaros coobmaercs o IBYX(asHOH KHHETHKe ¢ GRICTPOll B MemIeHHOMH azoit. Brictpas
dasa, BeposiTHO, oTpaxaer KHHETHKY ()ONATOB MOCHE ONHOKPATHOTO npuemMa BHyTps 0,451 mr
Kanbous JieBoMedonaTta, u XapaKTEpHU3yeTCs TEPMUHANBHEIM IEPHONOM IOLYBHBELCHHS
IpUOIH3ATENEHO 4—5 yacos.

Mennennas dasa, orpaxaromas MeraGomusm LOJIHTITyTaMaTHOR (GopMbl dosmeroit KHCJIOTEI,
HMECT CpenHee BpeMs ynepxkaHHI He MeHee 100 mmeii OK30reHHEIe (DONATH M KUIIeHO-
NEYCHOYHBI UMK (OIAaTOB MO3BOJITIOT HONNEPXUBATE IIOCTOSHHOE IOCTYIUIEHHE L-S5-MeTHy-
To

L-5-metun-TI'® sBnsercs npeobnanatomeit popmoit honaros B KPOBOTOKE H, COOTBETCTBEHHO,
dopmoit donara, 06sruHO TPanCIOPTHPYEMOTO B NiepHbEpHUECKHE TKAHY TS HCIIONIE30BAHUS B
HCILIX KIETOTHOro MeTabonu3ma. CymecTByeT TpH (GH3HOTOrHIecKrx MEXaHM3Ma TPaHCIIOpTA U
nornomenus L-5-metun-TI'® pasusMu THIAME KiTeTOK: ABa OTIOCPENOBAHHEBIX IIEPEHOCUHKAMHE
AKTHBHBIX TPAHCIOPTHBIX MEXaHH3Ma (MEePeHOCUHK PEIYIHPOBAHHBIX (ONATOB ¥ pemenTop
(onaroB) u maccuBHas IH(Dy3us.

Memabonusm

L-5-metun-TI'® sBnsercs OCHOBHOM TPaHCIIOPTHOH opmoii donmaToB B mmasme. IIpu
cpaBHeHuM 0,451 Mr xampius nesoMedonara ¢ 0,4 Mr GonueBoit KHECIOTE OBLTH 0GHapy KeHEI
CXOKHE CXEMB! NIPYTMX BaKHBIX LUPKYNHPYIOLIHX ¢omnaros. Brrouenmo L-5-metun-TT'® B
KIIETOYHEI MeTO60IM3M (OTIaToB [IPENIECTBYET peobpazopanue B L-trerparunpogonar yepes
PCAKIMIO C METHOHHHCHHTA30H O MOCTHXKCHUS s pexTuBHOTO IIOJIMTITyTAMUITHPOBAHUSA U
yACpXanue B Tkanax. Kodepmentsr donara yuacrsyior B TPEX OCHOBHBIX B3aHMOCBSI3aHHEBIX
METAO0ONMIECKHX LUKIAaX B MIUTO30J1e KIETOK. Ty LUKl TPEOYIOTCS IS CHHTE3a THMMIIMIIATA
¥ TIYPUHOB, IpenmecTBeHHHKOB cunTesa JHK u PHK, a Tamke JJI1 CHHTE3a METHOHHHA W3
TOMOLHCTEHHA U B3aMMOIIPEBPAIIEHHAS CEPHHA K ITIHIHHA.

Buigedenue uz opaanuzma COTJACORAHO

MUHHCTEPCTBCOM 3APABOOXPAHEHNA
PECIIYBJIVKY BEJIAPYCH
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L-5-metun-T['® BHIBOAMTCA M3 OpPraHH3Ma C MOYOM B BHAE HCH3MEHEHHBIX (OIATOB H
KaTaGOJIMIECKUX MPOLYKTOB, 4 TAkKe BHIBOIMTCS C KaloM depe3 ABYX(asHbIH KHHETHICCKUH
nponecc. 3a GRICTPEIM CHIXKEHHEM KOHLEHTpAIMy GOoNaToB U HX KaTabOJIHUTOB B MOYE H KaJE, €
IIEPHOZOM TOTYBHIBEJCHHS HECKOJIBKO 9acCOB, CIEAYET MJIHTCIBHOE CHMKEHHE, C NEpHONOM
noxyBeIBeeHus npubausutebHo 100-360 gueid.

Pagnosecnas xonyenmpayus

CocTosiHUA paBHOBECHOH KOHUeHTpauuu Aid L-5-metun-TI'® B miasMe rocie npuemMa BHYyTpb
0,451 Mr xameuus jeBomedonaTa MOCTHTAlOTCS depe3 npuOnusuTensHo 8-16 Henens, B
3aBHCHMOCTH OT KOHIICHTPALIMii Ha HICXOIHOM YPOBHE. B 3pHTpOLUTaX JOCTIKEHHE PABHOBECHOH
KOHIICHTPaLlUK SBJIAETCA OTIOXKEHHBIM, B CBA3M C OOJBIION IPOMO/KHTEIBHOCTBIO JXKH3HU
SPUTPOLIUTOB, COCTABIIAIOMEH oKkoyo 120 qHeil.

JoxJanHHYeCcKHe NaHHBIE 0 0€30MaCHOCTH

JIOKTMHUYECKHE NaHHBIE, IOJIyYeHHEBIE B X0/e 6a30BBIX UCCIIENOBAHUN Ha NPEIMET BBIABJICHUA
TOKCUYHOCTH NPH MHOTOKPAaTHOM INPHEME 103 JPOCIHEPHHOHA M 3THHHIIICTPAIAHONA, a TaKXe
reHOTOKCHYHOCTH, KAHLIEPOTE€HHOTO MOTEHIHAa M TOKCUYHOCTH A7 PENPOAYKTHBHOM CHCTEMEI,
HE YKa3bIBalOT Ha HAJIMYHE 0CO00ro pHCKa AJIA YeioBeKa. TeM He MeHee, ClIeAyeT IOMHUTD, 9YTO
HOJIOBBIE CTEPOMIBI MOTYT CIIOCOOCTBOBATH POCTY HEKOTOPBIX FOPMOHO3aBHCHMBIX TKAaHEH M
OIyXOJIEH.

I[OKJII/IHI/I"ICCKI/IC JAAaHHBIC, MOJIYYCHHBIC B XO€ 0a30BEIX HCCJICIOBaHUH Ha IIpEeOIMET BBIABJIICHUA
TOKCHYHOCTH IIpH MHOrOKpaTHOM IIpHEME 103 HCBOMCQ)OJ'IaTa KaJJbIiuA, a TaKXe
IFCHOTOKCHYHOCTH H TOKCHYHOCTH IS p@HpOIIyKTHBHOﬁ CHCTEMBI, HE YKa3bIBAIOT Ha HAINYIHC
ocoboro PHCKa 11 9€JTIOBCKA.

Ioka3aHua K NPUMEHEHHIO

e  Koutpauenuus.

e  KoHTpanenuus 1 NOBHILICHUE yPOBHEN (QONIATOB.

e  KonTpauenuus u JeyeHue yMepeHHON GOpMEI yrpeil y eHIIMH He Mojoxe 14 ner (cm.
pazzen «Mephl IPEIOCTOPOXKHOCTH).

e KoHTpauemuus ¥ YCTpaHEHHE CHMITOMOB IPeIMEHCTPYalIbHOro IHMCPOPHIECKOro
paccrpoiictsa (IIM/IP) (cM. pasgen «Mepbl IPeA0CTOPOXKHOCTHY).

Cnoco6 npuMeHeHUS H 103bI
Kaxk u ko20a npunumame mabnemku

TabneTku cnexyeT NPUHAMATH BHYTpPh IO TOPAAKY, YKa3aHHOMY Ha yNaKOBKE, Ka)XKIbIH JCHb B
OIIHO H TO XK€ BPEM#, HE pa3KeBbIBas, 3allMBast HEOOBIINM KOJIHYECTBOM BOJL!. IIpHHHMAIOT MO
1 TabneTke B IeHb HENMPEPBIBHO B TeueHUe 28 nueit. [IpuéM TabneTok U3 CleayroIen yakoBKU
HaYMHAETCA Cpa3y MOCIE 3aBEpILEHH ITpreMa TablneToOK U3 NPeAbIAYILIEH YIIaKOBKH.

KpoBoTeueHHne «0TMEHBI», KaK IPaBUIIO, HAYHHAETCS Ha 2-3 IeHb I10CNIe Havalla IIPUHEMA TOPMOH-
HE cojepxauMx TaGIeTOK M MOXET elle He 3aBepIUMThCA N0 Hadaga IpHeMa TableToK M3
CIICAYIOIIEH YIIaKOBKH.

N ®
IIpuem maé6nemox u3 nepeoii ynaxosxu npenapama /Jxcec Ilnioc

o Ilpu omcymcmeuu npuema Kakux-iubo 20pMOHANHBLIX KOHMPAYEnmueos 6 npeovloyujem
Mmecaye.

® .
IIpuem npenapara xxec Ilmoc creayeT HayaTe B EPBEIA JeHb MEHCTPYalIbHOTO LIMKIIA, TO
€CTh B MEPBbIN IeHb MEHCTPYAJIBHOrO KPOBOTEYEHHA. B 9TOT NeHh HEOOXOAUMO IPUHATE OHY

COTJIACOBAHO
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PO30BYIO (TOPMOH-CONEpIKAIIyr0) TablerKy, KOTOpas MpOMapKHpOBaHA COOTBETCTBYIOMUM

®
TMHEM HENENH. 3aTeM CleAyeT NpHHAMATh TaGIeTKH IIo nopsinky. I qrohrec [Imoc
HAYMHACT [IEHCTBOBATH CPasy XKe, IOITOMYy HET HEOOXOIUMOCTH B HCIIOJIh30BaHMH
HOTONHHUTEIBHEIX 0aPEEPHEIX METOLOB KOHTPAIIEIHY, 8 9 3 [] - z 0 2 0

Homyckaercs HauaTh npuem Ipenapara Ha 2-5 IeHS MCHCTPYAIIBHOT'O LHKJIA, HO B 9TOM CIIydae
B TEYEHHE IIEPBEIX 7 IHEH IpueMa pPO30BBIX (ropmoR-conepxantux) TabneTox Heobxomumo
MCIOJIB30BATE AOOHUTENBHO GaphepHEIi METO KOHTPALETIHH (HanpeMep, npeseppaTws).

* Ilpu nepexode c¢ Opyeux KOMOUHUDOBAHHVIX  KONMpaYenmusHbvIx npenapamos (KOK,
BAZUHANLHO20 KONLYA UL KOHMPAYENMUBHO20 NAGCTbIDS)

IIpenmoururensHo HauaTs npuem npenapara Jxec® ITimoc Ha CIENYIOINMI NEHE II0CTe TIpHeMa
IOCTEeHEN TOPMOH-COepIKAIet TaONeTKH U3 TIPENBINYINE YIIaKOBKH, HO HH B KOEM cily4ae He
HIO3MHEE CIENYIOIETro MAHA Ioche OOBYHOTO 7-IJHEBHOTO HEpEphIBa (I Npemaparos,
cozmepxamux 21 Tabnerky) mm mocie npueMa Hnocnenueit FOpMOH-HeconepKamel TabneTkn
(W mpemaparoB, comepxamux 28 TabIeToX B ynaxopke). IIpuém mpenapara Dxec® ITmoc
CIIENyeT HAYWHATE B NEHb YHAJNECHHUS BarHHAIBHOTO KOJIbIa MM NNTaCTEISI, HO HE MO3JHEE JHS,
KOTNia MOJDKHO GBITE BBELIEHO HOBOE KOMBIO HITH HAKIIEEH HOBBIH ITaCTEIpE.

* Ilpu nepexode c xonmpayenmusos, codeporcawgux monvko zecmazensy («Munu-nunuy,
UHDEKYUOKHYIE (YOPMYI, UMANAHM) UNU C BHYMPUMAMOYHOT] Mmepanesmu4ecKkol cucmemsr ¢
8b1C800001CO0eHUeM 2ecmazena

ITepeitTn ¢ «MUBE-IHIIY Ha npenapaT Jixec® TImoc MoxmO B mo6oit neus (Ges mepepeisa), ¢
uminanTa wim BMC c rectarerom - B ness ux YIANCHHS, C HHBEKIMOHHOTO KOHTPAIENTHRA — B
ACHB, KOr/id NOJDKHA OBITH cAeNaHa CIIeNyIomas HHbeKIms. Bo Beex CITyJasiX B TEYEHHE HEPBEIX
7 nmHe#t mpumema mpemapara [xec® IDmoc HEOOXOMMMO NONONHHUTEILHO HCIIONB30BATE
GapbepHBIA METON KOHTPALENITHE (Hanpumep, pesepparus).

» Ilocne abopma (8 mom wucne Camonpou3sonbLHO20) 6 nepeom mpumecmpe bepemennocmu

Hawats mnpwem mpemapara MoxEO HememtenHo. Ilpu  cobmonenuu  sToro YCIIOBHS
AOTIONHHUTENBHBIX MEP KOHTPALENIHK He Tpebyercs.

* Ilocne podos (npu omcymcmsuu 2pyoHo20 6CKApMAUBANYs) unu abopma (8 mom wucne
camonpouseonsHozo) 60 6mopom mpumecmpe Gepemenrocmy

Pexomennyercs Hawats mpuem npenapara Ha 21 - 28 nens mocne pozmoB unu abopta (B Tom
HCIIC CaMONIPOM3BONBHOTO) BO BTOPOM TPHMECTDE Gepemennoctu. Ecym IpHeM IIpemapara
Ha9aT Io31Hee, HeOOXOMUMO HCIIOB30BATh AONOMHUTENBHO 6aprepHbLt MeTOI KOHTpAIEeNIIHH B
TCHUCHUE NMEPBBIX 7 MHEH mpueMa TaGleToK. Omnaxo, ecnu mONOBOH KOHTAKT MMen MECTO, 10
Havana npuema npenapara Ixec® ITmoc momxHa 65T HCKITFOUeHa DepeMEHHOCTS.

N ®
Kax obpauwjamsca ¢ ynaxoskoii npenapama /xcec Ilnwoc

B packnapsmaromyrocs YIIaKOBKy Ipelrapara Jlxcec®l'[moc BKJIEEH Omucrep, conepxammii 24
T'OPMOH-COZiepxKaImie (po30BBle) TablNeTKd u 4 BCIIOMOT'aTeNbHbIE (cBeTmo-opanessre)
TabNeTKy (HIDKHUM psn). YIakoBka Tamoxe CONCPXUT ONIOK HAKIIEEK, COCTOSIMH u3 7
CaMOKJIEAIMUXCS. IONOCOK C OTMEYEHHBIMH HA HHX HA3BAHMSIMH THEH HENeNH, HeoOXOmMUMEL
I 0OPMITEHHS KAlleHNaps IpHeMa. Heobxonumo sriGpars IIOJIOCKY, I'le TIEPBBIM YKa3aH TOT
AICHE HENCTH, B KOTOPHIA HAYMHAETCA IPHEM TaGIIETOK. Hanpumep, ecmu mauano IpuemMa
TabIIeTOK IpUXomuTCs Ha CpeLny, CIeyeT NCHONB30BATE MONIOCKY, KOTOpas HAYMHAETCS co «Cp.»
(cMm. puc. 1).

COTJACCBAHO
MUHHCTEPCTBOM 3JiPABOOXPAHEHUS
PECHYBIMKHK BEJAPYCEH
TIprxas Muumcreperra 3XPABOOXPATICH A
Peenybuugn Bexapyck
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[TofocKy HAKNEHBAKOT BAONL BEpXHEH YACTH YHaKoBKM Tak, 4Tobn ofo3navuenHe nepeoro AHA

HaXOAUAOCk HAJ Tol Tabnerxoil, Ha KOTOPYIO HanmpaBneHa cTpenka ¢ Hammuesio «Crapm (pue.
2).
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Teneps BHAHO, B KaXO JeHL HEJCNH CACAYET NPUHEATE Kaxayio Tabnetky (pue. 3).
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Ipuem nponyuyennsix mabaemox

[Iponyck BCHOMOTATENbHBIX CBETI0-OPAHNKEBHIX Tabnetok MOXHO wreHOpuposats. OmHako,
nponymeHHsie TabMeTKH creayeT BEIGPOCHTH, YT00H CyYaiHO He NPOMTHTS NEpHOA mpHeMa
BeroMoraTensubx  Tabnetox. Cregyromme pexOMEHJAINMH OTHOCATCS TONLKO X [POIYCKY
rOpMOH-coAep/RammX po3ossix TabneTok (Tabnerkn 1-24 B ynakoske):

Ecnu onosaanue B npaese moboil po3osoit (ropMoH-conepkameit) TabaeTkn COCTABKIO MeHee
24 yacos, XONTpalleNTHRHAS 3AMIHTA HE CHINKACTCS, JKeHImMna I0/KHA IPHHATS NPONYIICHHYIO
TabneTKy KaKk MOMHO CKOpee, a CIeIYIoUIe NPHHNMATL B 00bMHOE BpeMS.
COIrJTACOBAHO
METTROTENCTHOM AIPAROOX P sHEa
PECHYEIHIM HESAFY LR
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Ecnu onosnanme B npueme mo6oi po3oBoit (TOpPMOH-COzep ammelt) TabNeTkH COCTaBMIO Oonee
24 wyacoB, KOHTpAaNENTUBHAs 3aIIUTA MOXET GbITh CHmxeHa. Yem Oonemme Ttabmerox
NpONyIEeHO, ¥ €YeM Ommke NpomycK TableTok Kk dase IPHEMa CBETIO-OPaH)KEBEIX

(BCIOMOTaTENbHEIX) TaBIETOK, TEM BLIITIE BEPOATHOCTE GEPEMEHHOCTH. I m PE
IIpu 3TOM HEOOXOMMMO ITOMHHUTE: 8 3 0 2 U 2 0
. IIpHEM IIpermapaTa HUKOTJA HE IOJDKEH ObITE IIpepBaH g)nee YeM Ha 7 [Heit

(moxaiyiicra, obpaTuTe BHAMaHHE Ha TO, YTO PEKOMEH/TyeMBIif MHTEpBAN IIPUEMA CBETIIO-
OpaHXXEBBIX (BCIIOMOTATENBHEIX) TabNETOK coCTaRseT 4 ITHST).

. IUtd  OCTHDKEHHs afeKBaTHOTO ITONABIICHHUS THIOTAIaMO-TUI0DU3aPHO-IMIHHKOBO]
CHCTEMBI TpeGyeTcst 7 MHel HelpepEIBHOTO IpHeMa TOPMOH-CONEpXKaIuX (PO30BEIX) TabIETOK.

COOTBETCTBEHHO, €CNIM ONO3MaHHe B IIPUEME  TOPMOH-COAEpXKamuX (PO30OBEIX) TabIeTOK
coCTaBHIIO Gosee 24 JacoB, MOXKHO PEKOMEHIOBATE CIenyomee:

e C l-romno 7-o0it nenp:

JKeHIUHA I0TKHA IPHHATE HOCIETHIO0 IpOIYIEHHYIO TabNeTKy Cpasy, KaK TOMBKO BCIIOMEUT
06 3TOM, laxke €CITH 3TO 03HAYAET IIpUEM NBYX TabJIETOK OJHOBpPEMEHHO. Crenmyromue Tabnerku
HEOOXOIUMO IPHHHMATE B OGEITHOE Bpems. Kpome Toro, B Tewenue NOCTIERAyXoImuX 7 mHelt
HEOOXOMMMO NOIONHUTEIBHO HCIOIB30BATH OaprepHEIl MeTox KOHTpalenuuy (Hampumep,
npe3epBaTuB). Ecmm moONOBo# KOHTakT WMen MecTo B TeueHHe 7 nHelt mepen mpomyckom
TabJIETKH, CIeyeT yIeCTh BO3MOKHOCTE HaCTyIINeHus: OepeMEHHOCTH.

. C 8-ro 1o 14-w1it nenn

>KCHHII/IHa AOJDKHA TIPHHATE IIOCIEIHION IIPOIYIIEHHYIO Ta6J'ICTKy Cpasy, KaK TONBKO BCIIOMHUT
06 9TOM, HaX€ €CIIH 3TO 03HAYaeT IIpUEM IBYX TabJeToK OIHOBPEMEHHO. CJIGIIYIOI]IKC TabneTkn
HCOGXOJII/IMO TIIPHHUMATE B 0OBEIYHOE BpeM4.

Ilpu ycnoBun cobrmomenus PeXHuMa TIpHeMa TablleTOK B TedeHme 7 nmett, IPEINECTBYIOIIUX
NEPBO} IIPOIyIMEHHON TabeTKe, HET HEOOXOMAMOCTH B HCIONB30BAHMH NOTIONHATEIEHEIX Mep
KOHTpallenmnuy. B mpoTHBHOM ciygae, a Taxxe IpH mpomycke IBYX u Gonee Tabuerok,
HEOOXOMMMO NONOJHHTENEHO HCHOIb30BATE OapeepHble MeTomEI KOHTpaleNuy (HampuMep,
IPE3EPBATHB) B TEYEHHUE TIOCIIEQYIOIOUX 7 MHEH.

. C 15-ro mo 24-x1t nenn

PUCK CHIXEHHS KOHTpaNenTHBHOM HalIeXHOCTH HEH30eXEH M3-32 NPHOIIMKAIOMEcs dazu
TIPEEMa  CBETJIO-OPaHXEBBIX (BCIOMOTATENBHEX) TabneTok. B 9TOM ciy4dae HeoOXOauMo
IIPUACPIKHUBATECS CIIEMYIOMMX AITOPUTMOB:

- CCIH B T€YCHHE 7 NHEH, IpeecTBYIOmux TIEPBOH NpONyIIeHHOH Tabnerke, Bee Tabnerku
IIPHHAMAITICE TIPABUIIBHO, HCIONB30BATh NONOIHUTEbHEIE KOHTpaLlENITHBHBIE METONBI HET
HeoOxomamoctH. Tlpu mpueme IIPOIMYIEHHEIX TablIeTOK PYyKOBOACTBYHTECH IyHKTaMH | winm 2.

- €CIlM B TeueHHe 7 mHel, UPCAMECTBYIOIMX IIEPBOH MPONMyIMEeHHOMH TabeTKe, TabneTkn
[IPHHUMAIINCEH HENIPABHIILHO, TO B TCYEHHE nocrenyomux 7 nueit Heo6xXoauMo ZOTIOIHUTENLHO
HCTIONB30BaTh GaphepHEIi MeTon KOHTPalEeIuH (Harpumep, IIPE3EPBATHB) U B 3TOM CIiIyuae
CIICAYET PYKOBOICTBOBATECS ITYHKTOM 1 IUIs IIpHema IIPOIYIEHHEBIX TaOIETOK.

1. Ilpunsars nponymennyro Ta0NeTKY KaK MOYXHO CKOpee, KaK TOIEBKO XCHIIHHA BCTIOMHUT
00 9TOM (maxce ecim 3T0 03HAYaeT NIPHEM BYX TabieTok OIHOBpeMEHHO). Cnenyromue
TaOJETKY INIPUHHMAIOT B OOBIMHOE BPEMi, IIOKa HE 3aKOHYATCS pPO30BHIE (ropmomn-
comepxkainye) TableTKu B ymakoBke. Yerripe CBETJIO-OpaHXKEBLIE (BCIIOMOI‘aTe.TIBHBIe)
TabIETKH CIENyeT BEIOPOCHTh M HE3AMENTHTENHHO HaqaThb IPHEM PO3OBBIX (TOPMOH-
COLEPXKAINKX) TabNeToK U3 HOBOW ymakoBkw. IToxa He 3aKOHYAaTCA PO30BBIE (TOPMOH-
COZmepiKaIue) TabIeTKu U3 BTOPOH YIAKOBKH, KPOBOTEHCHHE «OTMEHBI» MaJOBEPOSTHO,

ONHAKO MOTYT OTMEYATHCSH (MaXKYIIUE» BBIIEIEHMS W/ Uiy «IpODE qeHms
COTJIACOBAH
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2. IlpepBate IpueM po30BBIX (TOPMOH-COMEPIKAMMX) TabNETOK M3 TeKyINeld ymakoBKH,
3aTeM CleNaTh IIEPEPHB HA 4 WM Memee fHelt (BKiodast mum npohykich frafmerox),
TIOCIIE YETO HAYaTh IpUeM IIpenapara U3 HOBOM YIIaKOBKH. 20720

Ecnu >KeHIMHHA IIPOIIyCTHIA IPHEM pPO30BBIX (TOPMOH-COIEPIKAIIUX) Ta:l%neror.( H BO BpeMs
IpreMa CBETIIO-OPAHKEBBIX (BCIOMOIraTEIbHBIX) TabNeTOK KpPOBOTEYEHHE «OTMEHEI» HE
HACTYIIHJIO, HEOOXOMMMO YIOCTOBEPUTECA B OTCYTCTBHH OEpPEMEHHOCTH.

Jlns yro6eTBa narHas HH(GOpPManua IpeICTaBIeHa Ha YIIaKOBKE B BULE CIIEAYIOMIEH CXEMBI:

IIpnem nponymeHHbIX Tab/IeTOK

nponyiero bonee ofparuTeck K Bpauy
OIIHOI1 aKTHBHO}
TabNeTKH 3a LHKJT,
3a0BUM HAYaTh m
HOBYIO YTIaKOBKY
¢ 110 110 70l B TEUCHME HELIE/H NEpe/l NpoIyckoM GBUTo Nonosoe
. CHOLLIEHHE

® TPHMWTE MPOMYILEHHYIO TabNeTKy (MOXKET 03HAYATS
NIpHEM JBYX TaG/eToK B JieHb) H 3aBEPILMTE YIAKOBKY
® HCMOME3YHTE NONONHHTENEHBIE METOBI [IPEAOXPAHEHHS

B TeUCHHE HEOem

NPONYILEHA TOMbKO OfHA

aKTuBHad Tabrnerka A -

(onosnaue B npHEME ¢ 8-ro no 14-pit TIPHMUTE NPOMYIICHHYIO TabMeTKy (MOMET 03HAYATD

6Gonee 24 yacos) JIEHD MpHeM ABYX T2GRETOK B ACHD) H 3aBEPIIIATE YNIAKOBKY
NPUMITE NPOITYLIEHHYIO TabneTKy

3aBEPUIHTE TPHEM aKTHBHBIX TAGNETOK
TIPOTMYCTHTE HEAKTHBHEIE TAONETKH B 4-0M pamy
HAYHWTE CNEAVIOLIVIO VITAKOBKY

¢ 15-ro no 24-51f @
JieHb

¢ TPEKPATHTE NMpHeM TaONETOK K3 TEKYIEH YNIaKOBKH
bw{* CHENAlTE NepephiB (HO He Gonee 4 ueid, ByTOuas
TpOITyLUEHHEIE Tabneria)

¢ HAYHHTE CEOYIOLIYIO YTIaKOBKY

Jomyckaercs NpHHHMATE He GoJiee IBYX Ta0JIETOK B OMUH NEHb.

Pexomenoauuu npu 3#ce1y00uHO-KUILEYHBIX PACCMPOTICMEaX

Ilpn TSDKEMBIX JKEIyNOIHO-KHUINEYHBIX DPACCTPONCTBAX BCACHIBAHHE IpPENapaTa MOXET OBITh
HETIOJIHBIM, II0ITOMY CIIEYET IPUHATH JONOIHHUTENEHEIE KOHTPALENITUBHEIE MEDEL.

Ecmu B TeueHue 3-4 wbacoB Iocie INpHeMa pO30BOH (TOpMOH-comepialmeit) TaGneTku
IPOU30M/ET PBOTA MM AHMApesl, CIEAYET OPHEHTHPOBATHCS HA PeKOMEHIANMH TPH MPOIyCKE
Tabnerox. Ecnu >KeHINWHA HE XOUYET MEHATH CBOIO OOBMMHYIO CXeMy MpPHEMA ¥ IEPEHOCUTDH
HA4Yal0o MEHCTpyallud Ha MAPYTOd J[eHb HeNend, NONONHHUTENbHYI0 pO30BYIO (rOpMOH-
COIepIKanTyto) TabJIeTKy ClenyeT IPUHATh U3 IPYTOH YIIaKOBKH.

COI'lIACOBAHO

MHHUCTEPCTBOM 3APABCOXPAHEHUS
PECUVBJIMXH BEIIAPYCH

IIpuxas Munucreperna 1 SAPRBOOX PRIEIHA
Pecuy6unuu Besapycs 10
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IIpexpawienue npuema npenapama onfcec®HJuoc - 8§53 6 -2 320

IIpuem mpemapara [Pxec® Ilmoc MOXHO IpCKpaThTs B 00O Bpems. Ecim xeHmuEa me
IIaHUPYeT OEPEMEHHOCTH,  CIEAyeT PaCCMOTPETE  HCHONB30BAHAE  IPYTHX METOIOB
KoHTpanenuuu. Ecmm mmanupyercs GepeMeHHOCTS, CIEAYET MpPOCTO MPEKPaTHTh IIpHeM
npernapata Dxec® IDmoc, NOXkIaThCS eCTECTBEHHOro MEHCTPYalBHOr0 KPOBOTEYCHHS, H YKe
IOTOM IBITATHCS 3a0ePeMeReTh. D10 IOMOXKET Golee TOTHO paccuuTaTh CpoK OGepeMeHHOCTH 1
BPEMS POIIOB.

Omcpouka nauwana mencmpyansrnonodobnozo Kpoeéomeuenusa

91065 OTCpOUMTH HacTyIIeHue KPOBOTCHCHUS «OTMEHEBI» CHefyer IOPONYCTUTE NpHeM 4
CBETJIO-OPAMDKEBBIX (BCIIOMOTATENBHEX) TableTOX W3 TEKYIIEH YIAKOBKM W HAYaTh npuem
PO30BBIX (FOPMOH-CONEPIKAITIX) TaGIeTOK U3 CIEYIOIeH yriakoBKy npemapara Thxec® ITmoc,
Ecmu Berl npunsam sce 24 PO30BEIE TAONETKH M3 BTOPOH YIaKOBKH, B 3TOM CIly4ae cienyer

PaHbIIE, CICAYET MPEKPATATE IIPHEM PO30BHIX TabNETOK U3 BTOPOH yIIakOBKH, BEIGPOCHTE ee u
CAICNIATh NICPEpBIB B NPHEME BCEX TaGNeTOK He Gonee uem ma 4 mH4, a 3aTeM Hayath 1pueM
TabIEeTOK U3 HOBOM ymakoBky. B sToM CIlyaae MEHCTPYanbHONMON0GHOE KPOBOTeYeH e HayHeTcs
TIPEMEPHO depe3 2-3 HS IOCie IpHeMa MoCeIHed PO30BO# TabneTky U3 BTOpOit yIIakoBku. Bo
BpEMS IIpHEMa Ipenapara I[)Kec®HnIoc H3 BTOPOH YIIaKOBKH MOTYT OTMeYaThes «MaXXyImmey
BBEINETICHUS WHITH (TIPOPHIBHEIE» KPOBOTEUCHHUS B MHH IpHeMa TabneTok,

Hzmenenue ona nauana MEHCMPYANbHOR0006H020 Kposomeyen s

Ecrn  tabnerku [p€IiapaTta NPUHUMAIOTCS B COOTBETCTBHM C  peKOMeHOanusaMmy,
MCHCTPYaTbHOIONOOHEIE KPOBOTEUEHUS OynyT npumepro B OMH M TOT )€ NEHL KaXmele 4
Henend. Ecmu Bel xoTwTe M3aMenwTs NI€Hb Havajia MEeHCTPYAIBHOIONOOHOrO KpPOBOTEYEHH,
TIIPEKPAaTUTE TIPHEM CBETJIO-OPAHKEBBIX TabIETOK Ha CTOJIBKO, HA CKONBKO AHelt BEr xoTwTe
H3MEHUTh Hadalo MEHCTPYalbHOmomo6Horo KpoBoTeuenus. Hanpumep, ecimm Bam LUK
OOBIYHO HAYMHAETCH B IATHULY, a B OymymeM Brr XOTHTE, YTOOBI OH HAYMHAICS BO BTOpPHUK (3
JHSMY paHee), mpueM TableTox u3 CCRYIOMEH YIIAKOBKH HyXHO HAYATE Ha 3 JHS paHblle, yeMm

OpamXeBeIX TabneTox BEI mpumere, Tem Bbmme BEPOATHOCTB, YTO MEHCTPyaTBHONONOGHOE

®
KPOBOTEHCHHE HE HACTYyIUT. Bo Bpems mpumema Ipenapara [[xec IImoc u3 Clemyromest
YHIAKOBKH MOTYT OTMEYATECS (MaXKyIIue» BELICIEHHS 1/ «TIPOPEIBHEIEY KPOBOTEUEHHS.

Ilpumenenue y omoensmuvix 2PYRH nayuenmox
Y Oemeii

®
OddextuBHOCTE B 6e30macHOCTE npenapara JDxec Ilmoc B kagecTse KOHTPaNenTHBHOIO

Cp€IncTBa H3yYeHE! Y XCHImMHuH PEIIPOXYKTUBHOTO BO3pacTa. HpI/IMeHeHI/Ie npenapara
IIPOTHBOIIOKA3aHO N0 YCTaHOBIIEHHS PETYIAPHBIX MEHCTPYaIbHEIX ITAKJIIOB.

Y noorcunvix

®
IIpenapat Iixec [Dmoc me IIPUMEHSACTCS TIOCHEe MEHONAY3EL
Ipu napywenusx @ynxyuu neveny

Ipenapar npotuBonokasan k mpuMenenmzo Y KCHIUH C TOKENEIME HAPYIIEHUAMH ()yHKITHM
IIEYEHH.

Ipu napywenusx gynxyuu novex COI''IACOBAHO

MUHHICTEPCTBOM B1IPABOCXPAHEHUSA
PECHYBJIMEU BEIAPYCH

lpuxas Musuerepersa sppassoxpanesus 11
var. 2'2—23'07'20]9 P PecnyGuuxn Besxapyes




[Ipenapar IPOTHBONOKa3aH K IPUMEHEHHIO Y JXEHIME C THKENBIMA HapyIIEHHIMH Qynxmn
[IOYEK H TIPH OCTPOH IOYEUHOH HEJOCTATOYHOCTH. o]

I poTHBONOKA3AHHS 8930 -2020

® . "
Ipenapar [xec ILIOC IPOTHBONMOKA3aH MPY HATWYMA JEOOOTO M3 COCTOSHMMN/3a00JeBaHuU,
IIEpEUMCIIEHHEBIX HIDKe. EcmM Kakue-nu00 M3 3THX COCTOAHWH/3a00NeBaHWi pasBHBAIOTCA
BIIEpBLIE Ha (OHE IpUEMa, TIPETIapaT HODKEH OBITh HEMEUIEHHO OTMEHEH.

e TpomG03 (BEHO3HEIf W aprepHambHEN) M Tpombosmbomus (B ToM umcne TpoMmbGo3
rry6oKuX BeH, TpoMO0IMOOnHs JEroyHo# aprepuu, HHGApPKT MHOKAapAa, HHCYIBT),
11epeGpOBaCcKyIIIPHbIE HAPYINEHHS - B HACTOSINEE BPeMs HIIM B aHaMHE3e.

L COCTOHHH}I, TIPpeAMECTBYIOINHE Tp0M603y (B TOM HYHCIC TPAH3UTOPHBIC HINCMHYCCKUC
araxky, CTCHOKap)IKSI) B HaACTOAIEE BPpEM HIIM B aHAMHEC3C.

e DBrumiennas nmproOpeTeHHAs MM HACIEACTBEHHAS NPEPACIOJIONEHHOCTh K BEHO3HOMY
UM apTepHalbHOMY TpoM603y, BKIIIOYAsA PE3UCTEHTHOCTh K aKTHBHPOBAHHOMY IPOTEHHY
C, nmedurmr anturpombuna III, nedumnur mnporemma C, pedurmr nporemna S,
THIIEPrOMOLIMCTEHHEMUS, aHTHTENa K QochommrmmaM (aHTHTENa K KapAHONHIIHHY,
BOJIIAaHOYHEIM aHTHKOATYILIHT).

e Hanuuue BEICOKOTO PHCKa BEHO3HOTO HIIM apTEpHAmbHOTO TpoM603a (CMOTpH pasfen
«MepBI TIPEROCTOPOKHOCTHN).

e MurpeHb ¢ OYaroBBIMH HEBPONOTHYECKMMH CHMIITOMaMH B HACTOSINEE BpeMs MIH B
aHaMHE3€.

o JlamKpeaTHT C BHIP@XCHHOH TMIEPTPUTNHIEPUAEMHE! B HACTOSIIEE BPeMS HIM B
aHaMHeE3eE.

o CaxapBpi TUa0ET C COCYAUCTEIMM OCIIOXHEHUAMA.

o [IleweHounass HEZOCTATOYHOCTh M TKENBIE 3a00NEBaHHS IEYeHU (N0 HOPMATU3AMH
meIEHOYHEBIX MPob).

o Tsxénas u/Hnm ocTpas nodedHas HEOCTATOYHOCTE.

e JIpueM IIPOTHBOBUPYCHBIX MPENApaTOB IPAMOro NEHCTBHA, COREPXKAIMNX OMOHTACBHD,
[apUTallpeBUp MMM JacabyBUp M MX KoMmOMHamui (cM. pasmen «B3amMomeHcTBHE C
IPYTHMH JI€KapCTBEHHBIMHU CPEACTBAMUY)

e Omnyxonu nedeHH (M06poKadeCTBEHHEIE UM 3JIOKaUYECTBEHHEIE) B HACTOSIIEE BPEMS MM B
aHaMHE3€.

o BruiBIEeHHBIE T'OPMOHO33BHCHMEIE 3JI0KA9ECTBEHHBIE HOBOOOpa3oBaHMsS (B TOM HHCIE

TIOJIOBBIX OPTraHOB MIIH MOJIOYHBIX JKEJIE3) MK IIOI03PEHNE Ha HUX.

KpoBoTedeHune 13 Brarajguina HesICHOTO I'eHesa.

BepeMeHHOCTS WM TOAO3pEHHE Ha HEE.

Ilepuon rpyAHOTO BCKapMIIMBaHMUS.

[loBpIIEHHAs YyBCTBUTENBHOCTh MJIM HENEPEHOCHMOCTh JIOOOTO M3 KOMIIOHEHTOB

IIpernapara )I)Kec®HJnoc.

e Ilpemapar ,Z[)Kec®1'[moc CONEPXKHT JIAKTO3y, IIO3TOMY IIPOTHBOIIOKA3aH ITaUMEHTKAM C

penKol HACIE[CTBEHHOH HENEPEHOCHMOCTEIO JIAKTO3BI, NeQHIMTOM JAKTA3bl HIH
ITIOK030-TajlakTo3HOo# Mansabcopbnueii.

Ilo6ouHoe nelicTBHE

Haubonee pacnpocTpaHeHHBIE NOOOYHBIE PEAKIUHM O KOTOPHIX COOOINANOCh B CBS3H C
IIpUMEHEHHEM IIpenapaTa Txec®, cnemyiomme: TOmHOTAa, GOTE B MONOYHBIX JKENE3ax,
HEPETyJIPHBIE MAaTOYHBIE KPOBOTEUEHHMS, KPOBOTEYEHMA U3 HOJIOBBIX ITyTedl HEYTOUHEHHOTO
reresa (6onee geM y 3 % XEHIOMH, IPUMEHMIOMMX IIpenapar o noxasaHusaM «KoxTpauenmusy»
un «KouTpanenuus ¥ JedeHHe yMepeHHOH (QOpMBI yrpeil y JKeHIOMH He Monoxe 14 ner»);
COTJIACOBAHO

MHAHMCTEPCTBOM 3/{PABOOXPAHEHUSI
var. 2.2 23.07.2019 PECIIVBJIKHI BEJIAPYChH

Tlpuxas MBHUCTepCTRA 3APABOOXPANCHHA
Pecnybuuxu Benapycs
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TOIHOTa, 0OJNb B MONOYHBIX JKeNe3ax, Hep
10 % >XeHIMWH, NPHMEHSIOMKX Ipemnap

HO PB

CHMIITOMOB IPEAMEHCTPYAIBHOTO JUCHOPHIECKOTO PACCTPOMCTRA (IIMIIP)»).
Cepbe3sHEIMH HOGOYHBIME PEaKIHSIME SBIITIOTCS apTepHANTbHA ¥ BEHO3HAS TPOMO03MOG0HS.
Hmxe B Tabmuue npuseneHa wactoTa moGOTHEIX PEAKIMH, O KOTOPEIX COOGIMANocs B Xome

KIIMHUTYECKUX

HCCIIEOBaHMH
“KonTpanenmus”, a Taioke 0O HOKa3aHHAM “KonTp
yrpe#t (acne vulgaris)”
nperMeHCTpyansHoro cuaapoma (IIMC)”
TPYIINEL, BEIIENEHHOM B 3aBHCHMOCTH
IPEACTABJIECHE! B MOPSIKE YMEHBIIEHUS HX TAXKECTH.,
(217100 u <1/10), mewactsre (>1/1000 u <1/100)
AOIONHATENBHBIX NOOOYHEIX PEaKIUi, BEISBIECHHEX
HAOIONEHUH, M /IS KOTOPEIX OLEHKY YACTOTEI BOSH

IIPEenaparoB

®
Hoxec

BO3MOXHBIM, YKa3aHO «9aCTOTa HCHU3BCCTHA.

eTyIIIpHEIE MaTOIH{He&(gogoﬂ:qemle(@u@e Brem y

4T II0 IIOKA3aHHIO «Kompan;enmm H YCTpaHEeHHe

®
u  Jhxec IImoc 1no noxasammio
UENIMY W JIEYCHUE YMEPEHHOH (opMEI
=3565) u “KoHTpauenmus wu neuenme TSDKENOH  dopmer

(N=289) m1s npenapara beec®. B npenenax xaxmoit
OT ™AaCTOTEI BOSHUKHOBEHHS, NOGOYHBIE pEAKIIUH
Io wacrore onm paspensmorcs ma wacTere
¥ penxue (21/10000 u <1/1000). s
TOIBEKO B MPOLECCE ITOCTMAPKETHHIOBEIX

HKHOBEHUS IIPOBECTH HE IIPEACTABIANIOCH

Cucremuo- Yacrto Heuacro Penxo Yacrora
OpraHHkIe HEH3BECTHA
KJaccel! (Bepeus
MedDRA 12.1)
Wudexnmonnse Kannumnos
U NIapa3HTapHEIe
3aboneBanus
Hapymenus co IToBrumenne Crnxenue Maccrr
CTOpPOHEI 0OMeHa MAacCHI Tena Tena
BEIIECTB U IToBrumenne
IIATAHUS anrneTuTa
AHOpekcus
I'uneprxanunemus
'unonarpemus
Hapymrenus Iepenanz: CHmxeHue nmm becconnnma
ICUXUKH HaCTPOEHHUS HOTEPS MUOHI0> AHOprasmus
‘ CommuBocts
Henpeccus/monasn
€HHOE HACTPOEHHUE
Hapymenus co I'onopnas 6oms | I OJNIOBOKPY>XKEHHE
CTOPOHEI ITapectesun
HEPBHOM
CHCTEMBI
Hapymenus co Murpens O6mopok
CTOPOHBI COCYZIOB IoBrunenne Hocosrre
apTepUaNbHOr0 KPOBOTEYEHHS
JaBIICHUS Benosuas wm
apTepUalbHas
TpoM603MOoITIST*
Hapymenns co ‘Taxuxapmus
CTOPOHEI Cepna
Hapymenns co KonsvioHKTHBHT
CTOpPOHEI Oprasa Cyxoctp
3pEHHUs COTJIACOBAHO CITH3UCTORH

MUERCTEPCTBOM 3ILPABOOXPAI{EHMH

000JI09KH T1a3

var. 2.2_23.07.2019

TIpuxas

PECOIVBIUKM BENAPVUD

MuHucTepeTha 3npanos~xpanemm
Pecuybnuxu Benapycs




CucremHo- Yacro Hegacro Penxo Yacrora
opraHHbIe HeHN3BeCTHA
KJ1acchl (Bepcust HD FB
MedDRA 12.1) o007 A PPN
Hapymefnd O U | LU Z U
3pEeHUS
Hapymenus co TomuoTa! | bomu B XuBOTE Banyrue xuBoTa
CTOPOHEI Psota 3anop
KEITYIO9HO- I'actput CyxocTs BO pTY
KHAIIEYHOIO Huapes
TpaKTa Merteopusm
Jucnencus
Hapymenus co bomu B npaBom
CTOPOHEI IEYECHU nogpebepse
u
JKEITIEBBIBOISINN
X IyTeH
Hapymerus co Anneprrgeckue | ['mnepdyBcTBu
CTOPOHH! peakuun TEJNBHOCTD
HMMYHHOH
CUCTEMEI
Hapymerus co AxHe Anonenus Msuorodopmu
CTOPOHBI KOXH U Cemp lMumeprpuxo3 as spuTeEMa
TTOZKOMKHBIX 3yxn Oks3eMa
TKaHEH CyxocTp K0oXxH
KonraxThb
IEPMaTUT
AxHE)OpMHBIH
JepMaTo3
Hapymenus co bons B crivne
CTOPOHEI Bons B
CKEJIETHO- KOHEYHOCTAX
MBIIICYHOR U Cymnoporu MeImg
COEMMHUTENBHOM
TKaHH
Hapymerus co Bonessennocte | PubposHO- I'uneprorasus
CTOPOHBI IIOJIOBBIX | MOJIOUHBIX KHACTO3HAA MOJIOYHEIX JXEJe3
OpraHoB U xenes MacTOIIaTHs [omm meitxu
MOJIOYHOH Xene3sl | Anuximyeckne | Kanaunosssni MaTK#
KpPOBSIHHCTEIE BYJIbBOBaruHUT Kucra suasuxa
BEINENICHUS/Kpo | Brimenenns u3 Atpodus
BOTEUYECHUS U3 BIIarajyia SHIOMETPHS
Braramumal ObunbHOE
KpoBoteuenus | MEHCTpyallbHOIIOL
¥3 TIOJIOBBIX obHoe
nyTen KpPOBOTEUEHUE
HeyTouHeHHOTO | CKyZIHEBIE
reHesa MEHCTPYalbHOTION
OtcyTcTBHE oOHBIE
MEHCTPYaJIbHOIl | KpPOBSIHHCTHIE
-01006HOTO BEIICTICHUS COTTTACOBAHO
li”ﬂﬁ(t}’fifﬁ?ﬁ%’;&l g&::&r;%gp&umm )
var. 2.2 23.07.2019 [ipnras MunucTepeTaa appascoxpaneHsa

Peenybuuxn Benapyeb

TN



Cucremuo- Yacro Hewacro Penxo Yacrora
OpraHHEIe HCH3BECTHA
KJ1acchl (Bepeust HI PB
MedDRA 12.1)
KPOBOTEYEHHS Penxue 89 30 +12 07
MEHCTPYaJIEHOIIO
oOHEIE
KPOBOTEYEHHS
Bonesnennoe
MEHCTPYaIbHOIO
obHoe
KpOBOTEYEHHE
CyxocTh
CIIU3UCTOH
BlIaraJTuIna
IMaronoruueckuis
pe3yJbTaT TecTa Imo
INananuxonay
Hapytenus co Anemus
CTOPOHBI KPOBH U Tpom6Gonuremus
mMpargeckoi
CUCTEMEI
O6mmue Acrennsg Henomoranwue
paccrpoiicTBa IloBpnennoe
IIOTOOTHEIECHHE
Orexn
TeHEPATTH30BaHHEIE
KA
nepudepudecke

HexenarensHele sBinenus 6prm KJIaCCHQUIUPOBAHEL C HCIIONB30BAHMEM cnoBaps MedDRA
(Memaruackuit Croaps CTaHIapTHOM MeNHIIMHCKOH TEPMHUHONOTHY). Pasmuunele Tepmumer
MedDRA, oTpaxaromme omur m TOT e CHMIOTOM, OBUIM CIPYNNMpOBAaHEI BMecTe X
TPCNCTABIICHE! B KA9ECTBE eMHCTBEHHOM MOGOUHOM peaxiym, BO u30exaHHe OCIabneHus M
Pa3MEBITHS UCTHHHOTO 3¢ deKxTa.

* - IlpuMmepHast 9acTOTa 1O HTOTaM STHIIEMHOTIOTHYECKMX HCCIENIOBAHIM, OXBATHBAIOMIIX
rpymiry KOK. Yacrora rpagnuuna ¢ ouens penxoii.

- «BeHosHmas mwmi aprepmansmas TpoMOOIMOONMUsS» BKIIOYAET B ceBy Clemyromue
HO3OQJIOTHHECKHE  E[MHMIEL OKKIIO3MA INepHbEepPHIeCKHX TIIyOOKHX BeH, TpoM603 u
OMOOIHS / OKKIFO3HS JIErO9HEIX cocynoB, Tpom603, 3MOONHS HHOapkT / uHbapkr
MYOKapna / niepeSpanbHbLit HEbapKT 1 TeMOpParu9IecKuii HHCYIIBT.

'Yacrora CTyHacB B XOZI€ HCCIIEIOBAHUH, OIIEHUBAIOIIHX HIIMC, 6511a ovens gactoi >10/100
2 Yacrora CIyHacB B XOZI€ HCCIIENOBAHMUH, OLIEHUBAIOIIIX IIMC, 6511a gacroit >1/100

M1t BenO3HOM U aprepmansHOif TPOMOOIMOONHE MHTPEHH M. Takke «IIpotuBonokasanusy u
«MepEI TpeIoCTOPOKHOCTHY .

Hononnumensvnan ungopmayus

Hixe nepeancrenst moGounsle peaxmms ¢ ouenp PERKOH YacTOTON BO3HMKHOBEHMS M C
OTCPOHCHHBIMM CHMIITOMaMH KOTOpBIE, KaK TONAraoT, MOTYT OBITH CBS3aHEL C TPHEMOM

COTJJACOBAHO
MUHHCTERCTBOM 3XPAROOXPAHEHWA ]
var. 2.2 23.07.2019 O OBCIIYE KM BEIAPYCH 5
Tparos MuHECTepoTRE SEPABOOX PATICHAS
Pecuybiuxn Bexapycs
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mpemapatos  u3 rpymmsr  KOK  (em.  Take  «lIporuBomokasamms» u  «Mepkl
IIPEAOCTOPOKHOCTH). H Q =
Onyxonu ,

¢ V¥ xernmus, npuMenszomyx KOK, odeHb HE3HAYMTENBHO NOBBIIIEHA JaCTOTA BEIBICHUT

paka MOJIOYHOH JKENE3HI. HOCKOJII:KY paK MOJIOUHOH XKENe3bl PEAKO BCTPEYACTCA Y.

JKeHIMUH Moioxe 40 JjieT, MOBBINEHHe YacTOTH paka y XeHinuH, npumernsomux KOK,
HE3HAYWTENBHO 110 OTHONIEHHMIO K OOIEeMy pHCKY BO3ZHMKHOBEHHS paKa MOJIOYHOMN
xenesnl. [IprannHo-crencTBeHHas cBa3b ¢ npuMenenreM KOK neussectHa.

e Omyxonu meyeHu (H0OpOKaYECTBEHHEIC U 3]J0KA4YECTBEHHEIE).

Llpyzue cocmoanus
e VY3joBaTas 3pUTEMA
e TuneprpuriunepureMus (MOBLIIIEHHEIA PHCK aHKpeaTHTa Bo Bpems npuema KOK)
o TloBbImeHHe aprepuanbHOro faBnenud (AJL)

e CocTosiHHS, pa3BHBAIOIIMECS WM yXyInaromuecs Bo BpeMs npuema KOK, HO uX CBs3b
He J0Ka3aHa: JKENTyXa W/HIM 3yH, CBI3aHHEIA C XoecTa3oM; (jOpMHUpPOBAHUE KAMHEN B
JKEITIHOM ITy3BIpe; SMUIENCHS, TOPPHUPHS; CHCTEMHAS KpacHAs BOIYAHKA, FEMOIHTHKO-
ypemuueckuii cunapoM; xopes CHueHrama; reprmec BO BpeMs GepeMEeHHOCTH, IOTeps
CITyXa, CBSI3aHHAas C OTOCKJIEPO30OM

e VYV XEHINUMH C HACIEACTBEHHBIM aHT HOHEBPOTUUECKHUM OTEKOM NIPHEM 3CTPOTCHOB MOXKET
BBISBIBATH MJIH YCYI }’GJISITB €Tr0 CHMIITOMBI

e Hapymenus QyHKIINY NEUCHU

e Fbonesnr KpoHa, 13BEHHBINA KOIUT

o Xnoazma

e [ 'MIEepIYBCTBUTENBHOCTH (BKIJIOYAS TAKHE CHMIITOMBI KaK ChIIb, KpATMBHHUIIA)
Bzaumooeiicmeue

B3auMOeiCTBHE TIEPOPATBHEIX KOHTPALENTHBOB C [PYTHMM JIEKapCTBEHHBIMH CpENCTBAMHU
(MEOYKTOPEL GEPMEHTOB) MOXET HIPHBECTH K «IPOPBIBHEIMY» KPOBOTEIECHUAM H/HIH CHIDKEHUIO
KOHTpauentuBHoO# sddexruBHOCTH (CcM. «B3ammopedcTBHE ¢ HpPYTHMHU JleKapCTBEHHBIMH
CpenCTBaMU»).

Ilepeno3upoBka

Kimnmdeckre cilydad DEepefO3HpOBKY FOPMOH-coaepxKamumu Tabnerkamu npenapara Jxec®
ITmoc otcyrcTByroT. Ha OCHOBaHMH CYMMApHOIO ONBIT2 IPHMEHEHHS KOMOWHHPOBAHHBIX
MIepOpANIBHBIX KOHTPAUENTHBOB CHUMITOMBI, KOTOPHIE MOIYT OTMEYAaThCsS IIPH EepPeNO3HPOBKE
TOPMOH-COZEpKalTUMH TabneTkaMy, CIEAyIOIOye: TOIHOTa, PBOTa, IIPOPEHIBHOE KPOBOTEYEHHE,
IIpopEIBHOE KPOBOTEUCHHE MOXKET BO3HMKATH Ja)Ke Y MOJOMBIX NEBYIIEK MO HACTYIIEHHS
MeHapxe IIpM ciydJaiHOM mpueMe npenapara. CHenupuUYecKoro aHTHAOTA HET, CIELyeT
MIPOBOJUTH CHMIITOMATHYIECKOE JICUEHHE.

Kanmemus neBoMedonar U ero MeTabOoNMThl HOSHTWYHBl HATypalsHEIM (Gopmam (onaros,
COAEPIKAIMUMCS B IIPOLYKTaX, KOTOPBIE YIOTPEOIIOTCS B KDY €XKEJHEBHO 6€3 SBHOTO Bpela.
Kampnuii nesomedosnar B mosax 17 Mr/cyTkm (B 37pa3 HpeBBINAIOIMNE O3y KAJIbIHS
nesoMedosaTa, COAEPXKANTyrocs B Ipenapare Txec® Tlmoc) XOpomo IepeHOCHNCs IOCIe
ZOITOCPOYHOT0 IPUMEHEHHUS 10 12 HeNEmnb.

COTJTACOBAHO
MMHEMCTEPCTBOM 3IPAROOXPAREHUA
: PECIIVBIMKH BEJAPYCH

IIpuxas Mauscrepdrsa BAPRROLK PALIEHUA
Pomiyliauku Berapyce 16

var. 2.2_23.07.2019
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HO PS5

BsanmopelicTBre ¢ PyruMH JieKapCTBeHHBIME cpencreamu 0 i 0 i 0

HpHMeqa}me: AN onipeae/iecHHS NOTEHHAXBLHOT0 B3aHMOAEeHCTBHA CJIefyeT IpHHUMATD
BO BHHMaHHue HHCTPYKIHIO IO NPpHMEHEHHIO COIYTCTBYIOM ETO JIEKAPCTBEHHOT 0 cpeacraa

Bnuanue opyzux nexapcmeennsix cpedcme na npenapam [Jacec® Ilnroc

BosmoxHO  B3aumopeiicTBHe ¢ JICKAPCTBCHHBIMU  CPEACTBAMH,  HHIYNHPYIOLIHMH
MHKPOCOMABHEIC (EPMEHTEl NIEYEHH, B PE3YILTATE YEr0 MOJMKET YBEIIMIHUBATECS KIIHPEHC
TIOJIOBEIX TOPMOHOB, HUTO, B CBOIO OY€pENb, MOXET HPHBOIHTE K «IPOPELIBHEIMY» MATOYHEIM
KPOBOTEHYCHHUSIM H/UJTH CHIDKEHMIO KOHTPAIIEITHBHOTO sbdexra.

Wanyxnms ¢epMmeRTOB MOxeT HaOIONAThCS  yxKe U€pe3 HECKOIBKO MOHEH JIeueHwus.
MakcumanbHas uHAYKIHS bepMeHTOB, Kak IpaBUJIO, HAOMIONAETCS B TEUCHME HECKONBKHUX
Henens. Ilocme npexpamenus JICKapCTBEHHON TEpalMy¥ HHIYKIHS bepMeHTOB  MOXKET
NOJIAEPIKUBATHCS B TEIEHUE OKOJIO 4 Henems.

JKeHImyHAM, KOTOpEIE MONYYAIOT TeYeHWe TAKUMH TIpeTiapaTaMn B JONONHEHHE K IIpenapary
Jbxec® Thmoc, pekoMeHRIyeTcs: HCHOMb30BaTh GaprepHsI MeTox KOHTDaNENiK UM BEIOpaTH
WHOH HErOPMOHANBHEN METON| KOHTDAIEIIIHH. Baprepusnit meron KOHTpAleNHK CleyeT
HCIIOJB30BaTh B TEYECHHE BCErO NEPHOMA LpHEMA COIyTCTBYXOIIUX IPEIapaToB, a TaKXe B
TeueHHe 28 mmell mocnme ux orMempl. Ecmu IIEPHON TNpPHMEHEHHS 6apbepHOro MeToma
KOHTPAUCIIIHY  3aKAHYHBAECTCA IIOKE, HEM PO3OBEIE (Topmom-conepxamme) Tabmerku B
ynmakoBke mnpemapata JDkec® ILmoc, cremyer IPOIYCTUTE IPHEM  CBETIO-OPAHYKEBBIX
(BCIIOMOTAaTeNBHBIX) TaGIETOK ¥ HAYATE IIpHEM TabJIETOK U3 HOBOH YIIAKOBKY npenapara [xec®
IImoc.

* Bewecmsa, ysenuuusaiouue Kupenc  npenapama  [Jocec® ITnoc (ocnabnsiowue
agppexmusrocmy nymem UHOYKYUL pepmenmos):

beruTOHH, 6apOuTypars, IPHMUIIOH, Kapbamasenws, pudamMImUIvHE H, BO3MOXXHO, TaKxe
OKCKapOazemnuH, Tomupamar, ¢enbamar, rpu3eoQyNbEBYH, a Takke OpenapaTkl, colepxamue
3BepO6OH NPOABIPSBICHHEA.

* Bewecmsa ¢ pasnuunviv enusnuem na Kaupenc npenapama Iocec® Inoc

Ilpu coBMECTHOM NIpHMeHeHHH npenapatoM JIxec® IImoc muorme MHTHOUTODE! NpoTeas
BUY um Bupyca remaruta C u HEHYKITHOSKUAHEIE HHIHOHTOPE! 06paTHOM TPaHCKPUIITa3kl
MOTYT, KaK YBEIUYMBATH, TAK M yMEHBIIATh KOHIIEHTPAIIO 3CTPOr€HOB MM NPOTECTHHOB B
T1a3Me KPOBH. B HEKOTOPBIX CITyuasx Takoe BIMAHIE MOYKET GLITE KIIMHIYECKU BEIPAXEHO.

* Bewecmsa, chuxcaiowue sppexmusrocmy xanvyus nesomechonama

Bnusnue na memabonusm gonamos: HEKOTOPHIC  JIEKAPCTBEHHBIE IIPENApaThl CHIDKAIOT
KOHICHTPAMIO (ONAaTOB B IjlasMe KPOBH H YMEHBIIAIOT 3QeKTHBHOCTS donatos IIyTeM
HHTUOMpOBaHUs (QepMeHTa TATHIPOdOIaTPEMYKTA3EI (Hanmpumep, MeToTpekcar, TPUMETOIIPHM,
cymbdacanaswH M TpHamTepeH) WM 3a cuer yMeHbIEHHS abcopbrmu donaTos (manpumep,
XOIECTHPaMHUH) UITH 32 CYET HEW3BECTHEIX MEXAHHIMOB (HanpuMep, NPOTHROSIHENENTIYECKTE
npenaparel: kapOamasenuH, GeruTouH, Genobapburtan, npumumon 1 BanbIpoeBas KUCIOTa).

* Bewecmsa, chuscarowue xnuperc KOK (unaubumopur pepmenmos)

CurnsHbIe U yMepeHHEbIE nHrabuTopsl CYP3 A4, Takue xax a3oipHEe dHTEMAKOTHKY (HATIpHMep,
HTPaKOHA30J,  BOPHKOHA30, ¢myxonazon), BepanmaMmi,  MaKpOIMIEI (manpumep,
KIapHTPOMHUIIMH, OSPUTPOMHLMH), NUITHA3EM H TPeANPYTOBEI COK MOTYT MOBBIIATE
TINasMEHHEBIC KOHICHTPAIHY 3CTPOT€HA MK [IPOTECTHHA, HITH HX 0GOUX.

Bsuto noxasawo, 4To sToprkokcu6 B no3ax 60 u 120 MI/CYTKH IIPH COBMECTHOM npueme ¢ KOK,
comepxamumu 0,035 mr STHHHJISCTPAHONA, HOBBINAET KOHLEHTPAIIHH STHHHUIIICTPATHONA B
n1asMe KpoBHu B 1,4 u 1,6 paza, cOOTBETCTBEHHO.

P P COTrJACOBAHO
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Bnuanue KOK unu xanvyus nesomehonama Ha opyzue 1eKapcmeeHHble Cpeocmea

KOK MoryT BIMaTh Ha MeTabomu3M MAPYTHX IPEnaparoB, YTO HPHBOAMT K IIOBBIICHHMIO
(HanpEMep, LHKIOCIOPHH) MM CHHKEHHIO (HAIPEMeEp, NaMOTPHDKAH) WX KOHIEHTpanyuy B
1a3Me KpOBH ¥ TKaHIX.

In vitro JpocmupeHOH crocobeH cmabo WM yMEpPEeHHO MHIuOMpoBaTh (EPMEHTEI HMTOXpOMa
P450 CYP1A1, CYP2C9, CYP2C19 u CYP3A4.

Ha OCHOBaHMH HCCIEHOBAHMM B3aUMOJEHCTBHA In  Vivo y JKEHIIUH-HOOPOBOJBIIEE,
NPHHAMABIIAX OMEIPa30Ji, CHMBACTATHH MM MHZA30jlaM B Ka4eCTBE MapKEPHEIX Cy0CTpaToB,
MOIKHO 3aKJIOYMTB, 9TO KIIHHWYECKH 3HAUYMMOE BIMSHHE 3 MI' APOCIHMPEHOHA Ha METaboNIn3M
JIeKapCTBEHHBIX TIPEapaToB, ONOCPENOBaHHbI pepMenTamMu nuToxpoma P450, ManoBeposTHO.

In vitro 3THHAIBCTpAAKON ABIsIeTCS oOpaTuMbiM uHrH6HTOpoM CYP2C19, CYP1Al 1 CYP1A2,
a Tarke HeoOparumeiM uHrHOuTopoM CYP3A4/5, CYP2C8 um CYP2J2. B xmnuyeckux
HCCIIEN0BAHUAX HasHAYEHNE TOPMOHAIBHOI0 KOHTPAENTHBA, CONEPIKAINEro 3THHUIACTPAIHOI,
He IPUBOAUIO K KAKOMY-JIHOO IMOBBINEHUIO WM IPUBOAMIO JMIMh K CIabOMy MOBBIIEHHIO
xoHnenTpanuit cydcrparoB CYP3A4 B nnasMe KpoBH (HanpuMep, MAIa30j1aMa), B TO BpeMs Kak
IIasMeHHble KoHueHTpammu cyberpatoB CYP1A2 woryr Bospactath cnaGo (Hampumep,
Teo(GUIUTHH) HIIH YMEPEHHO (HallpEMep, METaTOHHH M TH3AHUIUH).

donarsl MOTYT U3MEHATEH (apMaKOKWHETHKY WIH (apMaKkoOMHAMUKY HEKOTOPBIX MpPENapaTos,
BIMSIONUX Ha oOMeH (osaroB, HAIPUMED, IPOTHBOIMUICITHIECKUX TIpenapaToB (GeHHTOUH),
MeTOTpeKcaTa WM [UPHUMETaMMHA, YTO MOXET CONPOBOXIATHCS CHIDKEHHEM (B OCHOBHOM,
oGpaTHMbIM, IIpH YCJIOBHY YBEIHYEHHH O3Bl BIMSIOMEro Ha o6MeH (oiaToB Ipemapara) HX
TepaneBTHUeCcKoro aeifcTBusa. HasHaueHue ¢onaroB Ha (OHE NedeHHs TaKWME IIpernapaTaMu
pEKOMEBTyeTcs, TIaBHEIM 00pa3oM, I/ CHIKEHHSA TOKCHYHOCTH NTOCHEeIHUX.

(DapMaKOHI/IHaMI/ItICCKI/IC B3aUMOAEHCTBUS

CoBMeCTHEII ~ IpHeM  3THHHISCTPAAMON-COIAECP)KAIIMX  JIEKAPCTBEHHBIX  CPEACTB  C
IPOTHBOBUPYCHEIMH  IIpelapaTaMH IHpSAMOrO  JEHCTBHS, coAep)kammux  OMOHTACBHP,
IapWTANpeBHp WIH nacabyBup, a Takke WX KoMOHHanmu cBsa3aH ¢ Gomee yeM 20-KpaTHBIM
yBenmmueHueM ypoBHe#t AJIT B cpaBHEHHH C  BEDXHHM IIpefieIoM HOPMEI y 3IOPOBBIX
UCIIEITYEMBIX KEHIDWH H Y JKCHINWH, HHQHOWpoBaHHBIX rematutoM C (cM. paszen
"TIpoTHBOIIOKA3aHAA").

pyzue popmel 63aumodeiicmeus

V manmeHTOK ¢ HeHapyIleHHOM (QyHKUIMEH I09eK COYeTaHHOe IMPUMEHEHHe NPOCIHPEHOHA U
HHIUOHTOPOB aHT'MOTEH3HHIIPEBPAIIAIOIIETO depmerTa )30 458 HECTEPOHAHBIX
[IPOTHBOBOCHIANUTENBHEIX IIPENApaTOB HE OKA3BIBAET 3HAYMMOTro 3(¢eKTa Ha KOHIEHTPAIHIO
KaJus B IUIa3Me KpOBH. TeM He MeHee, COYETaHHOE IpHMeHeHwme mpemnapara [xec® Ilmoc c
AHTarOHWCTAaMH aIbJOCTEPOHA MM KaMHCOEpEralomyuMy TUYPETHKAMY HE M3YYeHO. B Takux
ciydadX KOHIEHTPAIHIO KalMs B IUIa3ME€ KPOBH HEOOXONMMO KOHTPOJIHPOBATH B TEUEHHE
IIEPBOTO IIHKJIa IpHEMa.

Mephb! HPeJoCTOPOKHOCTH
IpenvencTpyansHoe qucopudeckoe paccrpoiicrso (IIMP)

Ipenapar Jxec® Ilmoc Taxxe Ha3HAYIACTCS KEHIMUHAM JUIA JIEYeH s CUMIITOMOB
ImpenMeHcTpyanbHOro auchopudeckoro paccrpoictsa (IIM/IP) npu nprMmeneHnn
IIepOpaNBHOTro MpenapaTa At KorTpanentud. Jddexrusrocts hxec® Ihnoc, mpuMenseMoro
1ua nedenns I[IMJIP Ha npoTshkeHuH 6oJiee TPEX MEHCTPYabHBIX IIHKIIOB, HE H3yYeHa.

COTJTACOBAHO
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OCHOBHEIE TIPOSABIICHAS IIMJIP, cornacko 4-o# penakmmm (<PYKOBO,Z[(8B9 ) Baarﬂbclngez U
cratucTuke» (DSM-1V), cnexyromue: BBIDXKCHHOE IIOJIaBIIEHHOE COCTOSHHE, 6ECIIOKORCTRO
WM HAPSDKEHHOCTS, ad(eKTHBHAs NTaGHIBHOCTE, HOCTOSHHAS THEBIHBOCTE Z6)0%
Pa3NPXUTENBHOCTS. K IpYTHM IPOSBIEHHAM OTHOCSTCS CHIDKEHEE HHTEpeCa K NOBCEHEBHOIM
ACATENLHOCTH, TPYAHOCTH C KOHLEHTpallKel BHEMAHHS, YIIAIOoK CHJI, A3SMEHEHME aIeTUTa WK
CHa, OIIYINCHUE IOTEPH KOHTPOILL. DU3HIECKHE CHMIITOMDI IIMJITP cnenyromue:
IYBCTBHTEIIBHOCTD MOJIOYHOH KeJIe3Hl, TONOBHAS 601Tb, CyCTAaBHAS MBIIeYHast 60JIb,
METCOpH3M U yBENUYCHHE MacCH Tela. [lepeurciennrie caMmIToME PETYIAPHO NOSBISIOTCS B
YKa3aHHOM TIOPANKE Ha IPOTHKEHAH JFOTEMHOBOTO MUK 1 IIPOXOJIAT YEPE3 HECKONBKO MHE
TIOCHE Havara MEHCTPYaIliy; JAHHOE PACCTPOUCTBO 3aMETHO BIHSET Ha y4ebHyI0 Him
IIPOH3BONICTBEHHYIO NEATENHEHOCTD, 3aTPYIHAET OOBIHYIO OGINECTBEHHYIO AKTHBHOCTE I
OTHOIICHUSA C NPYTUMY JEONBMH. JIHarHO3 CTABUTCS JETAIIHM BPavOM Ha OCHOBAHHH KPHTEPHER
DSM-1V, cumnromaTonorus onerupaercs IIPOCIIEKTHBHO HA NPOTSDKEHUH 110 MEHbIIEH Mepe
ABYX MCHCTPYaIbHBIX IUKIIOB. IIpy TOCTaHOBKE [HUarHo3a KpaiHe BaXKHO HCKIIFOINTE IPyTHe
IUKIITIECKHE PACCTPOUCTBA HACTPOCHYS.

SddexruBrOCTE Dxec® [Tmoc TIpH JICICHUH IIPEAMEHCTPYATBHOTO CHEAPOMA (IIMC) me
H3y49alach.

AKHe

Ipenapat xec® Imoc nasmavaercy AL ICICHAS YMEPEHHOH (OPMEI 0GBIKHOBEHHEIX yrpeit
(acne vulgaris) y xenmnms B BO3pacTe He MeHee 14 jeT, He nMeromux IIPOTHBOIIOKA3aHUM K
TCpaIiy MOCPEACTBOM OPATBHON KOHTPALENTIHH, Y KOTOPEIX Mella MECTO mepBas
MeHcTpyanus. [pumenars Dxec® ITmoc i nevenus axge CIEAYET UL B TOM Clydae, eciy
IAMHEHTKA XENACT IPUMEHSATD CPEACTBO OPANBHOM KOHTpALIENIMY [T IPERYIPEXICHHS
OepemMeHHOCTH.

Hobapenne ponara

Hpenapar [xec® IImoc nasgagaercs KEHIMHAM, BEIOMPAIONINM [EPOPANBHYIO KOHTpAIIENIIHIO
B KA4ECTBE METO/A KOHTPALEILUH, UL [IOBbIIEHHS YPOBHS }homaToB ¢ HenkIo cHUKERmS pHCKa
BO3HUKHOBEHHA Ne(eKTa HEPBHOU TpyOKH 103, B Cirydae ecrmt O6epeMEHHOCTb HACTYHAET BO
BPEM TIpHeMa IIperapara Hili Cpasy IOCIIE €r0 OTMEHEL

IIpu napywenusx co CMOPOHYI CepOedHO-COCYOUCMOT CLcmembl

PesymbraTh! snmmemuonormgeckix HCCIICN0BAHMH YKa3bIBAIOT HA HAIMHYIUE B3AHMOCBS3H MEXHy
npuMererreM KOK u nossmmenuem gactoTs Pa3BUTHA BCHO3HEIX H apTEPHAIBHEIX TPOMGO30R
H TpoMOo3MOommii (Takmx Kak TpoMO03 I'TyGOKHX BeH, TPOMB03MGO s JIETOYHOH apTepmy,
HHDAapKT MwuoKapma, IepeOpoBacKyISpHEIE HapymeHus) mpu mnpuéme KOK. Hannzie
3a60JIeBaHHS OTMEYAIOTCS PELKO.

Puck pasemtus BTD wmakcumanen s nepBbid ron mpuema KOK. ITombmmermmii PHCK
IPUCYTCTBYET IOCNE HePBOHAYATBHOrO NIpHMeHenms KOK MM BO30OHOBNCHUS NPHMEHEHHS
OZHOro ¥ TOTO Xe nimm apyroro KOK (mocie TIEPEPEIBA MEXTY IIpHeMaMy IIpenapaTa s 4 HeZenu
1 Gonee). [laHHEIE KpymHOTrO HPOCTIEKTHBHOTO HCCIIEN0OBAHMA C yYacTHeM 3 I'PYyIN NalHEeHTOK
TIOKA3BIBAOT, ITO 3TOT NOBBINEHHEIH PHCK HPHCYTCTBYET IPEUMYIIECTBEHHO B TCUEHHE IIEPBBIX
3 Mecqmes.

Obmui#t puck BTD vy PKCHIIWH, NPHHUMAIOMUX HU3KOAO3MPOBaHHbIE KOK (< 0,05 mr
STHHUIISCTPa[uONa) B IBA-TPU pasa BEINE, YeM Y HEOEPEMEHHBIX MalHEeHTOK, KOTOPEHIE He
npranMaioT KOK, Tem He Menee, 3T0T puck ocraercs Gonee HU3KUM 10 CPaBHEHHIO C PHCKOM
BT3 Bo Bpems 6epemennocTa 1 POIIOB.

BTS5 moxer oxasatscs XU3HEYTPOXKAIOMEH HIM IIPUBECTH K JETAIbHOMY HMCXOxy (B 1-2 %
ClIy4aes).

COTJTACOBAHO
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BT3, nposBistomascs B Bixe TpoM003a ITyO0KHMX BeH MM 3MO0min neromoi#;'iagpﬁiﬁomer
Ipou30#TH npH npaMeHeHnH mobex KOK. 89 30 - 2 02 0

Kpaiine pemxo upu mpumeHeEmr KOK BosHukaer Tpom603 IpyrmX KpOBEHOCHBIX COCYZIOB,
HanpEMep, NEYeHOYHBIX, OpBDKECUHBIX, MMOYEYHEBIX, MO3TOBEIX BEH M apTepuUil WM COCYNOB
CETYaTKH. '

CumroroMbl TpoMm603a TiTyOOKMX BEH: OMHOCTOPDOHHMH OTEK HIDKHEH KOHEYHOCTH WM BIOJNE
BEHEl HA HIDKHEH KOHEYHOCTH, OONp MM IUCKOMGOPT B HIDKHEH KOHEYHOCTH TOJNBKO B
BEPTHKAIEHOM IIOJIOXEHMH HIM Ipd Xoap0e, IIOKaNbHOE IIOBBOICHHE TEMIIEPaTyphl B
IIOPaXXCHHOH HMXKHEH KOHEYHOCTH, IMOKPACHEHUE WMIIM H3MEHEHHE OKPACKH KOXXHBIX NOKPOBOB
Ha HIDKHEW KOHEYHOCTH.

CuMnTOMBl TPOMOO3MOOIMHE JIETOYHOH apTepHH: 3aTpPyJHEHHOE WM YYAINEHHOE NBIXaHHE,
BHE3allHBIA Kallelb, B TOM YHCIIE ¢ KPOBOXapKaHHEM; OcTpast 60Ib B IpyAHOM KieTke, KoTopas
MOXET YCHIHMBAaThCA IIpH IIyOOKOM BIOXE, YYBCTBO TPEBOTH; CHJBHOE TOJOBOKPYKEHHE;
yJaIleHHOE MM HEperyjspHoe cepaueOueHne. HekoTopsle M3 STHX CHMITOMOB (HalpuMep,
OIBIIIKA, KaIleNb) SBIAIOTCS HECHENU(PHYECKHMH M MOTYT GBITH MCTONKOBAHEI HEBEDHO KaK
NpU3HAKH JPYTUX Oojiee UM MEHEe THXENBIX COCTOsHMIY/3aboneBanuit (Hanpumep, HHEKIH
IBIXaTeNbHBIX IMyTei).

AprepranpHas TpoMO03MOONHA MOXET INPHBECTH K HHCYJBTY, OKKIIO3MH COCYOB HIIH
uHpapkTy MuoKapaa. K cuMIToMaM MHCYIbTa OTHOCAT: BHE3alHas CIaboCTh MM NOTEps
TyBCTBUTENLHOCTH JIANA, KOHEYHOCTEH, OCOOEHHO C ONHOM CTOpOHBI TeNa, BHE3AMHAs
CITyTaHHOCTH CO3HAHHS, NpOONEMBI C pEYBI0 ¥ IIOHMMAaHHEM, BHE3allHai OJHO- MM
IBYXCTOPOHHSIA NOTEPsl 3pEHMS; BHE3ANHOE HAPYINEHHE NOXOAKH, TONOBOKPYXEHHE, IOTEpS
PaBHOBECHS WIH KOODIMHAIMM J[BI)KCHHH, BHE3alHad, TDKeNas WIH IPOIODKHTEIbHAS
rojoBHas 6omb 6€3 BHAMMON IPHYMHEL, IIOTEPsl CO3HAHUSA WIH OOMOPOK C SMHIENTHIECKHM
IpHnaaxKoM wim 6e3 Hero. J{pyrie NpU3HAKK OKKITIO3HH COCYOB: BHe3anHas 60Mb, OTEYHOCTD U
cnaboe mocHHEHHEe KOHEYHOCTEH, «OCTPEII» JKUBOT.

CumnroMe! mHQapkTa MEOKapaa: 601k, JUCKOMMOPT, NaBleHHE, TAKECTh, IYBCTBO CXKATHS FITH
pactupaHus B IPyIOH KM 3a TPyJHHOM, C Mppanuanmelf B CIMHY, YEHOCTh, JIEBYIO BEPXHIOI
KOHEYHOCTh, OONAcTh SMHUTaCTpHs; XONOMHBEIH IOT, TOIIHOTA, PBOTA MJH TOJOBOKPYXKEHHE,
CHIIbHAs caboCTh, TPEBOTA HITH OJBINIKA; YYAIMEHHOE WK HEPETYIPHOE CepaneOueHne.

ApTepranpHas TpoMOO3MOONHS MOXET OKa3aThCd IKM3HEYTPOXKarolmmedl WM MPHBECTH K
JIETATEHOMY HCXORY.

V JKEHINHH C COYETaHHEM HECKOMBKUX (aKTOPOB PHCKA MM BEICOKOM BEIPAXKEHHOCTBIO OHOTO
u3 HuX (Hampumep, OCIOXHEHHBIE 3a00NeBaHHA KIAMAHHOTO  ammapara  Cephla,
HEKOHTPOJMpYeMas apTepHanbHas THIEPTEH3Hs, OOIIHpHbIE XUPYPrUYECKHE BMEIMATENbCTBRA C
IIUTENbHOM HMMOOHIHM3anued ®  Op.) ClenyeT paccMaTpuBaTh BO3MOXHOCTD WX
B3auMOycHieHns. B momoOHBIX Cilyyasx CyMMapHOe 3HaUeHHe HMEIIuXcs (GaKTopoB pHcKa
nosermaercs. B aTom ciydae mpuem npenapara Jhxec® Ilmoc mpoTuBomoKasaH (cM. paszen
«IIpoTHBOTIOKA3aHUA?).

Puck pasBuTus Tpom003a (BEHO3HOTO W/HIH apTepUalBHOTO), TPOMOGOIMOONHE WM
1epebpoBacKyISIPHBIX HapyIIeHUH [TOBLIIAeTCs:

- C BO3PacCToOM,;

- Y KypsIux (¢ yBeIMYeHHeM KONMMYeCTBa CHIapeT WM [OBLIIEHMEM BO3PACTA PUCK HApacTaer,
0coOeHHO y XeHIUH cTapme 35 jer);

IpY HATMYUH:

- oxuperus (MHAEKC Macchl Tena 6onee yeM 30 kr/m?);

COTJIACOBAHOD |
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- CEMEHHOr0 aHamHe3a (HalpHMep, BEHO3HOH it apTEpUaNBHOM TPOM603MOOIHH KOTHa-T60 y
OJIM3KUX PONCTBEHHHKOB MM POJMTENEH B OTHOCHTEIHHO MOJIOZIOM Bo3pacTe). B ciyuae
HACICNICTBEHHO! WM IpHOOPETEHHOM IPEeNpacHON0KEHHOCTH JXKCHIMHA JOKHA OBITH
OCMOTpEHA COOTBETCTBYIOIIMM CIELHAINCTOM JUIS PEIIEHHs BONPOCa O Bosmo@fipnema

npenapata Jxec  Ihmoc; 8930 - 202

- MIATENBHOM HMMOOMIM3anuu, O6MIHPHOro XHPYPTUYECKOT0 BMEMIATENBCTBA,  JIHOOOI
ONpalliy Ha HIDKHMX KOHEYHOCTAX MM OOUIHpHOM TpaBMbL B sTHX CHTyallusIX HEoOXOauMO

IPEKPATHTh IIPHEM IpenapaTa ,Z[xcec® Ilmoc (B cmyvae mmanmpyemoit OllepalliH, N0 KpaiiHeit
MECPE, 38 HCThIpe HEJENH JIO Hee) U He BO30OHOBIIITE NPHEM B TEdeHMe IBYX HENENb IIOCIe
OKOHYAHMA HMMOOWwm3auwd. BpemeHHas wuMMoGHIH3amms (HanpuMmep,  aBuaneperner
AMATENBHOCTBIO Goliee 4 9acoB) MOXET TaKXKe SRISTHCS hakTopoM pricka pa3BHTHS BeHO3HOI
TPOMOO3IMEGOTHH, OCOGEHHO TIPY HATHIHH ApYrux GpakTopoB pHCKa;

- TUCTTMIIONPOTENHEMUH,

- ApTEPHABHON THIIEpTEH3MH,

- MET'PEHH;

- 3a00IeBanyit KIIANAHOB Cep/ua;
- GubpuIsIIHY Ipencepuit.

Bonpoc o Bo3amoxHoO# pou BAPUKO3HOI'0 PACITHPEHUS BEH W TOBEPXHOCTHOTO TpoMbodebuTa
B paseuTrH BTS ocraercs cnopaemv.

CrenyeT yauTEBaTS HOBBINEHHEL PHCK PasBUTHS TPOMOOSMBOIHI B IIOCIEPOLOBOM Ieproze.

Hapymenus nepudepuaeckoro KPOBOOODAIIIEHHST TaKke MOIYT OTMEedaThes IIPH  CaxapHOM
muabeTe, CHCTEMHON KpacHOH BONYAHKE, TEMOJIHTHKO-YPEMIIECKOM CHHPOME, XPOHHYECKUX
BOCHATATENBHEIX 3a00NIEBAHUAX KUIIEYHHKA (GONe3Hb Kpora wnu s3Benmsbrit KOIHT) u
CCPIIOBHIHO-KJIETOYHOM aHEMUH.

®
YBEIMYEHHE YaCTOTHI B TSOKECTH MHUTPEHH BO BpeMs NpHMEHEHMS npenapara Jhkec I1moc (aro
MOXET IPENMIECTBOBATE Nepe6pOBACKYIAPHEIM HAapyIeHWsIM) SBIAETCS OCHOBAHHEM IIIS
HEMEUICHHOH OTMEHBI IIpHeMa [IPenapara.

K 6uoxmmrrdeckum moxasarersm, YKa3bIBAIOIMMM Ha HACIENCTBEHHYIO WIIH IPHOOPETEHHYIO
TIPEAPACTIOIOKEHHOCTS K BEHO3HOMY HITH aPTEPHATEHOMY TPOMOO3y OTHOCST: PE3HCTEHTHOCTD
K aKTHBHDOBAaHHOMY mnporeuny C, THICPTOMONMCTENHEMYS, NeQHUIUT AHTHTPOMOHHA I,
medunur nporemna C, meduumt npoTenHa S, aHTHGOCHOTHIUIHEE aETHTENA (anTHTENA X
KapIUOJHIINHY, BOTYaHOYHEI aHTHKOATYIISHT).

Ilpu onenke cooTHomenns PHCKa W IIOJIB3BI CNEMYET YYUTHIBATH, UTO ANEKBATHOE JICUEHHE
COOTBETCTBYIOINETO COCTOSHUS MOXET YMEHBLITHTH CBS3AHHELDL C HEM pHCK TpoMbo3a. Taroke
CIICNYET YIMTBIBATE, YTO PHCK TPOMOGO30B M TPOMB0IMOOHit IpH OEPEMEHHOCTH BEIIE, YeM
Ipd  TpuEME  HH3KONO3HPOBAHHEIX TICPOPAIBHBIX ~ KOHTpalENnTHBOB (< 0,05 wMr
STHHUIIICTPANHONA).

Onyxonu

Haubomnee cymecrsennsmM dakTopoM pHcKa pasBuTHS paKa INEHKH MAaTKH SBigeTcs
TICpPCHCTHPYIOIIAs NAaNUIUIOMABHPYCHAsS HHOEKIHI. MMerorcs COOOINEHHS O HEKOTOPOM
TIOBBIIICHHH PHCKA Pa3sBUTHS paka INeHKH MaTK{ IpH [umitensEoM npuMerernn KOK. Ommaxo
¢Ba3b ¢ npu€moM KOK wne nokasana. O6cy)aaeTcs Bo3MOKHOCTE B3aHMMOCBSI3H 3THX JaHHEIX CO
CKPHHHHTOM 3a0O07eBaHMH INEHKH MAaTKH H C O0COGEHHOCTSIMM II0JIOBOTO T0BeneHUs (Goinee
PEaKOoe NpUMEHEHHE HaphEPHBIX METOLOB KOHTpALEIIIHH).

Meta-ananmuz 54 SIHUAEMHUOJIOTHYECKUX HCCIENOBAHMI TIOK&a3aJl, 4YTO HMEETCA HECKONBKO

TIOBBIIECHHBIH OTHOCHTENBHBIN PUCK PA3BUTHS PAaKa MOJIOUHOM KCII3Bl, TMATHOCTHMPARABHOIO Y
COTJIACOBAHO .
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wenmun, opuaaMaromux KOK B BacTosmiee BpeMs (OTHOCHTENBHEIM puck 1,24). IToBsmmenHwDi
PHCK MOCTEIIeHHO Hcue3aeT B TedeHne 10 ner mocne npekpamenus npuéMa 3THX IIpenapaTos. B
CBSI3H C TeM, 9TO PaK MOJIOYHOH keye3bl OTMEJAETCs PENKO Yy eHIMH a0 40 neT, yBenuueHue
qHClia TUarHO30B paKa MOJIOYHOH XKeJIe3bl Yy XEHINWH, IPHHIMAaOIMHX KOK B HaCTOAIOESC BpEMA
WA TIPHHUMAaBIMNX HEAABHO, SABJIETCS HE3HAYMTEINBHBIM II0 OTHOIIEHHUIO K OOIIEMY PHCKY
storo 3abonesanus. Ero cBa3p ¢ nmpuémom KOK re noxasana. Habmoaemoe noBEIIIEHNE pHUCKa
MOXXET OBITH CIENCTBHEM TINATEIHLHOIO Hadmomenus u Oolee paHHe#R Jmarnocmm paka

MOJIOIHOM xene3sl y xeHInuH, npumensonmx KOK. V xermun, xorna- 'Ip MEHSBIIINX
KOK, BrsBInsmroTcs OoJiee pagHIe CTaJuM paka MOJNIOYHOH XKENe3El, YeM Y KEH Hﬁoma UX

He TIPHMEHSBIIHX. 893{] "202 0

B penxux cimygasx Ha ¢one mpumeserrns KOK mabmoznanock passutie 10OpOKaYeCTBEHHEIX, a
B KpalHe peIKHX CIyJasxX — 3JIOKa4eCTBEHHBIX OILyXOJeH IE€4eHH, KOTOphIE Y OTHENBHBIX
MAIlHEHTOK IPUBOIMIM K YTPOXAOIIEMY MXH3HH BHYTPHODIOITHOMY KpOBOTEYEHHIO. Ilpm
NOSBIEHMM CHIBHBIX Oone# B 06macTd >XHBOTA, YBENWYCHWH MEYEHH WM IPH3HAKaX
BHYTpHODIOIIHOTO  KPOBOTEUEHHs, OTO  CIEAYyeT  YYWTBIBATH 0OPH  IIPOBENCHHM
IuddepeHIUanbHOro TUar€osa.

Lpyaue cocmosnus

Kinanyeckie UCCIenOBaHms MOKA3all OTCYTCTBHE BIIMSHUA APOCIUPEHOHA HA KOHIEHTPAIHIO
KaJIus B IIa3Me KpOBH OONBHBIX C JIETKOR M YMEPEHHOM IOYEeUHONH HEJOCTATOYHOCTEIO. TeM He
MeHee, y OONbHBEIX C HapylmIeHHeM (QYHKIHM [O9E€K M HCXONHOM KOHIEHTpAIWed Kauus Ha
BEpXHEH IpaHHUIle HOPMBI HENb3s HCKIIOYUTE PUCK Pa3sBHTHS THIIepKaTreMud Ha (oHe mpuéMa
JIEKAPCTBEHHBIX CPECTB, IPUBOJAINNX K 3aJ€PIKKE KallUs B OpraHu3Me.

VY OKeHIMMH C THIEPTpHUIIIAlepufeMuell (UMM HAIHIHEM 3TOIO COCTOSHMA B CeMEHHOM
aHaMHe3€) BO3MOXXHO IOBBINEHNE PUCKA PA3BUTHA TaHKpeaTHTa Bo Bpems mpuéma KOK.

HecMoTps Ha TO, 9TO HEGONBINOE NOBLINEHUE apTEPHANTBHOTO nasnenus (AJT) 6bUI0 OmIcaHo y
MHOTHMX >xeHImuH, npumHHMaomux KOK, KIMEMYeCKH 3HAYMMEBIE NOBBINEHHS OTMEYATHCH

penxo. Tem He MeHee, eclu BO BpeMs NpuéMa Ipenapara 21>xec®Hmoc Pa3BUBAETCS CTOMKOE
KIMHAYECKH 3HaguMoe NoBeuneHne AJl, cllelyeT OTMEHWTE 3TOT Hpenapar M HadaTh JedeHHe
apTepHanbHOM rumepTeH3uu. [IpuéM mpenapara MOXeT OBITH IPONO/IKEH, €CIM C IOMOIIBIO
TUNIOTEH3UBHOM TepaIiuy JOCTUTHYTH! HOPMAaIbHbIE 3Ha9eHuS AJl.

Crnemyromue COCTOSIHWS, KaK CoOOINanoch, PasBHBAIOTCS MM yXYLOIDAIOTCAd KaK BO BpeMs
GepemernoctH, Tak U npu npuéme KOK, HO ux cBasb ¢ npuémoM KOK He mokasana: xenTyxa
W/WJH 3Y[, CBS3aHHBIA C X0I€CcTa3oM; GOPMHUPOBaHAE KaMHEH B XKEIIHOM Iy3BIpE; HOPQUPHS;
CHCTeMHas KpacHas BOTYaHKA; T€MOIUTUKO-YPEMUUECKHH CHHIPOM; xopes Cuzenrama; reprec
BO BpeMsl OepeMEHHOCTH; II0TEpS CIIyXa, CBA3aHHAS C OTOCKJIEPO30M. TarKe OmHMCaHBl CIIydan
YXYIUIEHNs TEYEHU SHIOTEHHOM JeNpeCcChy, SIMIencuy, 6onesnu Kpona u S3BeHHOTO KOMMTA
Ha (ore npumernerms KOK. :

Y JKEeHIIHH C HaCJICACTBEHHBIMI (bOPMaMI/I AHTHOHEBPOTHYECKOI0 OTEKA 3K30Ir€HHBIE 3CTPOTCHEI
MOTYT BEI3BIBATh MJIH YXYIINATh CAMIITOMBI aHTHOHEBPOTHYIECKOTO OTEKA.

OcTpble WM XpOHMYECKHE HapylleHHs (QYHKIMH TEYEHH MOTYT IOTPeGOBaTh MpEKpameHHs

npuéma npemapata Jpxec [hmoc [0 Tex 1mOp, [OKa MOKa3aTeNny (YHKINH [IEYeHH He BEPHYTCS K
HOpMe. Pelu[uB  XONECTATHYECKOM JKeNTyXH, DpasBHBINEHCS BIEpBEIE BO  BpeMS
IPEIIECTBYIOMER OepeMEHHOCTH HIH npe,ubmymero npuéMa TIONOBBIX TOPMOHOB, Tpebyer

IpeKpamenys npuéMa npemnapata JHxec ®Imoc.

Xots KOK wmor yT OKa3pIBaTb BIMAHHC Ha HHCYITHHOPE3HCTCHTHOCTE M TOJIEPAHTHOCTH K
TIIFOKO3¢E, HEOOXOMUMOCTH B KOPPEKIIHN NO3bI THIIOTITUKEMHUYICCKHX TIPEIapaToB y MallMEHTOK C
caxapHbIM mrabeToM, IIPUMEHAIOIMUX HHU3KOLO03UPOBAHHEBIE IIEPOPANIbHEIC KOHTPAIENTHBEI (<
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0,05 Mr sTHHWI CTpAnMONa), Kak IIpaBHIIO, HE BO3HUKAET. TeM He MeHee, xxeHIHHETC CaxApHBIM
mmabeToM NOJDKHEL TIATENbHO HabONATECS BO Bpems npuema KOK. 8 9 3 U - 2 U Y, O

I/IHOFIIa MOXXET pPa3BHTHCA XJI0asMa, ocobOeHHOo Y XCHIMWH C HAJIMYHUEM B aHAMHE3€ XJIOA3MEI

®
GepemeHHBIX. JKEHIMHEI CO CKIIOHHOCTHIO K XJI0a3Me BO BpeMs npreMa npenapara [xec [Dmroc
ROTDKHE! M30€Tarh JUINTETBHOTO IpeGhIBAHUSA Ha COJHLE M BO3NEHCTBUS yibTpadroneTosoro
H3ITy9EHU.

DonaTH MOTYT MaCKMpPOBATh HEXBATKy BUTaMuHa B12.
Hoxnunuveckue dannwvie no 6esonacnocmu

IIOKJIHHH‘IGCKI/IC JIaHHBIC, IIONIYYEHHBIE B XOJH€ CTaHNAPTHBIX HUCCHECIOBaHUIA AJs1 BBEIIBJIICHHS
TOKCHYHOCTH IIpH MHOI'OKpaTHOM l'IpI/IéMC A03 1Iperapara, a TakXe I CHOTOKCHYHOCTH,
KaHOEPOTeHHOTO ITIOTEHIMANIA ¥ TOKCHYHOCTH I PENIPOXYKTUBHOM CHCTEMEI, HC YKa3bIBAKOT Ha
Hamu4gue ocoboro puCKa st yenoBseka. TeM He MCHEE, cleayeT IIOMHHTH, YTO IIOJIOBEIE
TOPMOHEI MOTYT CIIoco6CTBOBATE POCTY HEKOTOPBIX TOPMOHO3aBUCUMEIX TKAHEl H OIIYXOJICH.

,Z[OKJIKHH‘I@CKI’IC JaHHBIC, IIOJIyJIEHHEIE B XOJe CTaHIAPTHRIX MCCIEeNOBAHUE IICBOMC(bOJIaTa
KaJIpIug OIS BBIIBJICHHS TOKCHYHOCTH IIpA MHOTOKpPaTHOM npuéme 1103 IIperapara, a Takxe
TCHOTOKCHYHOCTH M TOKCHYIHOCTH IJIA pEIPOOYKTHUBHOH CHCTE€MBI, HE YKa3EIBAIOT HA HAJIHUUE
ocoboro PHCKa JUIs 9eJIOBEKA.

Jlabopamopnvie mecmut

IIpuém mpemapara I[)Kec®ﬂmoc MOXCT BIMATE HA PE3YNBTATHL HEKOTOPHIX Ja6OPATOPHEIX
TECTOB, BKIIOWAS] [IOKA3aTeH QYHKIMH HeJeHN, IOYeK, IIHTOBMIHON XKeIe3bl, HalIOICYHHKOB,
KOHIEHTPAMIO TPAHCTIOPTHEIX GENKOB B IUIa3Me, I0KA3aTeNH YIIEBOHOrO o6MeHa, TapameTpr!
CBCPTEIBAHMSA KpOBH ¥ G(ubpuHOmm3a. M3MeHeHus OObIMHO He BBIXOOAT 33 IpPaHMIE!
HOPMAaNBHEIX 3Ha9eHWH. JIPOCHMPEHOH YBENHUMBAET AaKTHBHOCTE PEHHHA INMasMEl W
KOHIEHTPAILHIO aIbAOCTEPOHA, 9TO CBA3AHO C €r0 aHTHMUHEPAIOKOPTHKOMIHEIM 3(heKToM.

Cruorcenue agppexmusnocmu

OddexTuBHOCTE IiperniapaTa chec®Hmoc MOXeET OBITH CHI)KEHA B CIEMYIOIMX CIIyYasx: IpH
TIpOIYCKE PO30BBIX (TOPMOH-CONEPIKAITNX) TAONETOK, XKEITYy NOYHO-KUIIETHBIX PacCTPOHCTBAX BO
BPEMA IIpHEMA PO30BBIX (TOPMOH-CONEPHKAINMX) TablleTOK I B PE3yIbTaTe JIEKAPCTBEHHOIO
B3aUMOJIEHCTBUS.

Yacmoma u eévipasicennocms MEHCMPYQANbHONOOOBHBIX KpOGOMeyeH il

Ha ¢ome mpméma mpemapara I[)Kec®Hmoc B TEHUCHHE IEPBBIX HECKONIBKAX MECSLEB MOTYT
HaOJIONATECS HEPETyIIApHEIE (aImKITHYECKHE) KPOBOTEUEHHS U3 BJIATAIMING  («MaXKyIIuey
KPOBSHUCTBIE BBINCNCHHS H/HIM «IIPOPEIBHBIE» MATOUHEIE KpoBoTeyerus). Crenyer IpaMeHITs
CPEACTBA TUTHEHBI ¥ TPOJIODKATH IPHEM TabTIETOK, Kak 0659H0. OeHKa THOGEIX HEPETYIAPHEBIX
KPOBOTCYEHHH  NO/DKHA MpPOBOIMTECS IMOCTE  IIepHoza aZanTaluH, COCTABIIAIOMETO
NPUOIH3UTENEHO TPH IUKIIA.

Ecnu HeperynspHele kxpoBoTeuenus TIOBTOPAROTCS MIIM PasBUBAIOTCS IIOCNE IPEMITECTBYFOMUX
PCTYIIDHBIX LUKJIOB, CNEAYET IIPOBECTH TINATENBHOE OBCIENOBAHYE IUId  MCKITOYEHUS
3JI0Ka9CECTBEHHEIX HOBOOOPa30BaHH Ml GepeMEHHOCTH.

Omcymemeue ouepednozo mencmpyanshonodobrozo Kpogomeyenus

v HEKOTOPBIX JXEHIMUH BO BpEMA IpHEMa BCHOMOTATEIIBLHBIX CBETJIO-OPAHXXEBBIX TabJIETOK

®
MOXET HE DPa3sBUTBCS KPOBOTEUEHHE «OTMEHBI». Eciu npenapar [Dxec Ilmoc mpurmMancs
COITIaCHO pPEKOMCHZAIHUAM, MAllOBEPOATHO, UTO JKEHINMHA OepeMenHa. TeMm He MEHee, IpH

® .
HEpETyIIPHOM IIPAMEHeHHH npenapara [Dkec [Lmoc i 0TCyTCTBIM BYX HONPSA KPOBOTEUEHMIE
«OTMEHEI», IPHEM NIpenapaTa He MOXeT GBITh MPOJOIDKEH 10 HCKIIOUEHHS OepeMEeHHOCTH.

COTITACOBAHO
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Meouyuncxue ocmompuvi

Ilepen HAaYalIoM WM BO30OHOBIEHHEM NPHMEHEHUS Ipernapara He06§ogpxé000311axom£gi g
AHAMHE30M JXW3HH, CeMEHHBIM aHAMHE30M JXCHIIMHEBI, IIPOBECTH THATENbHOE (H3MKATbHOE
obcnenoBanue (BKmodas m3MepeHne AJl, 9acTOTHI CepIEYHBIX COKpallleHHH, ONpE/ENCHHE
UHZIEKCAa MAacCHl Teja, OOCleOBaHWE MOJOYHBIX JXEJe3), THHEKOJIIOTHYECKOe OOCIenOBaHME,
IIUTONOTMYECKOE MCClIeNoBaHne ImeWkn MaTKH (TecT no JlamaHukonay), MCKIIOYHTH

® ,
GepeMeHHOCTh. [Ipr BO306HOBNCHHY IpHeMa npenaparta J[xec ILoc 065EM TOIONHATENBHEIX
HCCIIeIOBaHMH M 9acTOTa KOHTPOJBHEIX OCMOTPOB OIIPEeNeNsIOTCS HHINBUAIYATILHO, HO HE pexe
1 pasa B 6 MecsiIeB.

®
Heobxo0umo umemsv e6udy, umo npenapam [lxncec Ilnioc He npedoxpanaem om BHY-
uH@exyuu u opyzux 3a601e6aHUN, NEPEOAIOU{UXCA NON0GbIM nymém!

Cocmoanua, mpedyruiie KOHCYIbmayu epaia

e Kakne-mi6o w3MEHEHMS B 3I0POBBE, OCOOEHHO BO3HHKHOBEHHE COCTOSHMIA,
IepedrCIeHHbIX B pa3aenax «lIpoTuBonokasanus» U «IIpuMeHEHHe C OCTOPOKHOCTHION;

o JloxamsHOE VIIUIOTHEHUE B MOJIOYHOM JXKeese;

e OpnHOBpeMEHHBIH ITIpHEM [OpYyTHX JIEKAPCTBEHHBIX  IpenaparoB  (CM.  TaKke
«B3anmopeicTBIE C APYTHMU JIEKAPCTBEHHEIMU CPEACTBAMHEN);

o FEcmu oxupaercs UIATENbHAs HENOABMXXHOCTH (HApUMEp, HA HIDKHIOK KOHEYHOCTD
HaJIOYKEH THIIC), IIaHKPYETCS TOCIHTANM3aIMs WK onepanus (1o xpaiineit mepe, 3a 4
HeJleNIH A0 TIpeAroiaraeMoit onepanyn);

e Heo6BMHO CHITFHOE KPOBOTEUEHHUE U3 BIIATANIHINA;

e Ilpomymena Tabnerka B HepBYIO HEAEMO NpU&Ma YIIAaKOBKM U OBLI [TONIOBOM KOHTAKT 3a
CeMb WK MEHee [HeH 0 3TOoro;

e OrtcyTcTBHE 0YEPENHOTO MEHCTPYAIBHONIONOOHOTO KPOBOTEUECHHUS B Pa3a HOAPAI HIIH
[IOIO3peHne Ha OepeMEeHHOCTE (HE CIENyeT HauWHATH IpHéM TaOlleTOK M3 CleNyFoIei
YTIaKOBKM O KOHCYJIBTAITUU C BpadoM).

CrenyeT npekpaTuTh IpHEM TabIETOK M HEMEIEHHO IPOKOHCYJIFTHPOBATRCA C BPAauoM, €CIIH
HUMEIOTCS. BO3MOXHEIE IIpH3HaKu TpoMm003a, MHGapKTa MHOKapa WIH HHCYIBT4: HeOOBIIHBIA
Kalmens; HEOOBYHO CHIBHAsg OONb 3a TPyOMHOH, OTHAoINas B JIEBYIO DPYyKY; HEOXHIAHHO
BO3HMKINAS ONBIUKA, HeoOB[MHAs, CHJIbHAsg M IJIMTENBHAS TOJIOBHAS OONb HWIH MPHUCTYI
MHTPEHH; YaCTHYHAs WIM HONHAas IOTeps 3PEHHS MK ABOSHHE B I7a3ax; HEWIEHOpas[elbHas
pedb; BHE3alIHBIE M3MEHEHHS CllyXa, OOOHJAHMS WM BKyca; TOJOBOKpYXeHHE HIH 0OMOPOK;
cnabocTh MM TIOTEps TyBCTBHTENBHOCTH B JHOOOH wacTh Tena, CHiIbHAs OOIb B JKHBOTE,
cuibHass 6OIb B HMDKHEH KOHEYHOCTH HIIM BHE3AMTHO BO3HHUKUIMM OTEK MOOOH M3 HYDKHEX
KOHEYHOCTEH.

b €pEMEHHOCTD H JJaKTanHusA

Ilpenapar [hxec® ILmoc NmpOTMBOMOKasaH BO BpeMs OepeMeHHOCTH. ECiE 6GepeMeHHOCTH
BEISIBIIETCS BO Bpems puema rpenapata xec® [Tmoc, mpemapat ciemyeT cpasy e OTMEHHTb.
Xenmunam nocne oTMeHel npemapata Jhxec® Ilmoc [OIDKEH GBITH PEKOMEHIOBaH
JOTIONHATENBHBIM prueM (OJIaToB.

Omnaxo oOMIVMpHEIE STUAEMUOTJOTMIECKHE UCCIENOBaHU He BBISBMIIM HUKAKOTO IOBHIIEHHOrO
pucka negexTOB pa3BUTHS Yy  OeTeH, PpOXINCHHBIX  IKCHINWHAMH, IONyYaBIOMMH
KOMOWHHpPOBAaHHEIE IIepOpaibHBEIE KOHTPAUECNTHBE N0 OepeMEHHOCTH, WM TEPaTOreHHOTO
neWcTBUSI, KOrga KOMOWHWPOBAHHBIE MEPOpAbHBIE KOHTPALENTHBB NPHHUMAINACH II0
HEOCTOPOXXHOCTH B paHHUE CPOKH OEPEMEHHOCTH.

COTIJTACOBAHO
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CymectByromue nammeie o pe3ynpTaTrax Ipuema npena;&g \-‘llgec‘m I%ngcng BpeMs
GepemMeRHOCTH Orpamidens], Wro He mO3BOMZET CoCmaTe KakWe-TO BEIBOABI O BIIHSHHY
lIpeuapata Ha TEUCHHE GEPEMEHHOCTH, 3TOPOBbE HOBOPOXIEHHOrO M Imrona. Kakwe-mi6o
SHAYUMBIE STMHUIEMUONOTHYECKAE AAHHBIE II0 npenapaty Jhxec® IImoc B HacTosmee BpeMs
OTCYTCTBYIOT.

IlpueM xoMGMHHpOBaHHBIX TICPOPAIILHBIX KOHTPALENTHBOB MOXET yMEHBIIATH KOJIH9ECTBO
TPYIHOTO MOJIOKA H M3MEHSTE €r0 COCTAB, [TOSTOMY, HX HCIONE30BAHUE HE PEKOMEHLYETCS 110
TIPEKPAICHUs IPyAHOro BekapmimuBarms. HeGonsmoe kxommaectso IONOBEIX CTEPOHIOB W/HiH
HX METab0JIATOB MOXKET BEIBOLUTECS C MOIOKOM.

Binsane na emoco6uocrs YUPaBJIATE aBTOMOOHIIEM H TEXHHK O

®
He coo6manocs o CIIy9asX HeOIArompUATHOTO BITHSHHS npenaparta J[xec ILmoc Ha CKOPOCTH
[ICHXOMOTOPHBIX DpEakIlUil; MCCIeNOBaHMY 10 H3YICHHUIO BIMSHHS IIperiapara Ha CKOpOCTH
TIICHXOMOTOPHEIX peaknuii He IIPOBOMIIOCE.

®opma BbImycka

Tabnerky, noxpeITEe MmTeHOUHOM 060110KOI. Habop: 24 posoprie TabNETKH, MOKPHITEE
NIEHOYHOM 060JI0YKOiH, 1 4 CBETIIO-OPAH)XEBEIE TAGNIETKY, NOKPHITHIE MIEHOYHOMN obonouxoii, B
Oimcrepe u3  Qoneru BBICOKOOapeepHOt. 1 6muctep Bkneen B KHIKKY-PacKIafy Ky
KapTOHHYX0. 1 KHWXXKa-packiajymka BMecTe c CAMOKIIEAIIMCS  KaneHAapeM INpHeMa u
HHCTPYKITMEH 10 IPUMEHEHUIO 3aII€9aTalEl B HPO3PaYHYIO MIIEHKY.

YenoBus xpanenus

XpaHHUTB IPH TeMIepaType He Bemme 25° C & HCIOCTYIIHOM 1IJIs fieTelt MecTe.

Cpoxk rogrocTn

3 rona. He nmpuMensTs 10 HeTeuennm CpoKa rogHocTu!

Yenosus OTITYCKA U3 alTeK

ITo peuenry.

Ilpoussopgurtenns

Baitep Beitmap I'm6X u Ko KT ,

He6epaitnep mrpacce 20, D-99427, Betimap, I'epmannus
Bayer Weimar GmbH & Co.KG,

Dobereiner Str. 20, D-99427 Weimar, Germany

HomomuurensHyro HH()OPMALHIO MOXKHO HOJIYH TS 10 afpecy:
220089 Musgck, np-T J[3epxuHCKOoro, 57, mom.54, 14 stax.
Ten: + 375 (17) 2395420 (30), daxc: + 375 (17) 2395439

COI'TACOBAHO |
A HHMG‘I‘EPC’I’BOM 3JIPABOOXPAHEHHH E
PECTIVBJINKU BEJAPYCEH

Hpuxaz Munucrepersa JAPABOOXPEilCHUA
PecnyGnuxn Benapycs

var. 2.2_23.07.2019 25



