COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TIPEITAPATA "/04)

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

ITnaanXenc ne3o 30, 150 Mxr + 30 MKT, TaOIETKH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByto1IME BEUIECTBA: A€30Te€CTPEN + STUHWIACTPAAUOI.

Kaxxnas Tabnetka cogepxut 150 Mkr ge3orectpena u 30 MKT STHHAIICTPAAUOINA.
BcnomoratenbHble BelllecTBa, HaMYUE KOTOPBIX HAJ0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npenapara: MaIbTHTON (cM. pa3aens 4.3., 4.4.).

[TonHbIl TepeyeHb BCIIOMOTaTeIbHbBIX BEMIECTB MPUBEEH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TalOmeTku.

Kpyribie muiockonummHapudeckie TabaeTku 0eI0ro win o4ty 0eoro 1BeTa, ¢ packom.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHusl K IPUMEHEHHUIO

JlekapcTBennsiii npenapat [InannKenc gezo 30 mokazaH K MPUMEHEHHUIO Y B3POCIBIX JKEHIIMH
crapuie 18 ner B kauecTBe NEPOPATIbHON KOHTPALICTIIUH.

4.2. PesxuM 103MpPOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

TabneTku crnenyer MpUHMMATh BHYTPb B IOPSJIKE, YKAa3aHHOM Ha YIAaKOBKE, KaXAbIH JEHb
NpUOJIU3UTENBHO B OJTHO U TO K€ BpeMs, 3anuBasi HEOOJIbIIUM KOJIUYECTBOM Bobl. [IpuHuMars
no 1 tabnerke B neHb B TedeHue 21 aua. [Ipuem Tabnerok U3 ciemyroniel yIakoBKH CIEIyeT
HAa4YMHaTh 4Yepe3 7 JAHEH Mociie OKOHYaHUS Npeablaylied. B Tedenue 3Tux 7 qHEd IPOUCXOAUT
MEHCTPYaJIbHOTIOA00HOE KpoBOoTedeHHE. OOBIYHO OHO HAaYMHAETCS Ha 2-3 JIeHb TOCIe MpueMa
nocieAHel TabJeTKu U MOXKET He MPEeKPAaTUThCA 10 Havaja mpuema TabJeTOK U3 cleayrolen
YIaKOBKHU.

Kanennapnas ymakoBka comepkuT 21 TabneTky. YHakoBKa TakkKe COACPKUT OJIOK HaKJIIeek,
COCTOAIIMN U3 7 CAMOKJICAIUXCS MOJIOCOK ¢ OTMEYEHHBIMHA HAa HUX HA3BaHUSIMU JHEU HEIENH,
HEeoOXoauMBIM 11 odopMieHUsT KaleHaaps npuema. HeoOxomumo BeIOpaTh MOJIOCKY, TIE
NEepBbIM YKa3aH TOT JIeHb HENENH, B KOTOPBI HayMHaeTcs mpueM Tabnetok. Hampumep, eciu
Hayajo npuemMa TaOJeTOK MPHUXOAUTCS Ha Cpely, CIeAyeT HCIOJb30BaTh MOJOCKY, KOTOpas

HaumHaeTcs co «Cp.» (puc.l).
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BeiBepuTe Hakneliky, COOTBETCTBYHOLLYIO HA3BaHMIO OHA NpUeMa nepeoi TabneTku,
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[Tomocky HakiIenBalOT BIOJb BEpPXHEH YAaCTH YIAKOBKU Tak, 4TOObI 0003HAUEHHE MEPBOTO JHS

HaXOJIUJIOCh HAJl TOW TaOJIETKOM, Ha KOTOPYIO HaIlpaBjieHa CTPEIKa C HAIMMUChIO «CTapT» (puc. 2).
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Teneps BUIHO, B KAKOW JIEHb HEJCNH CIEAYET MPUHATH KXY Ta0IeTKy (puc. 3).
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Crnenys HamnpaieHuto crpenok, npunumaiite [InanuXenc ne3o 30 B teuenue 21 gus. [Ipuem

CJIEyIOIIeH YyIaKOBKM HEOOXOIMMO HAYMHATh Ha §-Oi JIeHb Iocje 7-AHEBHOTO MepephiBa, BO

BpeMsi KOTOPOTO OOBIYHO Pa3BUBACTCS MEHCTPYAIBHOINOJ00HOE KPOBOTEUEHHE (KPOBOTECUCHHUE

«0TMeHBI»). Kak mpaBwmiio, 0HO HauyWHaeTcs Ha 2—3 JCHB IMOCJe MpueMa MocleaHel TabaeTKu
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KOHTpAIIETITUBA U MOXKET HE 3aKOHYHUTHCS J0 Hadaja h@&éh&%@ﬁﬁ%ﬁ&o

11_0:' élJ;I/IPc‘tr.'epa.

[Ipuem TabneTok W3 HOBOW YMAKOBKU CIEAyeT HAUYMHATH B OJMH WU TOT K€ JCHb HEMIEeNH,
COOTBETCTBEHHO KPOBOTCUCHHE «OTMEHBD» OyNeT Ka)XIbli MecsI] MPUMEPHO B OJHO M TO KE
BpeMs.

Croco0 rmpuMeHeHus

Kax nayunams npuem npenapama IlnanuKenc deso 30

Ecnu copmonanvuvie koumpayenmugbl He NPUMEHSIUCL 8 MeYeHue NoCaeone20 mMeciya

[Tpriem TabneTok MOJKEH HAYMHATHCA B 1 JI€Hb MEHCTPYalbHOTO LIMKIA (T.€. B NEPBBIN JI€Hb
MEHCTPYaJIbHOTO KpOBOTeUEHHMs). MOKHO HavaTh MpHUEM Tpernapara Ha 2-5 JeHb UK, HO B
TAaKOM CIIy4yae CJIEIYeT HCIOIb30BaTh JOMOJIHUTENBHBINA (OapbepHbIii) METOJ KOHTpALENIUU B
TEUEHUE MEePBBIX 7 JHEH mpremMa TabJIeTOK B IEPBOM LIUKIIE.

Iepexoo ¢ kombunuposanuwvix 2opmonanvhvlx kKonmpauenmueos (KI'K) (kombunuposanno2o

nepopaibHo20 KOHmpauyenmued, 86a2UHAIbHO20 KoJlbua uiu mpancdep/waﬂbnozo I’l]ldCl’l’lleﬂ)

Cnenyer Hauath npuem mnpenapata [InanuXenc nezo 30 Ha cienyromuid AeHb MOCIE MpUEMa
MOCNIEAHEH AaKTHUBHOW TaOJIETKH paHee NPHUMEHSIEMOT0 KOMOMHHPOBAHHOTO TIEPOPaIHLHOTO
koHTparnentuba (KOK) (mocnenuss Tabierka, coaeprxarias akTHBHBIE BEIIECTBa), HO HE MO3IHEE,
YeM Ha CJeIyIONIMH JIeHb MOocie OKOHYaHMsI OOBIYHOTO NEpephiBa B MpHEMe TaOJIETOK paHee
npumensiemoro KOK wnmm Ha crnepylomuid JieHb MOcie NpUeMa MocienHed TalleTku, He
coJleprkanieil TOpMOHbI. B ciyyae mpUMeHEHHUs BariHAIBHOTO KOJBIA WIH TPAaHCACPMATbHOTO
IJIACTHIPS cleayeT HavyaTh npuem npenapata [InannKenc ne3o 30 B 1eHb UMX yIajeHHS, HO HE
MO3/IHEE TOTO JHS, KOTJa JOHKHO ObUIO OBITH BBEIEHO HOBOE KOJIBIO WM CAENIaHa CIEAYIomas
ATNTUTAKAITHS TUIACTBIPS.

Ecnu sxenmuna npaBunbHO 1 perysipao npumensiia KI'K u yBepena B ToM, 4To He OepeMeHHa,
OHa MOJKET NepeiTH Ha mpuMeHeHue npenapara [InannXXenc nezo 30 B m000ii 1eHD HUKIIA.

Hu B koem ciydyae He cieoyeT NpEeBbINIaTh PEKOMEHAYEMbI Oe3ropMOHANIbHBIA HHTEpBal
IPEbIAYIIEr0 METO1a.

Hepexoc) C npenapamaos, CO@QD[)/CCIIMMX MOJIbKO npocecmacer (((MMHM-I’ZI/UZM)), UHBEKYUU,

UMAIAHMAam), Wil ¢ npo2ecmazen-evlceoboxcoarowiel sHympumamoyuynou cucmemol (BMC)

JKennuHa, npuHUMAKONAs «MUHU-TIIINY, MOXKET NMeperTn Ha npueM npenapara [lnanuXenc
nezo 30 B 1000 AeHb, mpuUMeHstomas uMIUTaHtaT wim BMC — B J€Hb WX yJaJCHHUS,
MPUMEHSIIOIIAs TIpenapar B BUJIE MHBEKIUNA — B JIEHb, KOT/Ia TOJDKHA OBITH CIIEIaHa CIIeAYIOas
nHbeKIMs. Bo Bcex ciaydasx B TedeHHe nepBbIX 7 qHel npueMa npenapata [nannXXenc nezo 30
CJIeIyeT UCIOJIb30BaTh JOMOIHUTEIbHbIE OAPBEPHBIE METOAbI KOHTPALICTIIIUH.

Ilocne a6opma 68 nepeom mpumecmpe 6€D€M€HHOCmu
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Kenmuna MoXXeT HAUMHATH IPUEM TIperapaTta k eMenneﬁg&l -B‘lgﬁéﬁg% ':Ego-%i(;%c})cm

HCIIOJIBL30BaTh KaKHe-IH00 AOMOJHUTCIIBHBIC MCTOAbI KOHTPALCIIIINH.

Ilocne D0006 ujau a60pma 60 6MOPOM mpumecmpe 6€D€M€HHOCWIM

Jnst kopMsiux matepen cM. pasaen 4.6.

[Ipu OTCYTCTBUM WM MPEKPALLEHUH IPYTHOIO BCKAPMIIMBAHHUS CIIeIyeT HauaTh IPUEM Ipenapara

He paHee 21-28 aHs mocie poaoB Wik abopTa BO BTOpoM TpuMecTpe 6epemenHoctu. [Ipu Havase

npuema npemnapara B 0ojiee o3 HIe CPOKH CIIEAyeT B T€UEHUE NEPBbIX 7 JHEH MpreMa rpernapara

[TnanuXXenc ne3o 30 MOMONMHHUTENBHO HCIOIB30BaTh OapbepHBIC METONBI KOHTpaleniuu. B

T000M clydae, €clid y KEHIIMHBI TI0cie poAoB Win abopta 10 Hadana npuema KOK yxe Obun

CEeKCyallbHbIe KOHTAKTHI, CJIeyeT UCKIIOYUTh OEpeMEHHOCTh JI0 Havyajla mprueMa mpernapara Win

HOJOKAATh J10 NepBoi MeHCcTpyauuu. [Ipu Bo3oOHOBNIEeHNN IpuMeHeHus penapaTa [TnanuXXenc

ne3o 30 HeoOXoauMO NPUHMMATh BO BHUMAaHHE TMOBBINICHHE pHUCKA Pa3BUTHS BEHO3HOM

Tpomb0osIMO0snu (BTD) B mocnepomoBom neprose (cm. pazaen 4.4).

Kax nocmynamy 6 ciyuae nponycka ouepeonoeo npuema npenapama

Ecnmu mnpuem ouepeaHoil TabnmeTku 3ajaepkaH MeHee 4YeM Ha 12 4yacoB, HaJIeXKHOCTb

KOHTpALIENIIUU He CHIkaeTcs. JKeHIuHe cleyeT NpUHATh TabJeTKy, KaK TOJIBKO OHAa 00 3TOM

BCIIOMHMJIA, a MOCJIeAyIoIre TabJeTKu MPUHUMATh B 00OBIUHOE BpeMsl.

Ecnmu mnpuem ouepenHoit TabieTku 3aaepkaH Oosiee 4yeM Ha 12 4YacoB, HaIEKHOCTb

KOHTpAIICTIUN MOXKET ObITh CHIKEeHa. B 3TOM cityuae ciiefyeT pyKOBOJCTBOBATHCS CICAYIOIIMMHU

JBYMsI IIPABUJIAMH:

1. [TpueM TabieTOK HUKOT1a HEJIb3sI MPephIBaTH OOJiee YeM Ha 7 JHEH.

2. JIns aneKkBaTHOTO MOJABJICHHS TUIOTAIAMO-TUITO(PH3aPHO-IMYHUKOBOM CUCTEMBI HEOOX0IUMO
NpUHUMATh TabJIeTKU 7 THEW MO,

[[ukIMYHOCTE MpHeMa Ipenapara nojapasyMeBaeT 3 Henenu npuMeHeHHs. COOTBETCTBEHHO

MO>KHO JIaTh CJIEAYIOIINE PEKOMEH AN

o Heoena 1

Kenmune cnenyer NpuHATH MPOIMYIIEHHYIO TaOJIETKY, KaK TOJILKO OHa 00 3TOM BCIIOMHMJIA, JaXe

€CJIM 3TO 03HAYACT IIPUEM JIBYX TaOJIETOK OJHOBPEMEHHO. 3aTeM CIIEAYET NMPOIAOKUTH IPHEM IO

00bIyHOM cxeme. JlOMOJTHHUTENBHO CeNyeT HCIOJIb30BaTh METOJ OaphbepHON KOHTpPALCIIHH,

HanpHUMep, Ipe3epBaTuB, B TeUEHUE cleayomux 7 aHel. Ecnu y skeHIHbI OblTH CeKCcyalbHbIe

KOHTaKTbl B TEYEHHE MPEAIIECTBYIOIIMX 7 JHEH, CIEAyeT YYHUTBIBATH BO3MOKHOCTH

6epemenHocTu. Yem Oostbliie TabIETOK MPOITYIICHO U YeM OJInKe IepephiB B IpUEMe Mperapara

K MOMEHTY CEKCYaJIbHOTO KOHTAKTa, TEM BBIIIE PUCK OEPEMEHHOCTH.

° Heoens 2



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.01.2025 Nz 828

Kenmune cnenyet NpuHATH MPOIMYIICHHYIO TaOIETKY, Ka'lEl %;rbm; i%é_ g[%kfll_lg'c;r'romlalnalrl'ﬂame

€CJIM ATO O3HAYAET MPUEM JBYX TaOJIETOK OJTHOBPEMEHHO. 3aTeM CIeIyeT MPOIOJIKUTE MPUEM TI0

oObryHOM cxeme. [Ipu ycnoBuu, 4To KEHIIMHA TPUHUMAaIA TaOJIETKU BOBPEMS B TCUCHHE 7 THEH,

MPEIUIeCTBYIOIUX MEPBOW MPOMYLIEHHOW J03e, HET HEOOXOAMMOCTH HCIIOJIb30BaTh

JOTIOTHUTENIbHBIE (HErOPMOHAIbHBIE) METOJbl KOHTpAalEeNuu. B MpOoTUBHOM cilydyae WU B

cIy4ae, €CIH JKCHIIWHA MpomycThiaa Oombine, yeM | TabnmeTKy, cleayeT HCIOIb30BaTh

JIOTIOJIHUTEIbHBIE METO/Ibl KOHTPALICTIIIMK B TEUCHUE CIACAYIOMIMX 7 THEH.

o Heoens 3

HaznexxHocTh KOHTpaleniuyu MOKeT ObITh CHHYKEHa M3-3a MOCJIEIYIOIIEro MepephiBa B MprueMe

mpernapata. JTOr0 MOXHO HM30eXaTh, aJanTUpys cxeMy mpuema npemapata. Ecmu

BOCTIOJIb30BAThLCS JIIOOOM M3 JIBYX HUXKECIEAYIONUX CXEeM, HET HEOOXOIMMOCTH HCIIOJIb30BaTh

JOTIOTHUTEIFHBIE MEPhl KOHTPAICIMA TPU YCJIOBUH, YTO JKEHIIMHA MPUHUMANA Ta0JIeTKH

BOBpEMSI B TCUECHHE 7 THEU, TPEIIECTBYIONINX IEPBOM MPOIMYILIEHHOU A03¢. B mpoTHBHOM city4yae

PEKOMEHIyeTCsl TAK)KE BOCIIOJIB30BATHCS OJJTHOM U3 ABYX HUKECIEAYIOIIMX CXEM U UCIOJIb30BaTh

JIOTIOJIHUTEIbHBIE MEPbI KOHTPALIENIUU B TEYEHHE MMOCIEAYIOINX 7 THEH.

1. XXenHmuHe ciieqyer NpUHATH IPOMYIIEHHYIO TabJeTKy, KaK TOJIHKO OHa 00 3TOM BCIIOMHHIIA,
JaKe €ClId 3TO 03HAYaeT MPUEM JIBYX TaOJIETOK OJHOBPEMEHHO. 3aTeM CIIeIyeT MPOJAOKHUTh
npueM 1o oOblyHOM cxeMe. HoBy1o ymakoBKy ciieyeT HauhHaTh, KaK TOJIBKO 3aKaHYUBAETCS
TEKyIllas YMaKOBKa, T.€. HE CJIEAyeT JeNaTh MepephiBa MEKIy yHakoBKaMu. BeposTHOCTH
BO3HMKHOBEHHUS «KPOBOTEUEHHUSI OTMEHBD» /10 OKOHYAHUsI BTOPOM yHaKOBKH HEBEJMKa, HO B
HEKOTOPBIX CIy4asiX MOTYT BOSHHKATh «MaKYIIHE» WIH OOWIbHBIE KPOBSIHUCTHIC BBIICICHUS
elle BO BpeMsl pueMa rpernapara.

2. JKeHnmHE MOXHO PEKOMEHJIOBaTh MPEKPATUTh MPUEM Mpenapara U3 TEKYIIEH YIMaKOBKH.
Kenmuue cnegyer caenarb mnepepblB B npueme mnpenapara IlnanuXenc nezo 30
MPOJOKUTEILHOCTHIO HE Oosiee 7 THEH, BKIIIOYasl THU, KOTAa OHa 3a0bUTa MPUHSITH Ta0JICeTKH,
a 3aTeM HayaTb HOBYIO YIIAKOBKY.

[Ipun nmpomycke mpuema mpenapara M HOCIEIYIOIEM OTCYTCTBUU «KPOBOTEUYEHHSI OTMEHBD» B

OnmmxaiiiieM mepepbiBe B MpUEME TAOJIETOK CIEAyeT YYUTHIBATh BO3MOXHOCTh HACTYIUICHUS

OCepeMEHHOCTH.

Pexomenoayuu 6 cnyuae 603HUKHOBeHUSA dHCENTYOOUHO-KUULEUHBIX PACCIPOUCME

B cnyuae TspKenbIX jKenyJA0YHO-KUIIEYHBIX PacCTPOMCTB BCACHIBAHWE MOKET OBITH HEIOJIHBIM,

MO3TOMY CJEAYyeT MPUHATH NOMOJHUTEIbHBIE MEpbl KOHTpauenuuu. Eciu pBoTa BO3HHMKAET B

TeueHue 3-4 4YacoB Mmociie Impuema Mpenapara, clIeAyeT BOCIOJIb30BAaThCA PEKOMEHIALUAMM,

KacalolUMHUCS MPOITyCKa OYepeHOro MprueMa rnpenapara. Eciiu skeHIIHa He X0YeT MEHSITh CBOIO
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OOBIYHYIO CXeMY MPHUEMa, TO OHA JIOJDKHA MPUHATH HOH()‘J]I]-III_ZITjCHEFHDI::[%‘G‘J'E':PNwJTIII/I ¥a76nleTl'}<'1i/1') u3

JIPYroil yIIaKOBKH.

Kak usmenumu cpox nacmynienus MeHCmpyaibHOR000OH020 KPOBOMEYEHUS.

J171s TOro 4TOOBI OTCPOUUTH MEHCTPYATLHOMO00HOE KPOBOTEUEHHE, CIIEAYET POI0JIKATH IPUEM
TabneTok u3 apyroi ymakoBku mpenapara I[lmanuXXenc me3o 30 6e3 oOBIYHOTO TEepephiBa B
npueme. OTCPOUUTH MEHCTPYalbHONOJ00HOE KpPOBOTEUEHHE MOXKHO Ha 1000 CpOK [0
OKOHYaHHUsI TaOJETOK M3 BTOPOM YMAaKOBKU. B 3TOT mepuon y >KEHIIMHBI MOTYT BO3HMKATb
«Maxyllue» Wik oOWJIbHBbIE KPOBSHUCTHIE BblaenaeHus. [Ipuem mpenapara mo oObIYHON cxeme
clelyeT BO30OHOBUTH MOCTIE 7-THEBHOTO UHTEPBAJa B pUEME.

st Toro 4toObl CMECTHTH JI€Hb Hadajla MEHCTPYaJlbHOMOJOOHOTO KPOBOTEUEHHS Ha JPYrou
JIeHb, MOXXHO COKPAaTUTh OOBIUHBINA NEpEphIB B MpUeMe TAOJIETOK Ha CTOJBKO JHEW, Ha CKOJIBKO
HeoOxoauMo. YeM Kopode MepepbiB, TEM BBIINIE PUCK OTCYTCTBHS MEHCTPYalbHOINOAOOHOIO
KPOBOTEUYEHHsSI B TIEpepblBE€ M BO3HUKHOBEHHS OOWIBHBIX WIH «MaXYIIUX» KPOBSHUCTHIX
BBIJICJICHUI BO BpeMs Mpuema TaOJleTOK M3 BTOPOH YMAaKOBKH (KaK M B CIlydyae OTCPOUYEHHOTO
HACTYIJICHHUS] MEHCTPYaJIbHOMOJOOHOT'O KPOBOTEUCHH ).

4.3. [IpoTuBONOKA3aAHUS

Kak u nna npyrux KI'K, npumenenue ne3orectpesia + STUHAIACTPAAMO0IA MPOTUBONOKA3aHO TIPU
HaAJIMYMHU JTI000T0 13 3a00JI€BaHNI/COCTOIHNI/ (PaKTOPOB PHCKA, IEPEUNCICHHBIX HUXKE.

e Benosnsiii TpoM603 mim TpoM60sIMO0aus (BTJ), B TOM ymcie, TpoM003 rTyOOKHX BEH
(TI'B), Tpomb0sMO0mwst terounoit aprepun (TDJIA), B HacTosIIIee BpeMs UM B aHAMHE3E.

e AprepuanbHblii TpoM603 wiu TpomMO0odMOous (ATD), B ToMm urcne uHApKT MHUOKapAa,
UHCYJIBT; WJIA TPOAPOMANIbHBIE COCTOSIHUSA, B TOM YHWCIIE TPAaH3UTOpHAS HIIEMUYECKas
aTaka, CTEHOKap/us, B HACTOsIIEe BpeMs WIH B aHAMHE3E.

e BrisBieHHas HACJCACTBEHHAs WIM MPUOOpETEHHAs! MpeapacnoiiokeHHocTh kK BTO wnn
ATD, BKJTIOYAs PE3UCTEHTHOCTh K AKTUBHUPOBAHHOMY MPOTEUHY C,
runeproMonucTenneMuro, neuut anrutpomouna I, nepunurt nporenna C, neguur
npoteuHa S, antudochonunuaHbie aHTUTENA (AaHTUTENA K KapAUOIHUIIMHY, BOTYaHOYHBII
AQHTHKOAryJISHT).

e Hannune MHOXECTBEHHBIX (PaKTOpOB BBICOKOTO pucka pazButus BTD mmu ATO (cm.
pazznen 4.4.) Wi OHOTO CEPbE3HOTO (PAKTOPa PUCKa, TAKOTO KaK:

— caxapHblii 1uabeT ¢ nMabeTuYecKol aHTHOTIaTHEH;

—  TsKelas AUCIUIONPOTEUHEMUS;

— HEKOHTpoJIpyeMasi apTepHajbHas THrnepTreHsus (aprepuanbHoe nasienue 160/100
MM PT.CT. U BBIIIIE).

e MurpeHsb ¢ 04aroBoi HEBPOJOTHUYECKOM CUMITOMATUKON B aHAMHE3E.
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OO0murpHOe onepaTuBHOE BMEMIATEIbCTBO C

4.4.).

[TankpeaTuT (B T.4. B aHAMHE3€), CBSA3aHHBIN C BBIPAKEHHOU TUIIEPTPUTIUIICPUIECMUCH.
Tsoxenple 3a00y1eBaHuUS TICYCHH (710 HOpMAJIM3AIUU TIoKa3zaTesel (yHKIUK TTeYeHH ), B T.4.
B aHaAMHe3e.

Onyxomu nedeHu (100poKaueCcTBEHHbBIE U 3JI0KAYECTBEHHBIE), B T.U. B aHAMHE3e€.
['opMOHO3aBHUCHMBIE 3JI0KaYECTBEHHbIE HOBOOOpPA30BaHUSI IOJIOBBIX OPraHOB WJIU
MOJIOYHOM >KeJie3bl (B T.4. MMOJA03PECHUSI HA HHX).

[M'mneprnasust SHIOMETPHS.

KpoBoTeuenne u3 Bnarajivina HesiCHON 3THOJIOTHH.

bepeMeHnHOCTS (B T.4. IpeAmnoaracmas).

[Tepron rpy1HOTO BCKapMITUBAHUSI.

l'umep4ayBCTBUTENHHOCTS K JI€30T€CTPENY H/HIN 3TUHUIACTPAAUONY WU K JTIOOOMY H3
BCIIOMOTaTENbHBIX BEIIECTB Mpenapara.

Bozpact 1o 18 mer (oTCyTCTBYIOT aAaHHBIE 1O 3((EKTUBHOCTH M 0E€30MacCHOCTH
NPUMEHEHUS KOMOMHAIMM J1€30TeCTPENI+ITHHUIICTPAIUON Y JAEBOYEK-TIOJPOCTKOB B
Bo3pacte 10 18 ner).

CoBMecTHOE NpPHUMEHEHHE C MPOTHBOBHUPYCHBIMH IMIperapaTamMu NpPsSIMOTo JeHCTBUS,
coJiepKalIMU OMOUTACBUP/TTApUTATIPEBUP/PUTOHABHUDP U acalyBup (cM. pazzaensl 4.4. u
4.5.).

HacnenctBenHast HemepeHOCUMOCTh (PPYKTO3BI.

[Ipu BO3HUKHOBEHHH JIFO00TO M3 3a00JIeBaHMI/COCTOSIHUM/(haKTOPOB prucKa HA (OHE TPUMEHEHUS

npenapara, mpueM mpenapara cieyeT HeMeJICHHO TIPEKPATUTh.

4.4. OcobOble yKa3aHUsl 1 MepPbl PEAOCTOPOKHOCTH NPHU NPHMEHEHHH

C 0CTOPOKHOCTBIO

Ecnu kakue-nmu60 u3 coctostHuil/ 3a00sieBanmii Win (aKTOPOB PUCKA, YKa3aHHBIX HUKE, HMEIOTCS

B HACTOSIIIEE BPEMsl, CJIEyeT MPOBECTH TUIATEIbHYIO OIICHKY 0KHIAaeMOM MOJIb3bI K BO3SMOKHOMY

PUCKY IIPUMEHEHMS [e30recTpenia + dTUHWIDCTPAAUOJIA Ul KaKI0M KEHIMHbBI UHAUBUILYAJIBHO

¥ 00CYyAMTH 3TO JI0 HAaYaja pueMa rnpemnapara:

— (dakTopsl prcKa pa3BUTHs TPoMOO3a B TpoMOOIMOOIUi (KypeHHue, Bo3pacT crapiie 35 JerT,

HaJM4He B CEMEMHOM aHAMHE3€¢ BEHO3HOTO WM apTepHUaIbHOTO TPoMO03a/TpoMO0IMO0INHN

WIN TIPEPaACHONOKEHHOCTh K Tpombo3aM (TpoMOO3bl/TpoMO03MO0INH Y KOTo-Tubo u3

ONMKalIIMX POJICTBEHHUKOB (pOAMTENCH, OpaTbeB WK cecTep) B Bozpacte menee 50 jer),

OXHMpeHue (MHAEKC Macchl Tena >30 Kr/m?); AUCIHIONPOTEMHEMHS; KOHTPOIHpyeMas
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HEOCJIO)KHEHHBIE 3200JIeBaHUs KJIAlIaHOB cepAla; GUOPMIIAIMS IpeacepaAnit);
— BapUKO3HOE PACUIMPEHHE BEH, TOBEPXHOCTHBIN TpoMOO(ieouT;
—  TIOCJIEPOJOBbIN MEPUO/T;
— caxapHblii 1uabeT 6e3 COCYIUCThIX HapYyIICHHH;
— CHCTEMHas KpacHas BOJIYaHKa,
— TEMOJHUTHKO-YPEeMHUUYECKHI CUHIPOM;
— XpOHHMYECKHE BOCHAJIUTENbHBIC 3a00jeBaHus KulneyHuka (Oosie3ub KpoHa uimu si3BEHHBIH
KOJIUT);
—  CEpHOBUIHO-KJIETOYHAS aHEMHUS,
— TUnepTpuriuuepuaeMus (B T. 4. B CEMEHHOM aHaMHe3e);
— OCTpple U XpOHMYEcKHe 3a0oyieBaHHMS T€YEHH, B TOM UHCJIE BPOXKJICHHBIC
runepomupyOonHeMun (P HOPMAJIBHBIX MOKa3aTes X QyHKIIUN ITeUEHN ).
[Ipn Hamuuuu mOOBIX W3 TEPEUYUCIICHHBIX HUXKE COCTOSHUI/3a00JeBaHM/(PaKTOPOB pHUCKA
CJIelyeT MPOBECTH TIIATEIbHYIO OLIEHKY COOTHOLIEHUS «10b3a-puck» npumeHenust KI'K. Otor
BOIIPOC CJIeyeT 00CYIUTh C KEHILHMHOM ellle 10 Hayaia mpueMa rpenapara. B ciyudae oboctpenus
3a0ofieBaHUM,  yXYAIIEHUS  COCTOSIHMSI ~ WM TOSBJICHHMS ~ NEPBBIX  CHMIITOMOB
cocTosiHUI/3a00NeBaHuil WK (PAKTOPOB PUCKA KCHIUHE CIIEyeT HEMEIJIEHHO OOpaTUThCS K
Bpauy Ui pelIeHHs BOIpoca 0 MpeKpalieHny nprueMa npemnapara. B atom pazaene repmun KI'K
OPUMEHSIETCA NpPU HAJUYMM JAaHHBIX KakK JUIsl TMepopajbHBIX, TaK W Uil HENEepOpabHBIX
KoHTpauentuBoB; TepMuH KOK npumensieTcst npu Hamu4uK JaHHBIX TOJIBKO JUIS ITEPOPaTIbHBIX
KOHTPAIICTITUBOB.

Puck paszsutug BTO u ATD

e B Xxozme »5>NuMIEMHOJIOTMYECKHUX HCCIEAOBAaHMM ObUIa YCTaHOBJIEHA CBSI3b MEXKIY
npumeHenneM KI'K u yBenumueHumem pucka pa3BUTHS apTepUATBHBIX U BEHO3HBIX
TpoMOO030B U TPOMOOIMOOINHA, TaKNX KaK MHPApKT MHOKapaa, HHCYIsT, TI'B u TOJIA.
JlanHbie 3a001eBaHMs HAOJIIOMAOTCS KpaifHE PEIIKO.

e [Ilpumenenne moboro KIK cBs3aHO ¢ TOBBIIEHHBIM pUCKOM pa3Butus BTD,
nposieisttoeiics kak TI'B w/unmu TOJIA. Hanbonwsmmii puck pazsutust BTO nabmonaercs
B nepBelii rox npumeHeHust KI'K. IloBwllieHune pucka pa3BUTHS 3TOTO OCIOKHEHUS
HaOmroaercst u npu Bo3ooHoBienun npumenenus: KI'K mocne nepepeiBa B 4 Hepenu u
Oounee.

e [IpuMeHeHHe JIEKapCTBEHHBIX IpENapaToB, COJEpXKAIIUX B KadyecTBE IporecrareHa
JIEBOHOPIe€CTpEN, HOPreCTUMAT WIM HOPITHCTEPOH, CBA3aHO C HAUMEHBIIUM DPHUCKOM

pazsutuss BTO. Ilpumenenne HuskonosupoBanHelx KOK, coxepkanmx Tperbe
8
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COOTBETCTBYET 3KC

-

BaBoe. Yacrtora paszsutua BTD B Teuenne 1 ronma y xeHmuH, npuHumaromux KOK,

coJieprKallye Ae30recTpe, COCTaBIsAeT oT 9 10 12 cirydaes, cofgepxKaliux JEBOHOPIeCTPE

— 6-7 ciyvaeB Ha 10000 >xenmuH. Y xeHmuH, He npuMmenstommx KOK, gactora BTD

coctaniisieT 2 ciydad Ha 10000 sxenuua. YactoTa pazsutus BTO npu npumenennn KOK

HIDKE, YeM 4YacTOTa pa3BUTHS STOrO OCJIOKHEHUS BO BpeMs OCpEeMEHHOCTH H B

nocnepoaoBoM nepuose. BTO MoxkeT npuBeCTH K JeTalbHOMY UcXoay B 1-2% ciydaes.

Kpaiine penko Ha ¢pone npuema KOK Tpom603 BO3HHKAET B IPYyTrUX KPOBEHOCHBIX COCY1axX

(HampuMmep, B BEHaX U apTepUsiX IMEYeHH, OpbDKEWKH, MOYeK, OJOBHOIO MO3ra WU

CETYATKH TJ1a3a).

CumnTomel BTD, ATD unu ocTporo HapyumeHHs MO3TOBOTO KpOBOOOpAIICHHS MOTYT

BKJIIOYaTh B ce0s CICAYIOIIME COCTOSHHUS: BHE3amHas OO0Jib W/MIM OTEK HIKHEH

KOHEYHOCTH; BHE3aITHasi UHTCHCUBHAS 00JIb B TPY/IH, C UPPAIUAIIUEH B JICBYIO PYKY WU

0e3; BHe3amHasi OJIBIIIKA; BHE3AIHBIA Kallelb, HEOObIYHAS TsDKeNas W JUIHTeIbHas

rojioBHast 00J1b; BHE3aIHAs YaCTUYHAS WM TOJIHAsI HOTEPsl 3peHMs; AUILJIONHUS; HapyIlIeHUE
peun wiu adaszusi; roJOBOKPYKEHUE; KOJUIAIC C CYAOPOKHBIM MPUCTYTIOM UJIH O€3 HEero;
cJ1a00CTh WK BBIPAXKEHHOE OHEMEHHUE, KOTOPbIE BHE3AITHO MOSBIISIOTCS Ha OHOM CTOPOHE

TeJa; ABUraTeIIbHbIE PACCTPOMCTBA; «OCTPHIN KUBOT.

Puck pazsutus BTD Bo3pactaer mpu HaIM4uu CIEAYIOMMX (PaKTOpOB pUCKa:

—  BO3pacT;

—  oxwupenne (MMT >30 kr/m?);

— HaJIM4yuMe B CEMEWHOM aHaMHe3€ BEHO3HOTO WM apTepuagbHOro Tpom0o03a, WM
TpoMO0IMOONUU y OpaTheB, cecTep WK poauTeneil B Bo3pacte meHee S50 yer (ecau
IpeIoJIaracTcs HaIMYMe HacJIeICTBEHHON IPEIpacIoNOKEHHOCTH — [IEPE] HAaYaJIOM
npuema KI'K crenyer npokoHCYIbTHPOBATHCS CO CIIEITUATTUCTOM);

— JUIMTeNbHAasT MMMOOWIIM3AlMS, CEPbE3HOE OINEePaTUBHOE BMEIIATEIbCTBO, JHO0AS
orepanusi Ha HIDKHUX KOHEYHOCTSAX, B OOJIACTH Ta3za WU HEHpOXHpyprudeckas
orepanusi, WM oommpHas TpaBMa. B 3Tux cinyyasx crneayert npekpatutb npuem KOK
(kak MUHUMYM 3a 4 HeJenu 10 IUIAHOBOT'O XHUPYPrHMUECKOTO BMEMIATENbCTBA) U
BO300HOBUTh €ro TOJBKO Yepe3 2 HeAeNd TIOcie TIOJTHOTO BOCCTAHOBJICHHS
MOOMIIFHOCTH KCHIIUHBI (CM. Takxke paznen 4.3);

—  BpEMEHHAasi IMMOOWIHM3AIlHS, BKIIOYasl aBUATIEpeNieT JITUTEIBHOCThIO OoJiee 4 4acos,
Takke sABIseTCA (akTopoM prcka pa3BuTus BTD 0cOOEHHO y KEHIIMH, UMEIOIIHNX

npyrue (hakTopbl pUCKa;
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TpoMOodieduTa B pazButuu BTD ocTaercs CriopHBIM.

e Puck pazsurus ATD Bo3pacTaeT npu HATUYUH CIEAYIOMNX (PaKTOPOB PHCKA:

BO3pACT;

—  KypeHwue (pUcK elle B O0JbIIel CTeNeH! YBEIMUNBACTCS PU MHTEHCUBHOM KypEHUH,
0COOEHHO Y JKEHIITUH cTapie 35 jeT);

—  JIUCIMIIONPOTEUHEMHUS;

—  oxupenne (UMT >30 xr/m?);

—  apTepuaibHasi TUIIEPTEH3US,

—  MUIPEHB;

—  TIOpOK KJIaIllaHOB CEpILa;

—  ¢ubpwLILKS TIPECePANt;

— HajJMyde B CEMEMHOM aHaMHE3€ BEHO3HOIO WM apTepHallbHOTO TpoM0OO03a, WU
TpoMO0OIMOOIMU y OpaTheB, CECTEP WM POAUTENEH B Bo3pacte MeHee S0 meT (ecnu
IpeJnoiaraeTcs Haluyue HacaeICTBEHHOM MPeIpacioNoKeHHOCTH — IIepe] HaualioM
npuema KT'K cienyeTr npokoHCYIbTUPOBATHCS CO CIIELIUATIICTOM).

¢ Heo0xoauMo mpuHUMaTh BO BHUMaHHUE TOBBIIICHHE PUCKA PAa3BUTUS TPOMOOAIMOOIUH B
II0CJIEPOZOBOM MEPUOJIE.

e Jlpyrme  cocTosHWA/3a00JIeBaHMs, TPU  KOTOPHIX  HAOIIOJAETCS  HapyIICHHE
KPOBOOOpAIIICHUs, BKIIOYAIOT: CaxapHbI JuabeT, CHUCTEeMHYIO KpacHYIO0 BOJYaHKY,
TEeMOJUTHUKO-YPEMUYECKUN CHHAPOM, XPOHHUYECKHE BOCHAIUTENbHbIE 3a00J€BaHUS
KUIIEeYHUKa (Harmpumep, 0osie3ub KpoHa uiu S3BeHHBIN KOJUT) U CEPIIOBUIHOKIETOUHYIO
aHEMHIO.

e VBelMYeHHWE YACTOTHl MM WHTCHCUBHOCTH MHUTPEHH (KOTOpPOE MOXET OBbITh
IPOJPOMAIbHBIM CUMIITOMOM HapYLIEHUH MO3TOBOT0 KpoBOOOpaleHus ) Ha (poHe mpuema
KOK sBnsieTcst ocHOBaHHMEM [Jisi HEMEJIJICHHOTO MPEKPAIlEHHs] €r0 Ipuema.

e buoxumuueckue (akTopbl, KOTOpPbIE MOTYT YyKa3blBaTh Ha HACIEACTBEHHYIO WIU
nproOpETEHHYIO MPeIpacnoaokeHHOCTh K BTD mnun ATD, BKIIIOUAIOT pe3UCTEHTHOCTD K
aKTUBUPOBaHHOMY TNpoTerHY C, TUIIEProMOIMCTeUHEMHIO, AePUIuT anTuTpomOuna III,
nedunmt nporenna C, nehunut npotenHa S, aHTH(GOCHOIUIHIIHBIE aHTUTEa (aHTUTEIA
K KapIUOJHUIHIHY, BOITYAHOYHBIA aHTHUKOATYJISHT).

e [Ilpu oOmeHKE COOTHOIIECHUS MOJb3a/PUCK CIEAYET YUHUTBHIBATh, YTO TEpPANMs JAHHBIX

COCTOSIHM/3a00J1€BaHU I MOXKET CHU3HUTh CBSI3aHHBIN C HUMH PUCK pa3BUTHS TpOMOO3a.

Onyxonun
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MOCNEQOBA HOC TR 0004)
e HauGonee BaXHBIM (PaKTOPOM pHCKa A3BUTHS EKEIJHFT T(I%ME’E[IJ?I/II: I?’Plhi/h 'ﬂhﬁ%[éTCﬂ

NMepcUcTUpymoIas mamwiommaBupycHass uHbekmus (BITY). DOnumemuonormdeckue
UCCJICNOBAHMS IIOKa3bIBAIOT yBenudeHue pucka passutus PIIM y keHmuH,
uHpuuupoBanHeix BIIY u mmutensHo mpumenstomux KOK (> 5 ner), ogHako 10
HACTOALIETO BPEMEHH CYIIECTBYIOT MPOTUBOPEUHSI OTHOCUTENIBHO CTENEHH BIMSHHUS Ha
9TH JaHHbIE PA3IUYHBIX (DAKTOPOB, B YACTHOCTH, CKPUHHUHIOBBIX OOCIIEIOBAHUN HICHKU
MaTKH WJIM OCOOCHHOCTEH IIOJIOBOTO IMOBEIEHHS >KCHIIMHBI (KOJIMYECTBO IMOJOBBIX
NapTHEPOB U HMCIIOJIb30BaHHE OaphePHBIX METOJOB KOHTPAIICTIINH), @ TaKKe MPUIYUHHO-
CJIEICTBEHHOW B3aMOCBSI3U 3TUX (PaKTOPOB.

e [lo maHHBIM MeTa-aHaJIM3a PE3yJbTATOB 54 SMUIEMUOTIOTHYECKUX HCCICIOBAHUN OBLIO
BBISIBIICHO HeOousbinoe moBbimieHue (1,24) pucka pa3BUTHS paka MOJIOYHOM IKEJIE3bI
(PMX) y xenmun, npuMmenstomux KOK. TloBbIeHHBIN PUCK MOCTETIEHHO HCUYE3aeT B
teueHue 10 ner nocne ormensl KOK. B cBszu ¢ tem, uto PMX ormeuaercst penko y
*eHIKH 10 40 net, yBenndyeHue konuuecTa ciyyaeB PMOK y jkeHIMH, NpuHUMAIONIMX
KOK B nHacrosimee Bpemsi WM NPUHUMABIIUX €0 HEAABHO, SIBISETCS HEOOJBUINM I10
OTHOIIICHHUIO K 00IIEMY PUCKY Pa3BUTHS ATOTO 3a00JICBaHMS.

e Cs3p PMX c nmpuemom KOK He nokazana. HabGiromaemoe MOBBIIEHHE PUCKA MOKET
OBITH creficTBUEM Ootiee panHel quarHoctuku PMIK y skenmun, npuauMaromumx KOK (y
HUX TUAarHOCTHPYIOTcA Oojiee paHHHME KimHHUYeckue ¢popmbel PMXK, dem y sxeHIuH, He
npuanMamux KOK), ouonornueckum nericteuem KOK unm coueranmem o00mX 3THUX
(bakTopoB.

e Kpaitne penko mnpu npumenennn KOK  nHaOmromamuch  cioydam  pa3BUTHSA
NO0OpOKAaueCTBEHHBIX, U elle Oojiee PEeIKO — 3J0KauYeCTBEHHBIX OIyXoyied nedyeHu. B
OTJENbHBIX CIyYasX 3TU OIMYXOJH NPUBOIWIN K MPEACTABISIONIUM YIpo3y Ul KU3HU
BHYTPHUOPIOIIHBIM KPOBOTEUYCHUSIM. B ciydae mosiBiIeHUs CHIBHBIX Oosieit B o0nactu
KMBOTA, YBEIMYEHHs] TMEYEHH WIM NPU3HAKOB BHYTPUOPIOIIHOTO KPOBOTEUCHHS 3TO
ClIelyeT YUYUTHIBATh MPU NMPOBEACHUN qU(depeHIInaIbHOT0 TUarHosa.

I'enatut C

B xoz1e KIMHUYECKUX UCCIeIOBaHUNA HEKOTOPBIX KOMOMHAIMN JIEKApCTBEHHBIX MPENapaToB JUIs
neueHust BupycHoro rematuta C yBennyenue aktuBHocTH AJIT HaGmoganoch y >KEHIIUH,
MPUMEHSIIOIINX JIEKapCTBEHHBIE Mpenaparthl, CoAepKallue dTUHWIACTpaauoin (cM. pazzaen 4.5.).
Hanpumep, npu npumMeHeHNH KOMOMHAIMH JIEKaPCTBEHHBIX IIPENapaToB AJIsl JICYECHHS] BUPYCHOTO
rernatuta C oMOUTaCBHp/TIapUTANIPEBUP/PUTOHABUP U 1acabyBHp, C puOaBUPHHOM MU O€3 Hero,
noBbleHne aktTuBHOCTH AJIT Gosee yem B 5 pas OT BepxXHeH IrpaHUIIbl HOPMbI 3HAUUTEIIBHO Yallle

HAOJI0/1a7I0Ch Y JKEHITNH, IPUMEHSIONINX STHHIIACTPAINOICOAEpKaIHe penapaThl, TAKUe KakK
11
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MPOTUBOBUPYCHOW TEpanuyd U MOXKET OBbITh BO30OHOBJICH 4epe3 2 HENeNH MOCIe 3aBEpIICHUs

TEpanuu YTUMU IPOTUBOBUPYCHBIMU IIPEIapaTaMH.

JIpyrue coCTOSHUSI

VY XKEeHIIMH ¢ TUNEPTPUTIUIEPUIEMUE WK COOTBETCTBYIOUINM CEMEMHBIM aHAMHE30M
MOBBILIEH PUCK pa3BUTHUs MaHnkpearura npu npueme KOK.

DK30re€HHBIE 3CTPOTE€HbI MOTYT BBI3BIBaTh WM YXYAIIATh CUMITOMBI HACJIEICTBEHHOU U
npruoOpeTeHHO# (OpM aHTHOHEBPOTHUYECKOTO OTEKA.

Y wmHorux kenmuH, npuHEMaromux KOK, orMedanoch HeOOJbIIOE IOBHIMICHUE
aprepuanbHoro pgamieHus (AJl), OAHAKO KIMHUYECKH 3HAYUMOE TMOBBIICHHE AJ]
HaOmronanock penko. Ceasp mexay npuemom KOK u aprepuanbHO#l runepreH3ueil He
ycranoBneHa. Onnako eciau Ha ¢oue npuema KOK pa3BuBaercst croiikas aprepraibHast
TUTIEPTEH3Us, TO 1ejecoodbpa3zno otMeHuTh npueM KOK u Ha3HauuTh TMMOTEH3WBHYIO
tepanuto. [Ipu agexkBaTHOM KOHTposie A/l ¢ MOMONIBI0O TMINOTEH3UBHBIX IPENAPATOB
BO3MOXHO Bo300HOBJIeHue npuema KOK.

Ha ¢one 6epemennoctu u Bo Bpems npumMenenuss KOK Obl10 0TMEUEHO pa3BUTHE WU
YXYIUIEHUE CIEAYIOIMINX COCTOSHUM, XOTS UX B3aUMOCBS3b C IPHUEMOM KOHTPALICIITHBOB
OKOHYATEIbHO HE YCTAHOBJICHA: JKENTyXa W/WIW 3y, BBI3BAHHBIC XOJECTAa30M;
o0Opa3oBaHNe KaMHEH B >KETYHOM ITy3bIpe, mopdupusi, cucteMHas KpacHas BOJYaHKa,
TEMOJINTHKO-YPEMUYECKUN CUHAPOM, Xopes: CupeHrama (Mayasi Xopes), recTalldOHHBII
repriec, oTepst ciayxa BCJIEICTBUE OTOCKIIEPO3a.

OcTpble WM XpOHUYECKUe HapyIIeHUs PYHKIIUU IIEYSHH MOTYT CITY>KUTh OCHOBAHUEM JIJIsI
ormMensl KOK 1o Tex mop, moka mokaszarenud (YHKUUU TEYEHH HE HOPMAU3YIOTCS.
PennnuB xojecTaTUYECKON JKENTyXH, HAOMIOMABIICHCS paHee B MEPUO OCPEeMEHHOCTH
WJIM TIPU IPUMEHEHUH TIPENapaToB MOJOBBIX TOPMOHOB, TpeOyeT oTMeHbl KOK.
Hecmotps Ha 10, uro KOK MoOryT oka3piBaTh BIMSHHE Ha MHCYJIMHOPE3UCTEHTHOCTh U
TOJIEPAHTHOCTh K TJIIOKO3€, HEOOXOAMMOCTh B KOPPEKIUH J103bl TUMOTIMKEMHYECKHUX
IpenapaToB y MalMEHTOK ¢ caxapHbiM nuadberom, npuauMaronmx KOK, kak mpasuiio,
OTCyTCTBYeT. TeM He MEeHee, MAIIMeHTKH C CaXapHbIM TUa0ETOM JOKHBI HAXOUTHCS TTO]]
THIATETHHBIM METUIIMHCKUM HaOmoeHueM nepuos nmpuema KOK.

NmeroTcst maHHbBIC, YTO CyIIECTBYET cBsi3b Mexay npruemMoMm KOK u 6onesnpro Kpona u
SA3BEHHBIMU KOJIUTAMHU.

Nuorna mpu nmpueme KOK Moker HaOm0MaThCsl MUTMEHTAIMS KOXH JIMIA (XJI0a3ma),

0COOCHHO €ClIi OHa HWMella MECTO paHee BO BpeMsi OepeMeHHOCTH. JKEHIIMHaM C
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yIbTpaduoIeTOBOTO 00IyUYeHUS U3 APYTUX UCTOUHUKOB npH npueme KOK.
Bcro BhleykazanHy1o HHGOpMAIUIO ClIeAyeT yUUTHIBATh MPH BEIOOPE METOa KOHTPAIICTIIIUH.

MenunmHcKHe OCMOTDBI/KOHCVJ'IBTaHI/II/I

[lepen Ha3zHaueHHWEeM WM BO30OHOBIIEHHEM MPUMEHEHHS Jle30recTpesia + 3TUHUIAICTPaanoIia
cleayeT TIIATEIbHO O3HAKOMUTHCA C aHAMHE30M >KHU3HU JKEHIIMHBI (BKJIIOYAash CEMEHHBIN
aHamMHe3), TMPOBECTH TIIATEIbHOE OOIMIEMEIUIIMHCKOE (BKJIIOYAs HW3MEpPEHHE apTepuaibHOe
JaBJIeHWEe, ONpeIeNieHne WHJIEeKCa MacChl Tejla) M THUHEKOJIOTHMYecKoe oO0ciemnoBanue (cC
00s3aTeNbHBIM 00CIIEIOBAHNEM MOJIOUHBIX JK€JI€3 U IIUTOJIOTMUYECKUM UCCIIEJOBAaHUEM Ma3Ka U3
BIArajvila ¥ [ICeHKH MAaTKH), HCKIIOYHTh OepeMeHHOCTh. OO0BEM  TOMOTHUTEIbHBIX
UCCJIE0BAHUM M YaCTOTa KOHTPOJIBHBIX OCMOTPOB OIPEIEIISIETCS MHANBUAYATbHO, KOHTPOJIbHBIC
oOcreoBaHus ClIeIyeT MPOBOIUTh HEe pexe 1 pa3za B 6 mecsieB. BaxHo oOpaTuTh BHUMaHHE
JKEHIIWHBI Ha PHUCK pPa3BUTHSA BEHO3HOIO M apTEepHaJIbHOTO TpoM0OO3a, B TOM YHUCIE, PUCK
NpUMEHEHHUs Je30recTperna + 3TUHUIACTpaauona B cpaBHeHuu ¢ apyrumu KI'K, cumnromsr u
u3BecTHbIE (akTopsl pucka pa3sutusi BTO u ATDO, u uyto nenaTh B cilyyae MOJO3PEHHS Ha
TpoM003.

Crnemyer cOOOUUTH JKEHIWHE, YTO IEpOpabHbIE KOHTPAICTITUBHI HE 3ammuimarT ot BUY
(CIINJda) u npyrux uHpeKuui, nepearonxcst MoJIOBBIM ITyTEM.

CHuxenue 3G deKTHBHOCTH

D¢ GeKTUBHOCTh J1e30TecTpena + STUHHIICTPAANOIa MOXKET CHH3HMTHCS B CiIydae IPOIyCcKa
npuemMa TaOJEeTOK, JKENTyIOYHO-KHIIEYHBIX PACCTPOWCTB WM MpPUEME COIyTCTBYIOLIHX
IpenaparoB,  CHIKAIOUIMX  KOHIIGHTPALMIO  aKTUBHOro  MeraboiuTa  J1e30TecTperna
(3TOHOTECTpENa) B IJIa3Me KpOBH. PacTHTEnbHBIE Mpemaparbl, coJAepKaliue 3BepoOoit
npoasIpsiBICHHBIN  (Hypericum perforatum), He HROIDKHBI TPUMEHSTHCS OJHOBPEMEHHO C
ZIe30TeCTPENIOM + ATHHIIACTPAIMOIIOM HM3-32 PUCKA CHIKCHHUS KOHIIEHTPALUU STOHOTeCTpena u
KOHTpAIeNITUBHON 3(PPEeKTUBHOCTH Ipemnapara (cM. pa3aenst 4.2 u 4.5).

HenoctaTouHblil KOHTPOJb IIUKIA

[Tpu npueme KOK, ocoOeHHO B mepBbIe MECSIbl MPUMEHEHUSI, MOTYT BO3HUKATh HEPETYIISIPHBIC
«Maxylllie» WIH OOWIbHbIE KPOBSHHUCTBIE BBIICIEHUS, IMO3TOMY OIEHKY HEPETYyJIspHOIro
KpPOBOTCUCHUSA CTOUT MPOBOAUTL TOJIbKO TIOCJIC OKOHYAHUA aAalTallMOHHOI0 MNepuoaa
AJIUTCIIBHOCTBIO TPHU MECALIA.

Ecnu HeperynspHble KpPOBOTEUEHHUS COXPAHSIOTCA WM MOSBISIOTCS IOCHE MPEeAbLAYIINX
PEryJsIpHBIX LIUKJIOB, CJEIyeT YYECTh BO3MOKHbIE HETOPMOHAJIbHbIEC IPUYUHBI HAPYIIEHHS ITUKIIa

u IpOBCCTU COOTBCTCTBYIOIIIHC HUCCICIOBAaHUA JJIsA HUCKIIIOYCHUA 3JIOKAQUYCCTBCHHBIX
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BBICKAOJIMBAHHUE TOJIOCTH U LIEPBUKAIBHOTO KaHala MaTKH.

Y HEKOTOpPBIX MKCHIIMH MOXET OTCYTCTBOBaTh MEHCTPYaJIbHONOAOOHOE KPOBOTEUYCHHE B
nepepeiBe Mexay npuemMoM mpenapara. Ecaiu KOK npuHMMancs corjlacHO pekoMEHAAIUsM,
MPUBEICHHBIM BBIIIE, BEPOATHOCTh TOTO, YTO KEHIIMHA OepeMeHHa, HeBeluKka. B mporuBHOM
Cllydae WIM B Clly4ae, €ClIi KpOBOTEUYEHHUs OTCYTCTBYIOT ABa pa3a MOAPs, CIEAYET UCKIIOUNUTh
BO3MOXHOCTh O€peMEHHOCTH Tepes npojorkeHueM npumenenns KOK.

JlaOopaTopHBbIe HMCCiIeI0BAHUS

[lepopasibHbIE KOHTpAICITUBBI MOTYT BIHSATh HAa PE3yJbTaThl HEKOTOPBIX JIA0OPaTOPHBIX
HCCHGHOBaHHﬁ, BKJIFOYasda 6I/IOXI/IMI/I‘-I€CKI/IG IIO0Ka3aTcin (I)YHKI_[I/II/I INCYCHHU, H_II/ITOBI/I,Z[HOI\/JI KCJIC3hI,
HaATMOYCUYHUKOB HU TIIOYCK, COACPIKAHUC TPaHCIHOPTHBIX GGHKOB B IUIa3MC, HaIpumep,
KOpTHUKOCTepoui-cBs3biBatomero rinodoynuna (KCI') u dpakuum JAUmumaoB/IAIIONIPOTEHHOB,
napameTpbl YIJIEBOJHOTO OOMEHa, mapaMmerpbl Koaryjsiuuu u ¢GuopuHOoan3a. OOBIYHO OSTH
U3MEHEHMS HaXOJATCS B MpeJielax HOPMaIbHBIX 3HaU€HHH J1a00paTOPHBIX OKa3aTeseH.

BcrnoMorarenbHBIE BEIIECTBA

JlaHHBII penapaT colepKUT MaTbTUTOII. [TaruenTam ¢ peko BCTpevaroencs: HacaeCTBEHHON
HENEPEHOCUMOCThIO (PPYKTO3BI HE ClIeAyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHAbI
B3aUMO/JAeHCTBUSA

Jlns onpenenenns BO3MOKHOTO B3aUMOJEHCTBHS HEOOX0AUMO O3HAKOMHUTBCS ¢ MHCTPYKIUEH 1O
MPUMEHEHHUIO COMYTCTBYIOMKX MpenaparoB. Bzanmoneiicteue KI'K ¢ apyrumu nekapCTBEHHBIMU
CPEICTBAMU MOXET TPHUBECTH K «IPOPHIBHBIM» KPOBOTEUCHHUSM W/ WM HEIDPEKTUBHOCTH
NepopaTbHBIX KOHTPAIENTUBOB. B muTeparype omucanbl cleayonme B3auMoIeHCTBYS.
Ileuenounwiti Memabonuzm: BOSMOKHO B3aUMOJICHCTBHE C JIEKAPCTBEHHBIMH MJIH PACTUTEIBHBIMU
npenapaTaMu — HHIYKTOPaMH MUKPOCOMAJIbHBIX (PepMEHTOB MEeUeHH, MPexkae BCcero (epMeHTOB
mutoxpoMa P450 (CYP), uro MOKeT NMPUBECTH K YBEIMYEHHOMY KJIMPEHCY M YMEHBILIECHUIO
KOHIIEHTPAIMU TOJOBBIX TOPMOHOB B IUIa3Me€ KPOBH, W COOTBETCTBEHHO K CHIDKEHUIO
sdpdextuBHOocTH KI'K, B TOM umncie u komOMHAIMU Ae30recTpen + ATHHWIICTpaanoi. K takum
JIEKapCTBEHHBIM TIpenapaTaM OTHOCSTCS TpemnapaThl, coaepxainiiue GheHuTouH, ¢heHodapouTan,
NpUMHIOH, OO3€HTaH, KapOamazenuH, pudaMIUIUH; a TaKXKe, BO3MOXKHO, OKCKapOa3emwuH,
Tonupamar, (enbamar, rpuseodysbBUH; HEKOTOpble HHTHOUTOPHI mpoTea3sl BUY (nampumep,
PUTOHABUP) U HCHYKJICO3HIHBIE HHTHOUTOPHI 00paTHOM TPAaHCKPHUIITA3hl (HampuMep, 3(haBUpeH3);
pacTuTeIbHBIC MPeTapaThl, CoOACpIKaIIue 3Bepo00i MpoABIPsABICHHbIN (Hypericum perforatum).
NunyuupoBanne (GEepMEHTOB MOXKET MPOWCXOAUTH Yepe3 HECKOJNbKO JHEW Mmocie

COITyTCTBYIOILIETO  MpHMEHEHHs. MakcuManbHOe HWHAYIHMpPOBaHHWE (HEPMEHTOB OOBIYHO
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4 HeneNb MOCJie OTMEHBI TePANiy MpenapaTaMu-uHIYKTOPAMHU.

[Ipn coBMECTHOM TPHMEHEHWH C TOPMOHAIBLHBIMH KOHTPAIENTHBAMH MHOTHUE KOMOWHAIMH
uHTUOUTOpOB TpoTeazbl BUY (manmpumep, HenduHaBHUpa) M HEHYKICO3UWIHBIX HHTHOUTOPOB
o0paTHOM TpaHCKpUNTa3bl (HAIpPUMEp, HEBUpAINMHA) W/WIW KOMOWHAIMKM C TpernapaTamu JJis
nedeHust BupycHoro renatuta C (Hampumep, OOLENPEBUPOM, TEIAMPEBUPOM) MOTYT YBEITUYHTh
WIM YMEHBIIUTh KOHIIEHTPAIHMIO B TUIa3Me MpOrecTareHa BKIIIOYasi 3TOHOTECTPEN — aKTHBHBIN
METabOoJIUT Ae30TecTpera, WM 3CTPOreHa. B HEKOTOphIX ciydasx CyMMapHBIH 3(dekt 3Tux
U3MEHEHUN MOKET ObITh KIIMHUYECKU 3HAYHMbBIM.

KenmmunaaMm, KOTOpble MPUHUMAIOT JIOOOH U3 BBIIICYKA3aHHBIX JIEKAPCTBEHHBIX WU
pPACTHTENBHBIX TPENapaToB, HHAYIUPYIONIMX MHKPOCOMAIIbHBIE MEeYEeHOYHbIC (EPMEHTHI,
ciemayeT cooOmuTh, 4T0 3(P(EKTUBHOCTH Ae30TecTpeia + ASTHHUIICTPAIUONIa MOXKET OBITh
CHIDKeHa. B cilydae KpaTKOCpOYHOI Tepamuu IpenapaTaMU-HUHIyKTOpaMU MHKPOCOMAaJbHBIX
MIEYCHOYHBIX ()EPMEHTOB: B TEUCHHE BCETO MEPHOJIa COMYTCTBYIOIIETO MPUMEHEHHS U B TEUCHUE
28 nmHel moclie OKOHYAHHS TEpanuyd B JOIMOJHEHUE K TMpUeMy KOMOWHAIMH Je30TecTpen +
STUHWIACTPAIUOI CIIEYeT UCTI0Ib30BaTh OAPBEPHBIN METO ] KOHTPAIICTIIIUH.

Ecnu mpuMmeHeHHe COMyTCTBYIOLIETO IMpenapara-uHAYKTOpa MPOJoJIKAeTCs MOCiIe OKOHYaHUS
tabnetok B Tekymieil ynmakoBke KI'K, To npuem KI'K u3 cnenyromeii ynakoBku cieyeT HauuHaTh
cpasy ke 0e3 00BIYHOTO 7-AHEBHOTO MEpephIBa B IpUEME TabIETOK.

[Ipu nnouTEeNnbHON Tepanmuu JIEKapCTBEHHBIMHU IpenapaTaMHU-MHAYKTOpaMH I1eJ1Iecoo0pa3Ho
paccMOTpeTh BOIPOC O BHIOOpE aNbTEPHATUBHOIO METO/A KOHTPALEHIUH, HE MOJBEP>KEHHOTO
BIIUSTHUIO JICKAPCTBEHHBIX MPEMapaToOB-UHIYKTOPOB.

CoBMecTHOE  TMPUMEHEHHE  CHIBHBIX  (HAampuMep,  KETOKOHa30lla,  UTPaKOHA30JIa,
KJIAPUTPOMHUIIMHA) WM CpeaHuX (Hampumep, ¢IIyKOoHa30ya, AWITHA3eMa, SPUTPOMHUIIMHA)
uHruouTopoB CYP3A4 MoXKeT yBeNMWYMBaTh KOHIIGHTPAILMIO ACTPOTeHA WM TNPOTrecTarcHa B
I1a3Me KPOBH, B TOM YHCIIE M 3TOHOTECTpEa.

Bruto nmokaszano, 4yTo 710361 3TOpUKOKcHOa oT 60 10 120 MI/CyTKHM PH COBMECTHOM NPUMEHEHUH
¢ KIK, conmepxamumu 0,035 ™Mr STHHWIACTPAAMOJA, TMOBBIMIAIOT  KOHIEHTPALUIO
ATUHWIACTPAAMOJIA B I1a3Me KpoBH B 1,4 — 1,6 pa3, COOTBETCTBEHHO.

[TepopasibHbIE KOHTPAILIETITUBEI MOTYT BIUSATH HA METAOOIHM3M IPYTHX JIEKAPCTBEHHBIX CPE/ICTB.
COOTBETCTBEHHO, KOHIIEHTpAlUsS JICKAPCTBEHHBIX MPEmapaToB B IUIa3Me KPOBH MOKET
MOBBINIATHCS (HAPUMEp, ITUKIOCTIOPHHA) WIIH CHIKATHCS (HapUMep, JIAMOTPHUKIHA).

JlaHHbIEe KJIMHUYECKUX HCCIICOBAHUN MOKA3bIBAIOT, YTO ATMHUIACTPAANON MOJABISET KIUPEHC
cyoctparoB uzodpepmenta CYP1A2, mpuBoas xk HeOonbimomy (Hampumep, TeOPWLIUH) WU

yMEpeHHOMY (Hanpumep, TU3aHUIUH) YBEJIMUEHUIO UX KOHLIEHTPAUH B IJ1a3M€ KPOBH.
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npenapatamMi, COAEp)KallMMH  OMOHMTAacBUpP/MAapUTANIPEBUP/PUTOHABUD W jJacaOyBHp, C
pubaBUprHOM WM 0€3 HEro, MOXET YBEIUYMBAaTh PHUCK TMOBBIIICHUs akTHBHOCTH AJIT.
XKenmuHpl, mogyvaromue Je3orectpen +  ATHUHWIACTPAAMON, JIOJDKHBI HEpedTH  Ha
QJIBTEPHATUBHBIA METOJ KOHTpalenuMuu (TOJBKO IpOorecTareHaMM WIH HETOPMOHAIBHBIMU
MeToaMu KoHTpauenimu). [Ipuem nezorectpena + 3THHUISCTPAANOIIA TOJHKEH OBITH MPEKPALCH
710 Hayvasa MpoBe/IeHUs IPOTUBOBUPYCHOM TEparuu U MOKET ObITh BO30OHOBJICH Yepe3 2 HeAeH
1I0CJI€ 3aBEPILEHMs] Tepauy KOMOUHALMEH 1aHHBIX TPOTUBOBUPYCHBIX MIPENApaTOB.
OnHOBpEMEHHOE NPUMEHEHHE C HEKOTOPbIMHM JIPYIMMU KOMOMHAIMSIMM JICKApCTBEHHBIX
IpernapaToB  Juid  JedeHus  BupycHoro rematura C, HampuMmep, — coaepiKalluMu
TJIeKanpeBUp/MMOPEHTACBHpP, MOKET MOBBIIIATH PUCK yBenuueHus: akTuBHOCTH AJIT (cM. pasznen
44)

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Ipumenenne ae3orecrpena + STUHWICTPAIUOIA B TIEpHO] OEpEeMEHHOCTH MPOTHBOIIOKa3aHo. B
cilydyae BO3HMKHOBEHHUS OEpEMEHHOCTH IpU NPUMEHEHMH Je30recTpesia + STHHUIACTPAINoa
cJIelyeT IPEKPaTUTh ITpUEM Iipenapara. B 00IbIIMHCTBE AMUAEMHOIOTHYECKUX UCCIICA0OBAaHUM He
ObUIO BBISABICHO YBEIMYEHHUS PHCKA PAa3BUTHUS BPOXKIEHHBIX IOPOKOB y JIETEH, YbH MaTEpU 10
6epemennoctu npunumaiu KOK. He 6bu10 oTMedeHo TepaToreHHbIX 3(h(eKToB mpu ciaydaiiHoM
npueme KOK Ha paHHUX cpokax OepeMEeHHOCTH.

Jlakranus

KOK MoryT oka3bIBaTh BIMSHUE HA JIAKTALIMIO, TAK KAK OHU CHM)KAIOT KOJIMYECTBO U U3MEHSAIOT
coctaB rpyaHoro moioka. CnenosarensHo, npuMeHeHne KOK He pekomeHayeTcss 10 MOJIHOIro
IpeKpalleHus IpyIHOro BckapMinBaHus. Hebonblne koin4yecTBa KOHTPALENTUBHBIX MOJIOBBIX
TOPMOHOB M/MJIM UX METAa0OJIUTOB MOTYT BBIBOJUTHCS C IPYAHBIM MOJIOKOM, OJHAKO JAHHBIX 00
UX HEXEJIaTeIbHOM BIMSHUM HA 310POBbE HOBOPOXAECHHOIO HET.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHM3MaMH

Bnusinua pesorectpena + STHHWIACTPAAMONA HAa CHOCOOHOCTh YIPABIATh TPAHCHOPTHBIMU
CpeIcTBaMu M paboTaTh C MEXaHU3MaMHU HE OTMEUEHO.

4.8. HexxesaTesibHbIE peaKIIUU

TabauyHOE pe3roMe HEXKENATEIbHBIX PDEAKIINI

Bo3MOXHO CBsI3aHHBIE C IPUEMOM MpenapaTa HEKeJIaTelIbHbIE PEAKI[MU, KOTOPbIE OTMEYAIUCH
Opu TPOBENCHUM KIMHUYECKUX U OOCEpBAallMOHHBIX HCCICNOBAaHUIN Je3orectpena +

stuHmCcTpaguona win Apyrux KIK, npuBeneHsl B Tabiuile HHXKE B COOTBETCTBHH C
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CHcTeMHO-OpraHHbIN
KJace

Yacto
(=1/100)

Heuacto
(>1/1000 u <1/100)

Peaxo
(<1/1000)

Hapymienus co cTopoHsl
MMMYHHOUM CUCTEMBI

['unep4yyBCTBUTETHHOCTH

Hapymenust co ctoponsl

BEIIECTB U

oOMeHa
IIMTAaHUA

3aaepxkka
KHUIKOCTU

Hapymienus ncuxuku

Henpeccusi, cmeHa
HACTPOCHUS

CHikeHue 1uouno

[ToBelieHue TUOMIO

Hapymienus co cTopoHsl
HEPBHOU CUCTEMBI

I'osoBHas 0oib

MurpeHb

Hapymenust co ctopoHsl
OprasHa 3peHust

Henepenocumocts
KOHTAKTHBIX JINH3

Hapymienus co cTopoHsl Benoznas

COCY/IOB TpoM60oIMGOTHs!,
apTepuagbHas
TpoM603MOOTHs!

Hapymenus co croponsl | Tomnora, 60ibp B|PBoTa, auapes

KEITyA0YHOI 0~ KUBOTE

KHUIIEYHOI'O TPaKTa

Hapymienus co cTopoHsl Koxnas CBINb, | Y31I0Baras 3puTeMa,

KOXH M  TMOJKOXHBIX KpanuBHULA MHOTo(OopMHas IpuTemMa

TKaHEeH

Hapymenus co croponsl |bone B rpyau, | YBenuueHue Boiaenenus u3

penpoayKTUBHOM YYBCTBUTEJIBHOCTh |MOJIOYHBIX JKE€JI€3  |BJIarajulla, BbIACICHUS U3

CUCTEMBl M MOJIOYHBIX | MOJIOYHBIX JKEJIE3 MOJIOYHBIX XKEJIE3

xKenes

JlaGopaTopHbie U | YBEIIMYECHUE MACChI CHuKeHre Macchl Telia

WHCTPYMEHTAJIbHbBIE Tena

JTAHHBIE

! KonudecTBo cilyuaeB Mo JaHHBIM HAaOMIONATENLHBIX KOTOPTHBIX MccileqoBaHuii: > 1/10000 —
<1/1000 sxenmma-net (2KJI).

HexxenarenbHble peakiuy, KOTOpble OTMeYanuch y »keHmuH npu npueme KOK, moapobno

OIMMCaHbI B pazfene 4.4., 1 BKIIOYAIOT: BEHO3HbIE U apTepuaibHble TPOMO03MOO0IINH, TIOBHIIICHNE

apTepHaIbHOTO JaBJICHUS, TOPMOHO3aBUCHUMbIE OINMYXOJM (HAmpHUMEp, OMyXOJH MEYEHHU, pak

MOJIOYHOM JKeJe3bl), YXY/IIICHHEe CHUMITOMOB HACIEACTBEHHOW U NPUOOPETEHHON ¢opMm

AHTMOHCBPOTHUYCCKOI'O OTCKA, XJI0aA3MYy.

COOGH.[CHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX
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JICKapCTBEHHOTO Iperapara ¢ LeNIbl0 00eCIeYeHns HePEPhIBHOIO MOHUTOPUHTAa COOTHOILICHHS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTrO mpemnapaTta. MeauUMHCKUM paOOTHUKAM PEKOMEHAYETCs
coo0IaTe O JIIOOBIX MOJO3PEBAEMBbIX HEKENATENbHBIX PEaKIUsIX JIEKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUSI O HEXEIATeNbHbIX PEAKLHUAX roCyIapCTB — YWICHOB
EBpa3uiickoro 53KOHOMHUYECKOT'0 COK03a.

Poccniickas @enepanys

YnonHomoueHHas opranuzanys: deaepanpHas ciayx0a 1o Hax30py B chepe 31paBoOOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOMN ceTH «HTepHeT»:!

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

Kakne-mubo cepbe3Hble OCIOKHEHUS TMpU TEpPeJO3HpPOBKE KOMOWMHAIMK Je30recTpen +
STHHUIACTPANOI HE HAOIIOJaTUCh.

CUMNTOMBI: TOLTHOTA, PBOTA, Y JAEBOUYCK-NIOJPOCTKOB MPH CIy4alfHOM IpHEME — KPOBSHHUCTHIC
BBIACICHUA U3 BJIarajJuiia.

Jleuenue: CHeI_[I/I(bI/I‘-IGCKI/IX AHTUAOTOB HC CYIICCTBYCT, CJIICAYCT NPOBOAUTH CUMIITOMATHYCCKYIO

TEpaIuIo.

5. PAPMAKOJIOTHYECKHUE CBOHMCTBA

5.1. ®apmakoguHaMHUYecKHe CBOHCTBA

dapmakoTepaneBTUUYECKass TpyNmna: IOJOBbIE TOPMOHBI U MOAYJSATOPHI IOJOBOW CHCTEMBI;
FOPMOHAJbHBIE  KOHTPALIENTHBBI ~ CHUCTEMHOIO  JEUCTBUS; TeCTareHbl W 3CTPOTEHBI,
(uKCUpOBaHHbIE KOMOWHAIIMH.

Kon ATX: GO3AA09

MexaHu3M aeiictBus 1 dhapMakoauHaMudeckre dhheKThI

KontpanentuBablil 3)PekT KOMOMHHUPOBAHHBIX TIepopabHBIX KoHTpanenTuBoB (KOK) ocHoBan
Ha B3aHMO,Z[eI>'ICTBPIPI Pa3InYHbIX q)aKTOpOB, CaMbIMH BaXHbIMU U3 KOTOPBIX ABJIHOTCA
MMOAaBJICHHUC OBYJISINUU U USMCHCHUC HepBI/IKaHBHOﬁ CCKpCLUH.

[Tomumo koHTpanenTuBHBIX cBoMcTB KOK 00manarot psaom Apyrux MoJI0KUTETHHBIX 2P HEKTOB,
KOTOpBbIE€ MOTYT YUMTBHIBATHCS MpPH BbIOOpE MeToAa KOHTpauenuuu. MeHCTpyanbHONOoA0O0HbIE

peaKIy CTAaHOBATCS OoJiee peryyspHbBIMHU, MIPOTEKAIOT MEHEEe OOJIE3HEHHO U COMPOBOXKIAIOTCS
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YaCTOTHI KeJIe30ACPUITUTHON aHEMUH.

5.2. apmakoknHeTHYECKHE CBOHCTBA

[e3ozecmpen

AbGcopbuus

JlezorecTpen Tpu TMEpOpabHOM TIpHeMe OBICTPO W TOJHOCTHIO BCAChIBACTCS W 3aTeM
npeBpallaercs B 3ToHorecTpesl. Ero MakcumanbHasi KOHLEHTpALKUs B MJIa3Me KPOBHU JOCTUTAETCS
yepes 1,5 yaca. buonoctynnocts cocrasiusier 62-81%.

Pacnopenenchuue

DTOHOTECTpEN CBS3BIBACTCS C albOYMHHOM IUTa3Mbl KPOBH M C TJIOOYJIHMHOM, CBSI3BIBAIOIIUM
nonoBele TopMoHBI (['CIIIY). Tompko 2-4% or o0OmEel KOHIEHTpAlMH STOHOTECTpEla
MPUCYTCTBYIOT B IUIa3Me€ KpoBU B cBoOogHOM Buae, 40—70% cnenuduyecku CBS3BIBAIOTCS C
I'CIII'. YBennuenue konueHTpanuu ['CIII, BBI3BaHHOE 3TUHUIIACTPANOIIOM, OKA3bIBAET BIUSHHUE
Ha pacrpeaescHre Mex 1y Oenkamu KpoBH, npuBos K yBenudenuto I'CIIT-cBs3anHol (pakiyum
U YMEHBIICHUIO anbOyMHH-CBs3aHHOW (Qpakiuu. Kaxymuiics o0beM pacmnpeaereHus
Jie30recTperna coctasiset 1,5 j/kr.

Bruorpancdhopmarmsa

DTOHOTECTpEN MOJHOCTHIO METAa0OIM3UPYETCS MO HM3BECTHBIM MYTSAM METa0o0JIM3Ma MOJIOBBIX
ropMoHOB. CKOPOCTh METaOOIMYECKOTO BBIBEACHUS U3 IUIA3MbI KPOBU COCTABISET 2 MJI/MHUH/KT.
He oOHapykeHO B3aWMOJICWCTBHsSI JTOHOTECTpesia C OJHOBPEMEHHO MPUHUMACMbBIM
STUHUIIACTPATAOTIOM.

DIMMHUHALIUA

Konuenrpanusi sToHOorecTpena B Iia3Me€ KPOBHM YMEHBIIAETCA B 2 CTaJUU. 3aKIIOUUTENIbHAS
CTagusl XapakTepusyeTcsi rnepuoaoM moiyBeiBeaeHus (T12), coctaBmsiomuM okoio 30 yacos.
JlezorecTpen W ero MeTaOOJUTHI BBIBOISTCS TMOYKAMU M 4YEpe3 KUIICYHHUK B COOTHOIICHHH
npuMepHo 6:4.

Y ca0oBHUs paBHOBECHOT'O COCTOSHUS

Ha dapmakokuneTnky sToHorectpena okaswpiBaeT BiausiHue ['CIIIT, KoHIEHTpamus KOTOpPOTO
BO3pacTaeT IMoJ JACHCTBHEM AHTUHWIACTpaauona B 3 pa3a. [lpu exenHeBHOM mpueme
KOHLIGHTpallMsl 3TOHOTECTpeia B IUla3Me€ KpPOBHM YBEIMYMBAaeTcs B 2-3 pas3a, JOCTHUras
MOCTOSIHHOTO 3HAYEHUSI BO BTOPOM MOJIOBUHE LIUKIIA.

Imununicmpaouon

AbGcopbuus

OTUHWIACTPAUON TIOCIIe TEPOPATLHOTO TpHeMa OBICTPO M TMOJHOCTBIO BcackiBaeTcs. Ero

MaKCUMaJibHasA KOHICHTPAlUA B INIa3ME KPOBU JOCTHUTACTCA B TCUCHUC 1-2 gacoB mociie npucmMma.
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60%.

Pacnpenenenue

DTUHWIACTPAINOI HECTICIIM(UUECKU CBSI3BIBACTCS C AIbOYMHUHOM IUTa3Mbl KPOBU TPAaKTUYECKU
nosHOCThIO (98,5%) u cnocoberByer yBenuuenuto koHneHtpauu ['CIIT. Kaxymuiics o6bem
pacnpeneNeHus STHHIIACTPAINOIA COCTABISAET 5 JI/KT.

Buorpancdopmarus

OTUHWIACTPAANUON TOJIBEPraeTcs MPECUCTEMHOMY MeTaboNM3My Kak B CIU3HMCTOM 000J0uKe
TOHKOM KMILIKH, TaK ¥ B MEYEHU. DTUHUIAICTPAINOI IEPBOHAYATILHO META0OIU3UPYETCS B XOJIe
apoOMaTUYEeCKOT0 TUIPOKCUIIMPOBAHHUS C 00pa30BaHUEM Pa3HOOOPA3HBIX THAPOKCUIUPOBAHHBIX U
METHIIMPOBAHHBIX META00JIUTOB, KOTOPHIE MPUCYTCTBYIOT KaK B CBOOOJTHOM COCTOSTHUM, TaK U B
BUJIE KOHBIOTATOB C INIIOKYpOHUAAMH U cyibpartamu. CKOpOCTh METa0OIUYECKOTO BBIBEIICHUS
STUHWIACTPAINOJIA U3 TUIa3Mbl KPOBH COCTABIISET OKOJIO 5 MJI/MHUH/KT.

DJIMMUHAIMS

Konuenrpanuust 3THHWIACTPaANOIIa B TUIa3Me KPOBU YMEHBIIACTCS B 2 CTaIUU. 3aKIIOYUTEIIbHAS
cranus xapakrepusyercs Tin okosio 24 yacoB. B HEeM3MEHEHHOM BHUJE MpenapaT HE BHIBOJUTCH,
MeTabOoIUThI ATUHIIACTPANOIIA IKCKPETUPYIOTCS MOYKaMH U Yepe3 KUIIEYHUK B COOTHOIICHUU
4:6. T1/2 MeTabOJINTOB COCTABIIAET OKOJIO CYTOK.

Y ca0oBHUs paBHOBECHOT'O COCTOSHUS

PaBHOBecHast KOHIIEHTpauusi AOCTUTaeTcss mocie 3—4 aHeld nmpuema, Korja KOHIICHTpauus B

masme KpoBu Ha 30—40% mnpeBblliaeT KOHIEHTPALMIO MOCIIE TpUeMa OJTHOM J103blI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
ManbsTuTon

Kpaxmain kykypy3HbIi

KpeMHus quokcu1 KOmIouIHbIM

Komosunon

ByTtuiruapokcutomyon

Hatpus creapundymapar

Makxkporoi 4000

[emrono3a mukpokpuctandeckas (tur 200)
6.2. HecoBmecTHMOCTH

He nmpumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)
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3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUH
XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpHU TemIiepatype He Boiiie 25 °C.
6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKH

IlepBuyHas ynakoBKa JISKapCTBEHHOTO IIpenapara

I[Io 21 Ttabmetke TOMEMIAIOT B KOHTYPHYIO SIYCHKOBYIO YHAaKOBKY U3  IIJICHKH
NOJMBUHUIIXJIOPUIHON U (DOJIBIH aTFOMHUHHUEBOM MEYaTHON JIAKUPOBAHHOM.

BropuuHas yImakoBKa JIEKQPCTBEHHOT'O IIpelapara

ITo 1 KOHTYpHOI SYEHKOBOM YIAKOBKE BKJIEHUBAIOT B KHWKKY-PACKIAIYIIKy W3 KapTOHA IS
norpedutensckoi Tapel. [lo 1, 3 mnm 6 KHIDKEK-pacKiIagylIeK BMECT€ C WHCTPYKIMEH IO
NPUMEHEHUI0O M KpaTHBIM KOJHMYECTBOM CAMOKJCSIIMXCS KaJeHAaped mnpuema u3 Oymaru
STUKETOYHOM WJIM MHCYeH, WM W3 MOJUMEPHBIX MaTepHalioB, 3alledyaThiBalOT B MPO3PAUYHYIO
IUICHKY M3 MOJIUIIPOIUJICHa C HAHECEHHEM OTPBIBHOM JIeHTHI. Ha mieHkKy MoxeT ObITh HaKkjIeeHa
OTHUKCTKa U3 GYMaFI/I STUKECTOYHOU WJIHN HPIC‘-IGﬁ, WM HU3 TMOJUMCPHBIX MAaTCpHaIOB,
CaMOKJIeSIasiCS.

CamoxkJtesimuiica KaJIeHAaphb MpueMa COCTOUT M3 7 CaMOKJICSIIMXCS MOJIOCOK Ha MOJIOKKE W3
MOJIMMEPHBIX MaTEPHAIIOB.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH  YHUUYTOXKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpemaparta WINM OTX0A0B, TMOJYYeHHBIX TM0cCJe TPHUMeHEHUs
JIEKApPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIyJISIUH C MPenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

000 «DapmacunTe3-TIOMEHb

625059, TromeHnckas o0:1., T. TroMeHb, TpakT Benmxanckuii 7 km, 1. 2
Ten.: 8 (345) 239-38-56

AJpec 351eKTpoHHOM MouThl: info-pst@pharmasyntez.com

7.1. llpencraBuTeib AepKaTessi PEriCTPAIIMOHHOIO Y0CTOBEPEHUS

[Iperen3un norpedburTeiell cueayer HaupasJsITh MO aIpeECy:

Poccuiickas @enepanys

000 «®apmacunre3-TIOMEHb

625059, Tromenckast 06:1., T. Tromens, TpakT Benmxanckuii 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec 31ekTpoHHO# nouThl: info-pst@pharmasyntez.com
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8. HOMEP PEI'UCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIUA (IIOJATBEPXJIEHHSI PETMCTPAIINW,
INNEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JekapcTBeHHoro mnpemnapara [lmanmXXenc nezo 30 poctymHa Ha
uHPOPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-

KOMMYHUKaIMoHHOU cetn «uTepHeT» https://eec.eaeunion.org/
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