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OBIIASA XAPAKTEPUCTHKA JIEKAPETBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITPEITAPATA

Kopundap, 10 wmr, TableTku ¢ TPOJIOHTHUPOBAHHBIM BBICBOOOXKICHUEM, IOKPBITHIE IJICHOYHOU
000JIOYKOH

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBIN COCTAB

JlelicTBytoI1Iee BEIECTBO: HU(EAUITHH.

Kaxxnas TabimeTtka C TMPOJOHTHPOBAHHBIM BBICBOOOXKICHHEM, TMOKPHITAasl IUICHOYHOH OO0OJIO0YKOM,
conepxut 10 Mr HUETUIHHA.

BemecTBa, HaTM4Ire KOTOPHIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOIO Ipemapara: jJaKTo3a (CM.
pasnen 4.4).

[TonHbINA cIMCOK BCIOMOTATEIBHBIX BEUIECTB CMOTPUTE B pazzene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku ¢ NpoJIOHTMPOBAHHBIM BBICBOOOXKAEHUEM, IIOKPBITHIE TNIEHOUYHON 000JI0YKOM.

Kenrteie KpYyTJIbI€ ABOSKOBBIITYKJIBIC Ta6J'IeTKI/I, IIOKPBITHIC IUICHOYHOM 060H0‘lKOﬁ, CO CKOIICHHBIMHU
HCIIOBPCIKACHHBIMU KpasAMU U OJHOPOAHBIM BHCIIHHUM BHUIOM.

Bun Ha IMOIICPCUYHOM Pa3pe3€: OJHOPOIHAA MaCCa KECJITOI'O IBCTA.

4. KJIMHUYECKUE JTAHHBIE
4.1. Tloxka3aHusl K IPUMEHEHHUIO

. AprepuasibHasi TUIIEPTEH3HS.

L4 CrabunbHas CTCHOKApAWsA M Ba30CIACTHYCCKAd CTCHOKApAHWA (CTCHOKapI[I/IH HpI/IHLIMeTaJIa,
BapHuaHTHas CTCHOKap)II/ISI).

4.2.  Pexxum 103MpoOBaHHS U €CNIOCO0 NPUMEHEHUSs

PexxuM 103upoBaHus

Jlo3a mpenapara moadupaeTcsi BpauyoM HHAWBUIYATBHO B COOTBETCTBUM C TSKECTHIO 3a00JI€BaHUS U
YyBCTBUTEIBHOCTBIO IMMAIIMEHTAa K Ipenapary. /[[ns MmanueHToB C CONMYTCTBYIOIIMMHU TSDKEIBIMHU
11epeOpOBaCKYIIPHBIMH 3a00JICBAaHUSIMU Uy TIOKUJIBIX TAIMEHTOB J03a JIOJDKHA ObITh CHH)KEHA.

O,Z[HOBpGMCHHBIfI MMPpUEM IMUIIN 3aACPKUBACT, HO HC YMCHLIIACT BCACBIBAHUC ,Z[CIZCTB}HOH.ICFO BCIICCTBA
M3 KCIYAOYHO-KHIICYHOI'O TpaKTa.

Pexomenayemasi cxema JO3UpPOBAHUS ISl B3POCIIBIX:
Apmepuanvras cunepmen3us

Cpennsist cytounas no3a - 10 mr (1 Tabnerka) 2 - 3 pasza B 1eHb.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

npemnapara 110 20 mr (2 Tabnerkn) 2 pasza B I€Hb.
MakcumanbHasi cytouHas fg03a - 40 mr (4 TaGJIETKU B CYTKH).

[Tpu 2-kpaTHOM Ha3HAYEHUH MHUHHUMAJIBHBIM MHTEPBAT MEXAY IIpUEMaMH IpenapaTa JI0JKeH ObITh HEe
meHee 4 yacos.

I[HI/ITCJIBHOCTB Kypca JICUHCHHA OIPCACIIACTCS JICHAalllUM BpavOM.

Cmabunvnas cmeHoKapous u 6az0cnacmuyeckas cmeHokapous (cmenokapous Ilpunymemana,
8apUAHMHASL CEHOKAPOUSL)

Hauanpnas no3a - 10 mr (1 Tabnetka) 2 - 3 pa3a B feHb. [Ipu He10CTaTOYHO BBIPAKEHHOM KITMHUYECKOM
addekre m03y mpemnapara MOCTENEHHO yBEIWYUBAIOT A0 2-X Tabnetok (20 mr) 1 - 2 pasza B JeHb.
MakcumanbHasi cytouHas 103a - 40 mr (4 TabJETKH B JICHD).

HexotopbiM narpieHTaM MOTyT OTpeboBaTbest 60siee BHICOKHE 10361 HU(eTUnuHa.
VYBenndeHne cyToqHoH 1036l HU(eunuHa cBbiiie 120 Mr He peKOMEHyeTcsl.

[Ipn HEoOXOMMMOCTH TpPHMEHEHUsS HUQPEAWIIMHA B CYTOYHOW 103¢ cBbimie 40 Mr g JcdeHus
apTepHalibHOM TMIIEPTEH3UH UM CTEHOKapAUU, PeKOMEHyeTCsl Ha3HaYeHHE MpenapaToB HU(eaunuHa
B (hopme TabJIETOK C MPOJIOHTHPOBAHHBIM BBICBOOOXKICHUEM B 103upoBKe 40 Mr miu 60 mr.

Oco0nbIe NONYJIANNHN

./]ub;a nooaicus1oco so3pacma

VY noXuibIX ManueHToB (cTapiie 65 eT) papMakoKHHETHKa HU(eTunmuHa U3MEHSETCS, B CBSI3U C 3TUM
MO/IIEP’KUBAIOIAs /103a Ipenapara MOXKET ObITh CHHYKEHA IO CPABHEHMIO C MALMEHTAaMU MOJIOIOIO
BO3pacTa.

HCZI/;UQHWIZ)Z C NeYeHOYHOU HeOOCMAMmoOYHOCHbIO

VY nanuMeHToB ¢ HapyIIEHUSIMH (QYHKIUHU NIEUEHH JIETKON CTEeTEeHHU TSDKECTH J103a HU(ETUNHA JOKHA
OBbITh CHUKEHA. Y MAllMEHTOB C YMEPEHHOMN U TSAXKEJIOH MeYeHOUYHON He10CTaTOYHOCThIO (kinacchl B u C
no knaccupukanuu Yainna-I1s10) mpuMeHeHue mpenapara NpoTUBONOKA3aHO.

Hauueﬁmbz C NOYEYHOU HeOOCMAamo4HOCHbIO
YV mamuyeHToB ¢ HapyHICHUAIMU (I)YHKI_II/II/I IOYCK KOPPCKUHA JO3bI HI/I(I)CI[I/IHI/IHa HC Tpe6yeTC$1.
CTH

bezonacHocts u 3¢pdextuBHOCTH mpenapata Kopundap y aereit B Bozpacte oT 0 no 18 ner He
yCTaHOBJIEHBI. J[aHHbIE OTCYTCTBYIOT.

Cnoco0 rmpuMeHeHus

BHy’[’pB IMOCJIC €1bl, HC Pa3’KEBbIBAs U 3allMBasA JOCTATOYHBIM KOJIUYCCTBOM KUIAKOCTH.

I[o3a Ipemnapara I'IOI[6I/IpaCTC$I BpauOM HMHIAUBUAYAJIBHO B COOTBCTCTBHUU C TAKCCTHIO 3a00JIeBaHUS U
YYBCTBUTCJIBHOCTBIO IIAIIMCHTA K IIperapary. HHH MNanmuEeHTOB C CONYTCTBYIOIIUMHU TSXKCIBIMU
Hepe6pOBaCKy.H$IpHBIMI/I 3a00JIeBaHUSMU U Y NOXKWJIBIX MAOUCHTOB 1034 JOJIKHA OBITH CHIDKEHA.

OnHOBpPEMEHHBIN ITPUEM MUILH 33]I€P>KUBAET, HO HE YMEHBIIAET BCAChIBAHUE JICHCTBYIOIIETO BEIIECTBA
U3 JKEIIyJOYHO-KHUIIEYHOI O TPAKTA.

4.3. IIporuBomokazaHus

['umepuyBCTBUTENHHOCT, K AKTUBHOM CYOCTaHIIMM WMIU K JIFOOOMY BCIIOMOTaTEIbHOMY BEIIECTBY
JIeKapCTBEHHOU (POpPMBI, yKazaHHOMY B pazzaene 6.1.

YMepeHHas U Tshkenas edeHouHast HelocTaTouHOCTh (Kiaacehl B u C no knaccudukanuu Yaitnga-I1s10).
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Kapaunorenssiii mok.

Komnamnc.

BripaxkeHHas apTepuaibHas THIIOTEH3Us (CUCTOJIMYECKOE apTepranbHOe AaBieHue Huxke 90 MM pT.CT.).
Ocrtpslit mepuoj nHpapKTa MUOKapAa (B TEUSHUE MIEPBBIX 4-X HEJEINb).

HecrabunpHas creHOKapaus.

I'emoamHAMUUECKH 3HAYMMAST OOCTPYKIIHS BRIHOCSIIIETO TPAKTA JIEBOTO KETY0UKa (BKIIFOYAs TSHKEIIBIN
AOpTAJIbHBIN CTEHO3).

OnHOBpEeMEHHOE PUMEHEHHE ¢ pu(aMIUIIMHOM (M3-32 HEBO3MOXKHOCTH JOCTHXKEHHS d(PPEKTUBHBIX
YpOBHEH HU(PEAUTTHA B TUIa3Me KPOBHU BCIICACTBUE HHIYKIIMU (PEPMEHTOB).

bepemennocts (10 20 Henenp); TpyAHOE BCKapMIIMBAHUE.
4.4. OcoOble ykazaHusi 1 MepPbl IPEI0CTOPOKHOCTH NPH NMPUMEHEHUH

Hudenunun cnenyer npuHIMATh C OCTOPOKHOCTBIO MIPU CIIEAYIONIMX COCTOSHUSIX:

. apTepuaabHas TUIIOTCH3US;
. 3JI0Ka4e€CTBEHHAsl apTepUajbHasi TUIepTeH3Us (OTCYTCTBYET ONBIT KIIMHUYECKOTO IPUMEHEHNS );
. uiieMuyeckas 0Oone3Hb cepAaua (0COOEHHO IIpU  TSKEIOM OOCTPYKTHMBHOM TMOPAKEHUU

KOPOHApPHBIX apTepUil) WK IepeOPOBACKYIIAPHBIE 3a00JICBAHMS;

. XPOHHUYECKAsI CepieyHasi HEOCTATOYHOCTD;
. OJTHOBPEMEHHOE MpHMEHEHHe C OeTa-aJpeHO0NIoOKaTOpaMi W JPYTMMH THIIOTEH3UBHBIMU
IpenapaTamy;

. OJIHOBPEMEHHOE IIPUMEHEHUE C CEPJICYHBIMU TTIMKO3UAAMM;

. aopTajJbHBII  CTEHO3,  MUTPAIbHBIM  CT€HO3,  Trumeprpopuyeckas  OOCTPYKTHUBHAsS
KapIUOMUONATHS;

. caxapHbIil 1raber;

. HapyleHue (GyHKIHUU MEeYeHHU JIETKOW CTENeHM TsbKeCTH (kiacc A mo kiaccudukanmu Yaitna-
[Ib10);

. reMoJualii3 y NalUeHTOB CO 3JI0OKAYECTBEHHOW THMepTeH3uel (pUCK pa3BUTHUS TAKEION

apTepuaNbHON IMIIOTEH3UN);

o OJTHOBPEMEHHOE MPUMEHEHHE ¢ MHTUOUTOpamMu u/uin uHaykropamu nzopepmenta CYP3A4 5
(manpumep, ¢enutouH, kapOamazenuH, ¢GeHoOapOuTan, aHTUOMOTHKU-MAKPOIUABI, HHTHOUTOPHI
nporeazbl BUY, keToKOHA3071, aHTUAETPECcCaHThl, IIyOKCETHH, BaIbIIpOEBasi KUCIOTa U T.11.);

. OepeMeHHOCTh cpokoM Oonee 20 Hemenb (Tpemapar MOXKET MPUMEHSTHCS KaK CPEeICTBO
«pEe3EpBHOM Teparumy);

. MOYKUJION BO3PACT.

Cepaedno-cocyIucThie 3a00JIEBaHUsL

Apmepuaﬂbuaﬂ 2UNOmMeH3Usl

Hudenunun pacmmpsier nepudepruueckue apTepuu, CHIKAET apTepHalbHOE JaBIEHHE U MOXET B
OTJIENbHBIX CIy4asiX BbI3bIBaTh BHIPAKEHHYIO apTepuaibHyl0 THNOTeH31I0. ClaeayeT ¢ 0CTOPOKHOCTHIO
MPUMEHSTH Npenapar y NaleHToB, CKIOHHBIX K apTepHalIbHOW TMITIOTEH3UH, OCOOCHHO Y TAllUEeHTOB C
UIIeMHYecKOl OOJIe3HbIO cepAlla WIM C 1epeOpoBacKyJspHBIMU 3a00J€BaHUSMHU, y KOTOPBIX
Ype3MepHOe CHUKEHHE apTepuanbHOro aasieHus (AJ]) MoOXeT NMpHUBECTH K Pa3BUTHIO HMH(pApKTa
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MHOKapJa U UHCYJIbTa. B ciIy4dae Bblpa}KeHHOﬁ apTeC I/IaJ'IBHOlgllL_I/III:I(;lII%QSI‘TPI “é;% E%EE&.@H&Z&OSV

WA BPEMEHHO MPEKPATUTh pUeM HU(EAUTNHA.

Puck pasBuTHs apTepHaIbHOW T'MIIOTEH3WH BBIIIE Yy MAMEHTOB, NPHHAMAMONKX OeTa-
anapeHoOnokaropel. OOHOBpEMEHHOE MpPUMEHEHHWEe HHUeaunuHa u 0OeTa-aJpeHo0I0KaTOPOB
HEOOXOJMMO TPOBOJUTHh B YCJIOBHSIX TIIATEIBHOTO BPAaYe€OHOTO KOHTPOJISI, MOCKOIBKY 3TO MOXET
00ycJI0BUTh Ype3MepHOe CHmKeHHe AJl, a B HEKOTOPBIX ClIydasX - YCYryOJICHHE CHMIITOMOB
XPOHUYECKON CEPJICUYHON HETOCTATOYHOCTH.

Tspkenast apTepuanbHas TUTIOTCH3US W/UJIM BBICOKAs MOTPEOHOCTh B BOCIIOJIHEHUU 00BhEMa KHUIKOCTH
OblJIa OTMEYCHA y TAIMEeHTOB, MMOJIYJYaoIUX Tepanuio HUMEIUIMHOM U OeTa-aipeHo0I0KaTopamMu, BO
BpeMs OIepalfiil a0pPTO-KOPOHAPHOTO IIYHTHPOBAHHS TOJ OOIIEeH aHeCTe3ued BBICOKUMHU J03aMH
(denranmnna. Ecnu Bo BpeMs Tepanuu MamueHTy TpeOyeTcsl MPOBECTH XUPYPTruIeCKOe BMEIIaTEIbCTBO
moa oOmuM HApKO30M, TO HEo0XoauMo HWH(MOPMHPOBATH Bpada-aHECTE3WOJIOTa O XapaKTepe
MPOBOAUMON Tepanuu. Eciu miaHupyercs Xupypruueckoe BMEIIaTeIbCTBO 101 00IIel aHecTe3uen ¢
MIPUMEHEHHEM BBICOKHX /103 ()€HTAHMIIA, TO PEKOMEHIYETCSI PEKPATHTh NTpHeM HUu(eIunmHa He MeHee
yeM 3a 36 4acoB J10 onepanuu.

Apmepuanvras cunepmen3us

OTCyTCTBYET OMBIT KIMHUYECKOTO MPUMEHEHHUS IMpernaparoB HU(EAUNMHA MPU 3I0KAYECTBEHHOU
apTepUaIbHON TUIIEPTECH3UU.

Hudenunuu He cnemyer NpUMEHATH IS CHIDKCHUS apTEPUAIbHOTO AABJICHUS MIPU THIIEPTOHUYECKOM
KpH3e.

XpOHull€CKCl}l uwemuyeckasn 6ouesHs cepdua

Hudenunun He ciemyer MpUMEHSTH A KYNUPOBAHHS MPUCTYIIOB CTEHOKAPAWU W JJISi BTOPUYHOMN
NpOoGUIAKTUKN CEPAECYHO-COCYTUCTBIX OCI0KHEHUHN Y NAllMEeHTOB, IEPEHECIINX UH(APKT MUOKap/a.

Hecmabunvhas cmenokapoust u/unu un@apkm muokapoa

B penkux ciydasx y ManuMeHTOB C MIIEMHUYECKOW OoNe3Hbl0 cepana (0COOEHHO MPH THKEIOM
OOCTPYKTHBHOM  TOPOKEHUM KOPOHAPHBIX  apTepHii) OTMEYAIOCh  YBEJIMYEHHUE  YacTOTHI,
MPOJOIKUTENFHOCTA W/WUIIH TSAXKECTH MPHUCTYIOB CTEHOKApJWHU, a TAKXKE - B €IUHUYHBIX CIydasx -
pazBuTue MH(}apKTa MUOKap/Aa Mocje Havdajia MPUMEHEHHUsS OJOKaTOpOB '"MEICHHBIX' KalbI[MEBBIX
kananoB (BbMKK), Bxitouas HupenunuH, Win nocie yBenMueHUs X J03UPOBKU. MeXaHU3M pa3BUTUSA
JTAHHOTO SIBJICHUS HE U3YyYeH.

[Ipenapats! HU(penunmuHA B hopMe TaOIETOK ¢ HEMEJIEHHBIM BRICBOOOXKACHHEM MPOTHBOIIOKA3aHbI IPU
ocTpoM HH(pApPKTe MUOKAp/a.

OnbIT KIMHUYECKOT0 PUMEHEHU IpenapaToB HUGeaunuHa B popMe TabJIeTOK C MPOJIOHTHPOBAHHBIM
BBICBOOOXKJIEHUEM TIPU OCTPOM HH(ApKTe MUOKapJa MU HECTAOMJILHOW CTEHOKapJuU OTCYTCTBYET, B
CBSI3U C YeM UX MPUMEHEHHE MIPU yKa3aHHbIX 3a00JI€BaHUSAX TPOTHUBOIOKA3aHO.

Xpouuuecmﬂ cep()elmaﬂ Heo0oCmamo4HoCmy

BMKK (B 1.4. HU(EeAUTHH) CIeTyeT C 0cO00I OCTOPOKHOCTHIO MPUMEHSTH Y TAIIUEHTOB C XPOHUUYECKOM
cepaeunoit HemoctatouHoCThIO (XCH). Ipu nekomnencuposanHoit X CH npumenenue nudenununa He
PEKOMEHYETCSL.

Cunopom «ommenwly bema-aopeHod10Kamopos

VY nmanumeHToB CO CTeHOKapAHuel mpekpalieHne nmpuema 0eTa-aJpeHo0I0KaTOPOB MOXKET MPUBOIUTH K
Pa3BUTHUIO CHHIPOMA «OTMEHBI» (YBEJIMYEHUE YacTOThl, MNPOAOKUTEIBHOCTH W/WIH TSKECTH
MPUCTYIIOB CTEHOKAP/IMH ), BO3MOKHO, BCJICACTBUE MOBHIIIEHHON YYBCTBUTEIBHOCTH K KaTEXOJIAMUHAM.
Haznauenue Hudeaununa He npe0TBpaIlaeT pa3BUTHE CUHIPOMA «OTMEHB» OeTa-apeH00I0KaTOPOB,
U JTa)Ke MOXKET MPUBECTHU K €T0 YCHUIJIEHUIO B CBA3U C pe(hJIEKTOPHBIM BBICBOOOXK/IEHMEM KaTeX0JIaMHHOB
B OTBET Ha Nepu(eprudecKyro Ba3onIaTaluio.
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Hudenunua nHe obOnamaeT aHTHAPUTMHYECKUM JICHCTBHEM ':1|/;| I%émﬂ(ﬁmgmléjr_' BO I—H/IKHOBGHI/IG

HapyIIeHUH CepIeYHOr0 puTMa TMpH pe3Kod oTMeHe OeTa-ajgpeHoOnokaTtopoB. B ciydae
HE00XO0IMMOCTH IIPEKpaILleHHsI Tepanuu 6eTa-aApeHo0JI0KaTOPOM CIIelyeT IOCTENIEHHO YMEHBIIATh €ro
no3y B Tedenue 8-10 nHei 1o HazHaueHus HU(eaAUNrHa.

Aopmanvubiti cmeno3/ Mumpanvusiil cmenos/ 2unepmpoguueckas 06CmpyKmueHas KapouoMuonamus

Kak u Bce nekapcTBEHHBIE CpEACTBa, OONAJAIOIINE Ba3OIMIATUPYIONIUM JCHCTBUEM, HU(EIUITUH
CJIelyeT C OCTOPOKHOCTBIO IPUMEHSTh Y MAllUEHTOB C A0PTaJIbHBIM CTEHO30M, MUTPAJIbHBIM CTEHO30M
WIN TUNEPTPOPUUECKONH OOCTPYKTUBHON KapAHOMHUONATHEH. Y TAIMEHTOB C TEeMOJIMHAMUYECKU
3HAYUMOM OOCTpPYKIMEH BBIHOCAIIETO TpaKTa JIEBOTO >KENyJlouka (HampuMmep, MpH THKEIOM
aoOpTaJIbHOM CTE€HO3€) IPUMEHEHUE Mpenapara IpoTUBOINOKA3aHO.

v IMallMCHTOB C O6CTPYKTHBHOI>'I Kap,Z[I/IOMHOHaTPIefI CYHMECTBYCT PUCK YBCIMYCHUA YaCTOThI, TAXKCCTHU
MPOABJICHUA U ITPOAOJIZKUTCIBHOCTH IMIPHUCTYIIOB CTCHOKAPAWH ITOCJIC IIpUeMa HI/I(beI[I/IHI/IHa. B JaHHOM
cl1ydac H606XOI[I/IMa OTMCHA IIpfrapara.

Iepughepuuecxue omexu

IIpu npuMeHeHnH npenapaToB HUGEAUITNHA OTMEYATUCh HE3HAYUTEIBHO UM YMEPEHHO BbIpa)KEHHbIE
nepudepuyecKkre OTEKH, CBsI3aHHBIE € IuiIatanuend mnepudepuueckux aprepuil. OTekn OOBIYHO
JIOKAJIM3YIOTCA HAa HWKHMX KOHEYHOCTSIX, MHOTJAa YMEHbILIAIOTCS MPH NMPUMEHEHUM JUYPETUKOB. Y
MAIMEHTOB C COMYTCTBYIOUIEH XPOHMYECKON CEpAECYHOM HEAOCTATOYHOCTHIO CIENYET TIIATEIbHO
muddepeHrpoBath nepudepruueckue 0TeKH, CBsI3aHHbIe ¢ IPUMEHEHHEeM HU(eIUN1Ha, OT CUMIITOMOB
MIPOTPECCUPOBAHUS TUCPYHKIIUH JIEBOTO KETyJ0UKa.

CaxapHblil quader

Y manueHToB C caxapHbIM Iua0eTOM TIpU TNPUMEHEHUHM TMpernaparoB HUMEIUNHHA MOXKET
noTpe0oBaThCs KOHTPOJIb KOHIIEHTPALIUHU TJIFOKO3bI B IJIa3Me KPOBH.

HapymeHHe d)VHKIlI/II/I IICYCHHU

B penxux ciyyasx nmpu NpUMEHEHUM MpenapaToB HU(PEIUINHA OTMEYaIoCh MOBBIIIEHUE aKTUBHOCTH
HEKOTOpBIX  (epMEeHTOB,  Takux  Kak  mienmoyHas  (Qocdaraza,  kpeatundochokuHaza,
JaKTaTAeruaporeHasa, acnapraramuHorpancpepasa (ACT) u ananuHamuHoTpaHcdepaza (AJIT),
KOTOpOE€ OOBIYHO HOCHUT MPEXOISIINI XapaKTep, HO MHOTIa MOKET OBITh 3HAYUTEIHHO BHIPA)KEHHBIM.
[IpyunHHO-CIEICTBEHHAs: CBsI3b C NpUEMOM HHU(peAUNrUHA B OOJIBIIMHCTBE CIy4aeB SBISETCS
HEOIPEICIEHHON, OJTHAKO B HEKOTOPBIX CIIydasx OHa BeChMa BEpOsTHA. YKa3aHHbIE HM3MEHEHUS
71a00paTOpHBIX MOKa3aTele pelKo COMPOBOXKAAIOTCA KIMHUYECKOW CHUMNTOMAaTUKOM. OHaKo
OIIMCaHBI CITy9an BOZHUKHOBEHUS X0JIeCTa3a C )KEITYyXO0H MK 0€3 Hee, a TAK)KE PEIKHE CITydanl pa3BUTHS
ayTOMMMYHHOTO IefnaTuTa.

3a manueHTamMH ¢ HapylleHueM (YHKIMM [eYeHH yCTaHaBIMBAETCs TUIATEIbHOE HAaOJI0/IEHUE, U TIpU
HEOOXO/IMMOCTH CHIDKAIOT 03y Ipernapara W/WIM TPUMEHSIOT JpyTue JIeKapCTBEHHbIE (OPMBI
HU(peTUnnHAa.

Hapyiienue d)VHKUI/II/I IIOYCK

[Ipumenenue npenaparoB HUGEAWNMHA Yy TAIMEHTOB C HapylleHHMEeM (QYHKIUU TOYEK SBIISETCS
0e30macHbIM; KOppeKLus 103kl HU(enunuHa He TpeOyercs. B HEKOTOpBIX cilydasx y MalueHTOB C
XPOHUYECKON MOYEYHOW HEJOCTATOYHOCTHI) OTMEYAIOCh TPAH3UTOPHOE MOBBIIIEHNWE KOHUEHTPALIMH
a30Ta MOYEBHMHBI M KpEAaTHMHHHA B CBIBOPOTKE KpOBU. lIpUUMHHO-CIEACTBEHHAs CBSA3b C IIPUEMOM
Hu(peaunHa B OOJIBIIMHCTBE CIIy4aeB SBJSETCS HEONpEeAENeHHON, OJHAKO B HEKOTOPBIX CIydyasx OHa
BECbMa BEPOATHA.

VY NanMeHToB CO 3JI0KaY€CTBEHHOW THIIEPTEH3HEM, HaXOIAIIMXCS Ha TeMOJMaIn3e, THIIOBOJIEMHMS
(ymeHbllIeHHE O0beMa LHUPKYJIHPYIOMEH KpOBM) IOCHEe MpPOLENyphl JAUalIu3a MOXET YCHIUTh
AHTUTUIEPTEH3UBHBIA 3 dexT HubeaunuHa U NPUBECTH K pe3koMy cHibkeHuto AJl. Y Takux
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

ClIelyeT YMEHBIINUTB 03y IIpenapara.

JIekapCcTBEHHBIE B3aUMOJICHCTBU

Hudemunua merabommsupyercss ¢ nomonibio m3odepmenta CYP3A4. JlekapcTBeHHBIE CPEICTBA,
nogasistomue wim uaaynupytonme CYP3A4, MoryT oka3piBaTh BiausHUE Ha d(Q(PEKT «IepBUUYHOTO
MIPOXOXKIACHHS Yepe3 MEeUCHb WIN KIMPEHC HU(eTunuHa.

K nekapcTBeHHBIM cpeacTBaM, CiIaObIM WM yMEpEHHBIM HHruoOuTopam uzodepmenta CYP3A4,
MOBBIIIAIOIINM KOHIICHTPAINIO HU(EIUTTNHA B TUIA3ME KPOBH, OTHOCSTCS:

o MaKpOJIH/bl (HallpuMep, SpUTPOMHULIUH);

. UHTUOUTOPHI ITpoTeassl BUY (Hanpumep, puToHABUD);

J MPOTHUBOTPUOKOBBIE CPEJICTBA IPYIIIIHI a30JI0B (HAIpUMED, KETOKOHA307);
J aHTHenpeccanThl (He(ha3010H U (IIyOKCETHH),

J KBHHYTIPUCTHH/ AT OTIPUCTHH;

J BaJIBIIPOEBAs KUCIIOTA;

J UMETHU/IVH.

[Ipy oAHOBpEMEHHOM NPUMEHEHHWH HH(PEAUNMHA ¢ YKa3aHHBIX MPernapaTtoB HEOOXOIUMO
KOHTPOJIHPOBaTh AJl, ¥ MPU HEOOXOAUMOCTH CKOPPEKTHPOBATH 103y HU(ETUTTHHA.

XUPYPrudecKue BMeH_IaTeJ'IBCTBa/O6IJ_[aH AHCCTC3HUA

WHransunoHHble aHECTETUKU MOTYT yCWINTh cHMkeHue AJl. Ecinu Bo Bpemsi Tepanuu MalUeHTy
TpeOyeTcss MPOBECTH XHPYpruyeckoe BMEIIATEeIbCTBO MOJ oOmeld aHecTe3ueil, HeoOXoIuMo
MH(GOPMHUPOBATH Bpaya-aHECTE3HOJIOTa O TOM, YTO MAI[MEHT MPUHIUMAET HU()EIUITHH.

JMarHoCTUYECKHE UCCIEIOBAHMS

Bo Bpems 1eueHnst BO3MOXKHBI [TOJIOKUTEIbHBIE PE3YJIbTAThl IPU TPOBEIEHUH IpsiMoi peakiun Kymoca
(B codueTaHMM ¢ TeMOJIMTHYECKON aHeMuel niM 6e3 Hee) U JJabOpaTOPHBIX TECTOB HAa aHTUHYKJIEapHbIE
aHTHUTEIA.

Hudenunun, xak u npyrue BMKK, yrueraet arperanuto TpoMOOIIMTOB B yCIIOBUSX in vitro. Hebonbiioe
KOJIMYECTBO KJIMHUYECKUX MCCIENOBAHUN TOATBEP)KAAIOT JAHHBIE O CTAaTHCTUYECKHM 3HAYMMOM
CHIDKEHUU arperanuy TpoMOOILMTOB U YBEIMUYEHUH BPEMEHU KPOBOTEUEHHS.

[IpennonoxuTenbHO, TPUYMHOM TaKUX H3MEHEHUH sBIIseTCs OJIoKaja TpaHCIOpTa KajbIMs depe3
MeMOpaHy TpoMOonuTOB. KimHIueckas 3HauuMOCTb 3TOro 3((dexTa Hen3BeCcTHa.

Hudenunun MoxeT BbI3bIBaTh JIOKHOE MOBBIIICHUE KOHIIEHTPAMN BAHWIMIMHHIAIBHONW KHUCIOTHI B
MOUY€ NP ONPEEIEHNUN CIEKTPOPOTOMETPUUECKUM METO/I0M, HO HE BIUSET HA PE3YJIbTAaThl U3MEPEHUN
IIPU UCTIOJIb30BaHUHM METO/Ia BHICOKOA(PPEKTUBHOM KUAKOCTHON XpomaTorpaduu (BIXKX).

AJKOroJisp

B nepruona JICUHCHUA HE pCKOMCHIAYCTCA yHOTpC6HSITB AJIKOT'OJIBHBIC HAITUTKU U3-3a pUCKA YPE3MEPHOT'0
CHMIXXCHUA apTCPHUATIBHOIO 1aBJICHUA.

IIpuMeHeHHE v MAIIMEHTOB MOKUIIOTO BO3pacTa

Cnenyer coOmogaTh OCTOPOXKHOCTh MpPU TNPUMEHEHHHM NpernapatoB HUGEAMNHMHA Y TMOXKHIBIX
MAIMEHTOB BCJIEICTBHE BHICOKOM BEPOSTHOCTH BO3PACTHBIX HAPYIICHUH (QYHKIIUH ITOYEK.

TIpekpailieHue Tepanuu
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pa3BUTHA CUHAPOMA «OTMEHBI»).

BcnomorarenpHBIe BElIeCTBA

Jlakmosa

JlaHHBIN JIEKApCTBEHHBIM MpernapaT He CjeayeT NMPUHUMATh MMAIMEHTaM C PEAKO BCTpeYaroIeincs
HACJICJICTBEHHOW HEMEePEHOCUMOCTBIO TaJaKTO3bl, JIAKTA3HOW HEIOCTATOYHOCTHIO WIIH TIIFOKO30-
raJIaKTO3HOM MababcopOIHei.

4.5. B3aumopneiictBue ¢ JPYrUMH JIeKApCTBEeHHBIMH MpenaparamMu M Jpyrue BHAbI
B3alMMOJAEHCTBUSA

DdapMaKOKMHETUYECKUE B3ANMOJIEUCTBUS

Jlexapcmeennvle npenapamsi, nusawUue Ha MemadoIusm Hugheounura

Hudenunmun merabommsupyercst ¢ nomombio uzopepmentoB CYP3A4/5, xoropbie Haxomsarcss B
CITM3UCTONW O00OJOYKE KHUIIEYHHUKA M TedeHW. JIekapcTBEHHbIE CpEICTBA, IOJABIISIONINEG HIIH
MHAYLHUPYIOIUE 3Ty (EPMEHTHYIO CHCTEMY, MOTYT OKa3blBaTh BIHMSHHE Ha 3()(EKT «IEepBUYHOTO
MPOXOXKICHHUS» Yepe3 MeveHb (I0CIIe IpreMa BHYTPb) WIIH KIHMPEHC HU(eAUITHHA.

HUnoyxkmopuwt uzsochepmenma CYP3A4

1. Pudammunun

Pudamnuuun  sBisercs MomHbIM - uHAYKTOpoM m3opepmenta CYP3A4. Ilpu omHOBpeMeHHOM
IPUMEHEHUH C pu(daMIMIUHOM CYIIECTBEHHO CHIDKAeTCsl OMOJOCTYNMHOCTb HHU(ETUNHUHa, W,
COOTBETCTBEHHO, YMEHbIIaeTcs ero d3(QexTuBHOCT. [l03TOMYy OAHOBpEMEHHOE NPUMEHEHHUE
HUbeaunuHa ¢ pupaMIMLUHOM IPOTUBOIOKA3aHO.

2. llporuBosnunentuyeckue mpenaparbl, uHAyuupyoomue uzopepmentr CYP3A4 (manpumep,
¢dbenuTouH, kapbamasenuH, peHobapOUTaN)

®enutoun uHaynupyetr uzodpepmeHt CYP3A4. [Ipu ogHOBpeMEHHOM NMPUMEHEHWH HUEIUNHUHA U
(eHUTOMHA CHIDKaeTcs OMOAOCTYNMHOCTh HHU(enunuHa M yMeHblnaeTrcs ero 3¢ ¢exktuBHocTh. [Ipu
OJIHOBPEMEHHOM IPUMEHEHUM JaHHOW KOMOWHAIMU HEOOXOJAMMO KOHTPOJIUPOBATH KIMHUYECKUMN
OTBET Ha Tepanuio HUGEeTUNHMHOM U IpU HEOOXOAUMOCTH YBEIUYUTh €ro J03y. B ciydae moBblmeHus
7103bl HU(peTUITMHA ITPU OJJHOBPEMEHHOM MPUMEHEHUN 000X MpenaparoB, MOCIe OTMEHbI (PEHUTOHHA
103y HU(eTUnIHA ClieyeT YMEHbIINTb.

Knunnyeckue wuccrneqoBaHus MO M3YYEHHUIO IOTEHIMAJIBLHOTO B3aWMOJAEWUCTBUS HHU(EIUNUHA U
kapOamazenuHa wiM (eHobapObuTana He mnpoBoauiuch. Ilockonbky o00a mpemnapara yMEHBIIAIOT
KOHIICHTPALlMI0 HUMOJMIIMHA B IUIa3Me KpOBH, CTPYKTYpHO cxogHoro bMKK, 1o Henb3s uckitounTh
BO3MOKHOCTh YMEHBILIEHHsSI KOHIEHTpauuu HUGDEIUNUHAa B IJIa3Me€ KPOBHM U CHIKEHHS €ro
3¢ PEeKTUBHOCTH.

HUneubumopwvt uzopepmenma CYP3A4

1. AHTUOMOTUKY TPYNIBI MAKPOIUA0B (HApUMED, IPUTPOMULIMH )

Knunnyeckue nccienoBaHus 1Mo B3auMOJICHCTBUIO HU(PEAUITUHA K aHTUOMOTHUKOB TPYIITBEI MAKPOIUIOB
HE TPOBOIWIUCH. M3BECTHO, YTO HEKOTOpbIE MakKpoJuabl HHruOupyroT wuzodpepmeHT CYP3A4.
BcnenctBre 3TOro Henb3st UCKITIOYUTH BEPOSTHOCTD MOBBIIICHUS KOHIICHTPAIMN HU(DEIUTHHA B I1J1a3Me
KpPOBH TIPU OJTHOBPEMEHHOM NPUMEHEHUN HU(DETUTTNHA U aHTUOMOTHKOB TPy MAKPOJIHIOB.

ABUTPOMHIIMH, OTHOCAIIMKCSA K aHTMOMOTHUKAM TPYIIBl MakpOJIHUIOB, HE MHTHOUpYET M30(epMEHT
CYP3A4.

2. Wuruburops! nporeasst BUY (Hanpumep, puToHaBUD)
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poTeas3sl He MPOBOAMIMCH. M3BECTHO, UTO Mpemnaparhl JAaHHOTO Kiacca MHTHOMPYIOT H30(epMEeHT
CYP3A4. Kpome Toro, ObUIO MOKa3aHO, YTO Ipenaparbl JAaHHOTO Kjacca MOJABISIOT METa00IUu3M
HubenunuHa, ornocpenoBanubiii nzopepmentom CYP3A4 B ycnoBusx in vitro. [Ipu ogHOBpeMeHHOM
IPUMEHEHUH C HU(PEIUIMHOM HeNb3sl HUCKIIOYUTh CYLIECTBEHHOE IOBBILICHWE KOHIEHTpAaLUU
HU(EIUNUHA B TUIa3ME KPOBH 32 CUET YMEHBIICHUS 3(pQeKTa «IEepPBHYHOIO MPOXOXKICHHUS» Yepe3
[I€YEHb U 3aMEJJICHUS BbIBEICHUS.

3. [TpoTHBOrpMOKOBEIE MTpEnapaThl IPYIIIHI a30JI0B (HaIpUMep, KETOKOHA30)

Knunuyeckue uccieoBaHusi MO M3YyYEHUIO B3aMMOJAEUCTBUA HHU(EAUNMHA U MPOTHUBOTPUOKOBBIX
MpermapaToB IPYMIIBI 230JI0B HE IPOBOAUINCH. VI3BECTHO, YTO Mpenaparhl JaHHOTO KIIacca MHTHOUPYIOT
n3odepment CYP3A4. Ilpu oqHOBpEeMEHHOM MPUMEHEHHH C HU(PEIUTTUHOM BO3MOKHO CYIIECTBEHHOE
YBEJIIMYEHUE CHCTEMHOUW OMOJOCTYIMHOCTH HHU(EIUNUHA 32 CUET YMEHbIIEeHUsS dPPeKTa «IIePBUIHOTO
MIPOXOXKACHUSD Yepe3 MEUECHb.

4. [umeTnIMH U paHUTUIUH

VYCTaHOBIIEHO, YTO LUMETUIAMH U paHUTUAMH HHruoupyor uzopepmeHT CYP3A4 u BBI3BIBAIOT
MOBBIIIEHUE KOHIIEHTpauuu Hu(eaunuHa B rmia3mMe KpoBu (coorBercTBeHHO Ha 80% u 70%), ycunmBas
TEM CaMbIM €r0 aHTHTHIIEPTECH3UBHBINA 2P deKT.

5. Juntuazem

JluntuaseMm CHIJKAeT KIUpeHC HudeaunuHa. JlaHHYI0 KOMOMHAIMIO CJEIyeT IPUMEHSTh C
OCTOPOXHOCTBIO. MOKeT MOoTpedoBaThCs yMEHBIICHUE 103 HU(ETUITHHA.

6. @iyoKCceTUH

Knuanueckne uccrnegoBaHusl MO H3YYEHUIO B3aMMOACUCTBUS HupeaunuHa u (IIyOKCeTHHA HE
poBOAMINCE. 3BECTHO, YTO ()IIyOKCETHH B YCIOBUAX i1 Vitro mojaBisieT MeTabonu3M HudeaunHa,
onocpenoBanHbii  nerictBuemM u3opepmenta CYP3A4. CrnenoBaTenbHO, HEIb3sI UCKIIOYUTH
BEPOSITHOCTh TOBBILICHUS KOHIEHTpAallMM HU(EAUNIMHA B IJJa3Me€ KpPOBH IPH OJHOBPEMEHHOM
MIPUMEHEHUN HUeaUNUHA U (IyOKCeTHHA.

7. Hedazonon

Knuanueckue wuccienoBaHus 10 HM3YYEHHMIO B3aUMOJEHCTBUS HuUdenunuHa U Heda3zomoHa HE
npoBoAwInch. M3BecTHO, u4TO He(ha3oJOH TOMABISET METa0ONu3M JPYrHMX Mpernapatos,
omnocpenoBanHbii  nerictBuemM u3odepmenta CYP3A4. CrnenoBaTenbHO, HEIb3sI HUCKIIOYUTH
BEPOATHOCTH TIOBBIIICHUS KOHIIGHTpAallMd HU(MEIUNUHA B IUIa3Me€ KPOBH MpPHU OIHOBPEMEHHOM
MpUMEHEeHUH HU(eaunrHa 1 Heda3o0Ha.

8. XUHUIUH

CooOmianoch O MOBBIIIEHUHM KOHILIEHTpAMM HU(EIUINMHA B IUIa3ME€ KPOBHU INPU OJAHOBPEMEHHOM
MPUMEHEHUH ¢ XMHUIUMHOM. [lo3TOMy NpH OJHOBPEMEHHOM MPUMEHEHHM XUHHMJUHA U HUdequnuHa
HeO6XOI[I/IM TH_[aTeJ'II)HI)II\/'I KOHTPOJIb apTCPHUATIBbHOI'0 JaBJICHUA. HpI/I HGO6X0)II/IMOCTI/I CJICOAYECT CHU3UTDH
103y HU(eaunuHa.

9. XUHYNPUCTUH/AaNb(ONPUCTUH

O,I[HOBpeMCHHOC IIPUMCHCHUC KBI/IHyrIpI/ICTI/IHa/I[aJIB(I)OHpI/ICTI/IHa MOKCT NPHUBOJAUTH K ITOBBLIMICHUIO
KOHICHTpAaIuH HI/I(i)C)II/IHI/IHa B IIJIa3M€ KPOBH.

10. Banbnpoesas kucinora

Knandeckue uccnenoBaHus M0 H3yYCHUIO B3aUMOISHCTBYS HU(PEIUTTHHA U BAIBIIPOEBON KUCIOTHI HE
NpOBOAUIUCH. [IOCKOJIBKY BajblIpOEBasi KUCIOTA MOBBIIAET KOHLEHTPALMIO HUMOJMIIMHA B IJIa3Me
KpOBH, CTPYKTYpHO cxoiHOoro BMKK, To Henb3sl HCKIIFOUUTh BEPOATHOCTH MOBBIIEHUS] KOHLIEHTPaluU
HU(DeTUNIHA B IJ1a3Me KPOBH U yCUIIEHUS eT0 3(PPEeKTUBHOCTH.
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11. ['peiindpyToBEIil COK

COOTBETCTBYET 2KCNEPTHOMY OTYETY

I'peitndpyroBeiii coxk unrudupyer uzopepmentr CYP3A4 u monmaiser merabonus3M HHU(ETUIHHA.
OnHOBpeMEHHOE NPUMEHEHHE TMpernapara C Tpern@pyTOBBIM COKOM IPHUBOIUT K ITOBBIIICHHIO
KOHIICHTPAaLMU HU(EIUNHHA B IJIa3Me KPOBU W YJUIMHEHHUIO €r0o JCHUCTBHS BCICACTBUE CHIDKEHUS
s dexra «IepBUYHOTO MPOXOXKICHUD) Yepe3 Me4eHb W yMEHbIIeHUs KiupeHca. IIpu sTom Moxker
YCUJIMBATbCS AHTUTHIEPreH3uBHBIA d(dexr nHudenunuua. Ilpu perymsapHom ynorpeOieHuu
rpeinpyToBOro coka JaHHBIH 3()(EKT MOXKET COXPAaHATHCS B TEUCHUE 3 THEH IOCIe MOCIEIHEro
ynorpeOieHus: coka. YmoTpeOienue rpeindpyra/rpedndpyToBoro coka BO BpeMs JICUCHHS
HU(ETUNIHOM ITPOTHBOIIOKA3aHO.

12. Cy6ctpats! uzodpepmenta CYP3A4

Cyoctparel  u3opepmenta CYP3A4 (manpumep, nm3anpui, TaKpoOJIHMYC, OCH30AHa3CIHHBI,
UMUNpaMHUH, mponageHoH, TeppeHaanH, BappapuH) TMpPH OAHOBPEMEHHOM NPUMEHEHHU C
HUpeUMUHOM MOTYT JAcicTBOBaTh Kak HHrHOUTOpel CYP3A4 u yBenuuuBarh KOHIICHTPAIIMIO
HU(DETUNIHA B IJIa3Me KPOBH.

13. Huzanpun

OI[HOBpeMeHHOG INPpUMCHCHUC LU3alpuaa u HI/I(beIII/IHI/IHa MOXCT IPUBOAUTL K ITOBBINICHUIO
KOHICHTpaluu HI/I(I)CI[I/IHI/IHH B IIJIa3MC KPOBH.

Brusnue nugpeoununa na opyaue nekapcmeennvie npenapanivl
Xunuoun

HudenunuH BBI3BIBACT MOHWKCHHE KOHIEHTPAIlMM XWHUIWMHA B IUTa3Me KpoBu. [locie OoTMEHBI
HU(DETUNNHA MOXET MPOM30MTH pEe3Koe MOBBIIICHUE KOHIICHTPAIMM XWHUAMHA B IUIa3Me KPOBH.
[TosToMy mnpu mnpuMeHeHun HHUPEAUNUHA B KA4E€CTBE JOIMOIHUTEIBHOM TEpalud WM OTMEHE
Hu(pequnuHa clIeAyeT KOHTPOJIMPOBATh KOHICHTPAIMIO XHHHIWHA B IJ1a3M€ KpPOBU U, INpU
HEO0OXOIUMOCTH, KOPPEKTUPOBATH €T0 JI03Y.

AIMZOKCMH

OI[HOBpeMeHHOG IMPUMCHCHHUC HI/I(l)GI[I/IHI/IHa U OJUTOKCHHA MOXKET MNPHUBECTH K CHHIXKCHUIO KIIMPCHCA
AUTOKCHUHA U, CJICAOBATCIBbHO, K IMOBBIMICHUIKO KOHICHTpAONU OUTOKCHHA B IIA3ME KPOBH. CJ'ICI[yeT
TIIATCIIBHO KOHTPOJIMPOBATH IMOABJICHHUC CHUMIITOMOB IMNEPECAOZUPOBKH TJIMKO3WAOB Yy ITAlIUCHTA, U B
cjIydace HCO6XOI[I/IMOCTI/I CHU3UTD 103y AUTOKCHUHA, YIYUTbIBAA €TO KOHIOCHTPALIUIO B I1JIa3ME KPOBH.

Teogunnrun

Hudenunun mnoBblIaeT KOHLEHTpaUMKM TeoQWIIMHA B IUIa3M€ KpPOBH, B CBSI3U C YeM CIEAyeT
KOHTPOJIMPOBaTh KOHIIEHTpalio TeopuuiMHa B IutasMe KpoBU. KnuHudeckuil sdpdext obomx
IIPENapaToB P COBMECTHOM NIPUMEHEHUH HE U3MEHSAETCS.

Taxkponumyc

Takponumyc Metabonusupyercs npu ydactuu uzodepmenta CYP3A4. HenaBHo omyOnMKoBaHHBIE
JTaHHBIE YKA3bIBAIOT HAa BO3MOXKHOCTD MOBBIILIEHUS KOHIIEHTPAIMH TaKpOJIMMyca B OTAEIbHBIX CIIydasix
IIPU OJTHOBPEMEHHOM IpUMeHeHHH ¢ HupeaunuuoM. [1pu ofHOBpeMEHHOM MPUMEHEHUH TaKpoJIuMyca
u HU(EIUINuHA cIeAyeT KOHTPOJIMPOBATh KOHUEHTPALMIO TaKpOJIMMyca B IUIa3ME€ KPOBU U TpU
HEOOXOJMMOCTH CHU3UTH €T0 J03Y.

Bunkpucmun

Hudenunun 3amennser BbIBeleHHWE BUHKPUCTHHA M3 OpPraHW3Ma U MOMKET BBI3BIBATH YCHUIJICHHE
MOOOYHBIX JIEUCTBUI BUHKPHUCTHHA. [Ipr HEOOXOIMMOCTH OJHOBPEMEHHOTO MPUMEHEHHUS 103y
BUHKPHUCTUHA CHUKAIOT.

Ilpenapamui, cesasvigarouuecs c benxamu Kpoeu
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Hudenunua MoXeT BBITECHATh U3 CBA3U C OelKaMu HDGHQ)&TB{'%D&TJ@%IHHGEH‘ BLICOKOH

CTCTICHBIO CBS3BIBAHUSA (B T. Y. HEMPSIMbIE aHTUKOATYJISIHTHI - TPOU3BOHBIC KyMaprHa U WHAAHIMOHA,
MIPOTUBOCYJIOPOKHBIE CPEICTBA, HECTEPOUIHBIE IMPOTHUBOBOCHANUTEIbHBIC IMpenapaThl, XUHHH,
CAJIMIIUIIATHI, CyTb()DUHIMPA30H), BCICACTBHE YETO MOKET IMOBBIMIATHCS WX KOHIICHTPALHS B IJIa3Me
KpPOBH.

Hedanocnopunwi

[Ipu omHOBpeMEHHOM Ha3Ha4YeHHH IeaTocopuHOB (Hampumep, nepukcuM) ¥ HudenunuHa y
npo6anioB Ha 70 % moBkIIIaNack OMOIOTHYECKas JOCTYITHOCTH HeanocnopuHa.

PapMakoJMHAMHYSCKHIE B3aUMOACHCTBHUS

IIpenapamul, cnudcaiowue apmepuanivrioe 0agieHue

AHTUTHIIEPTEH3UBHBIN 3G ekt HubeaUNIHA MOKET YCUIMBATHCS ITPU OJTHOBPEMEHHOM PUMEHEHHUH C
AHTUTUIIEPTCH3UBHBIMU MpENapaTaMu, TAKUMHU KaK TUyPETUKHU, OeTa-aipeHO0I0KaTOPhI, MHTUOUTOPHI
aHruoTeH3uHInpeBpaiaroiiero gepmenta (AIID), antaronucTsl perientopoB anruoreHsuna I (APA 1),
npyrue BMKK, anbda- agpenoOi1okaropsl, HHTUOHTOPH! ocoaudcTepasbi-S5, METHIIONA.

HpI/I OJHOBPCMCHHOM IMPUMCHCHHUU HI/I(I)GI[I/IHI/IHB. n 66Ta—aﬂpeHO6HOKaTOpOB HeO6XO,I[I/IMO TIIAaTCIIBbHO
KOHTPOJUPOBATH COCTOAHUC MAIMCHTA, TaK KaK B OTACJIbHBIX CJIy4asX BO3MOKHO ycyry6neHHe TCUCHUA
XpOHquCKOﬁ cepﬂequﬁ HEOOCTAaTOYHOCTH.

BeipaxxeHHOCTh CHMKeHUA AJl yCHMIMBAeTcCs NpPHU OJHOBPEMEHHOM IPHMEHEHMM WHTAJSIMOHHBIX
AQHECTETUKOB U TPULUKINYECKUX aHTUIACIIPECCAHTOB.

Humpamui
[Ipu ogHOBpEMEHHOM MPUMEHEHUU C HUTPATaAMH YCHIIUBAETCS TaXUKapIusl.
Anmuapummuueckue cpedcmea

BMKK MOT'YyT YCUJIMBATh OTPULATCIIbBHOC MHOTPOITHOC ,Z[CI‘/'ICTBI/IG TaKUX aHTHUAPUTMHUUYCCKUX CPCIACTB,
KaKk aMHUOJapOH W XHUHUAWH. CnenyeT C OCTOPOXHOCTHBIKO Ha3Ha4YaTb HI/I(l)eI[I/IHI/IH OIHOBPEMCHHO C
AU30IMUPAMUIOM U (I)J'IeKaI/IHI/I,I[OM BCJICACTBUEC BO3MOKHOI'O YCHUJICHUSA OTPHULIATCIBHOI'O MHOTPOIIHOI'O

s dexra.

Cynvgpam maznus

HeoOxonumo TmiatenbHo KOHTpoiupoBath AJl y OepeMEHHBIX MKEHIIUH HpU OJHOBPEMEHHOM
PUMEHEHUH HU(EIUNMHA ¢ BHYyTPUBEHHBIM BBEJCHUEM MarHus cyib(aTa BCII€ACTBHE BO3ZMOKHOCTH
Ype3MepHOro cHkeHus AJl, 4To nmpeacTaBiseT OMacHOCTh Kak JJisi MaTepu, TaK U JUIs IJ10/1a.

Denmanun

OpHOBpeMEHHOE TpUMEHEHHEe HUpeAuNnUHa U (EeHTaHWJIa MOXKET TPUBECTH K BbIpAXKECHHOU
apTepHalbHOM TUIIOTeH3UH. ECi BO3MOXKHO, pEKOMEHAYETCSI OTMEHUTh HUGEAUIHH KaK MUHUMYM 32
36 yacoB /10 IPOBEJICHUS AHECTE3UHU C TPUMEHEHHEM (heHTaHUIA.

IIpenapamul xanvyus
CHuxenne 3 pexTHBHOCTH HUDEIUTHHA.
Hecmepouonwvie npomusosocnanumenvruvle npenapamsi (HIIBII)

HIIBII cHmxaioT aHTUTHNEpTEH3UBHBIN 3¢ ¢dekT HudenunuHa BCIEICTBUE IOAABIEHUS CHUHTE3a
MIPOCTarjJaHANHOB, a TAKXKE 3aJE€P’KKHU HATPUsI U KHUIKOCTU B OPraHU3ME.

Cumnamomumemuxu
CuMnaToMUMETHYECKHUE CpcaAcCTBa CHUIKAIOT aHTHl‘HHepTeH3HBHBIfI 3(1)(I)CKT HI/I(I)C,Z[I/IHI/IHa.

Ocmpoeenbl
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DCTPOTEHBI CHIKAIOT aHTUTUNEPTEH3UBHBIN A PeKT Hnd)ennﬁull{éfﬂgﬁé;{'cﬁ%ﬁg @%Mﬂg HKOctH B

OpraHu3Me.
IIpenapamol iumus

IIpu coBmectHoMm npumeHenun BMKK ¢ mpemaparamu JIMTHS BO3MOXKHO YCWICHHME IIPOSIBICHMS
HEHPOTOKCUYHOCTHU MOCIEAHUX (TOLIHOTA, PBOTA, JUapesi, AaTAKCHsL, TPEMOP, ILIYM B yIIax).

4.6. DepTWIBLHOCTH, 0€PEMEHHOCTb U JIAKTAUS

bepemeHnHocTh

[Tpumenenne HupenunuHa npu GepeMeHHOCTH CpokoM 110 20 Henenb MPOTUBOIOKa3aHo. [Ipumenenne
HubenunuHa npu cpoke 6epemeHHocTu 6osee 20 Heleab BO3MOXKHO B KaUECTBE CPEICTBA «PE3ePBHOM
TEpANUU» IPHU TAKEION apTEPUATLHON TMIIEPTEH3UHU, B CIy4asX, €CIM OXKHUAaeMas 110J1b3a U1 MaTepu
IIPEBBIIIACT BO3MOKHBIN PUCK AJIA IO/,

AJIeKBaTHBIX KOHTPOJUPYEMBIX HCCIIEOBAHUI C ydacTHEM OEpEMEHHBIX KEHIIUH HE MPOBOJUIIOCK.
Nmeromasics uHdopMaius sBiaseTcs HEIOCTaTOYHOM sl TOro, 4ToObl HCKIIOUUTH BEPOSTHOCTh
BO3HUKHOBEHUS TTOOOYHBIX 2P PEKTOB, MPEACTABIAIONUX OMACHOCTH JUIS TUI0AA U HOBOPOKACHHOTO.

B wuccrenoBanusix Ha KHBOTHBIX ObLIO MMOKAa3aHO, 4TO HU(ETUIMHH 007a1aeT SMOPUOTOKCHYHOCTBIO,
(beTOTOKCI/I‘IHOCTI)IO U TCPAaTOr€HHOCTLBIO. Ha ocHoOBaHUM KIIMHUYECKHX JNAaHHBIX HEC OBLJIO BBISIBIICHO
crenu(UIecKoro MpeHaTabHOrO pucka. TeM He MeHee, ObIJI0 OTMEUEHO MOBBIIICHUE YACTOTHI CIyYacB
IepUHATaJIbHOW ac(UKCHUU, KecapeBa CEUYEHMs, a TaKXKe IPEeXKIECBPEMEHHBIX POJOB U 3aAECPKKU
BHYTPHUYTPOOHOTO pa3BUTHA Iutona. CBS3b 3TUX COOOUICHUH C WMCHIOIIEHCS apTepHaibHON
TUIICPTEH3UEH, €€ JICUeHNEM WIH crienuduiecknM d(hdekToM mpemapaTa HesCHa.

ITpu npumenennu BMKK, B ToM uncne Hudeaunuya, B Ka4ecTBE TOKOJIUTUYECKOTO CPEJICTBA BO BpeMsl
0epeMeHHOCTH, 0COOCHHO MHOTOIIJIOHOM (IBOWHS 1 00Jjiee), Tpu BHYTPHBEHHOM BBEJICHHH IIpenapaTa
W/WIK TIpU OJHOBPEMEHHOM IpPUMEHEHMH OeTa2-apeHOMHMETHKOB HAOIIOJANINUCh CIIyd4au OCTPOro
OTEKa JIETKUX.

Hudenunun He cienyer MpUMEHSATh BO BpeMs OEPEeMEHHOCTH, 3a HCKIIIOUYEHHEM CUTYallH, Korja
KIIMHUYECKOE COCTOSTHUE JKEHUIMHBI TpeOyer JedeHus HudpemunuHoM. Hudeaunun Moxer
paccMaTpuBaThCs B KQUECTBE CPEACTBA «PE3EPBHOM TEPAMW» IS JKEHILIUH C TSKEIION apTepHUalIbHON
TUIIEPTEH3UEH, HE OTBEYAOIINX HA CTAHJAPTHYIO TEPAIIHIO.

JlakTanus

Hudenunun Beinensercs B rpynHoe Mojoko. KoHueHTpauus HudenunuHa B TPyAHOM MOJIOKE
COIIOCTAaBMMa C €ro KOHIICHTPALMEN B CBIBOPOTKE KPOBU MaTepy. BiusHue npenapara, BbIBOAALIETOCA
C TPyAHBIM MOJIOKOM, Ha OpraHu3M peOeHka HeusBecTHO. I[loaToMy B ciydae HEoOX0IUMOCTH
IpUMEHEHHs HU(EIUITMHA B IEPUO/T JIAKTAIIMM PEKOMEHTyeTCsl IPEKPaTUTh IPyAHOE BCKApMIIMBaHUE.

DdepTHIbHOCTD

B enuHMUHBIX ciyyasx IpH dKCTpakopropaibHOM omiofgoTBopeHun npumeHenne bBMKK, Bkmrogas
HudenunuH, OBUIO CBSI3aHO C OOpPAaTUMBIMH OMOXMMHUYECKHMMH WM3MEHEHHUSIMH B TOJIOBKE
CIIEpMAaTO30MI0OB, YTO MOTJIO MPUBOAUTH K HapylIeHHIO (QYHKIUH crepmbl. [lpu Oe3ycrnenrHsix
MOMBITKAX AKCTPAKOPIOPATHLHOTO OIJIOIOTBOPEHHS W MPU UCKIIOUEHUU JIPYTUX MPUYUH OECTUIONuS,
cleqyeT paccMaTpuBaTh BeposTHOCTh BiusHus BMKK, Bxirowas HudemunuH, Ha COCTOSHUE
CIIepMaTO30H/IOB.

4.77. BausiHue Ha CHOCOOHOCTH YNPABJAATL TPAHCIOPTHBIMH CpeaCTBAMHM M padoTraTth C
MEXaHU3MaMHu

Y HEKOTOpBIX MAIMEeHTOB, OCOOEHHO B HayajJe JIEYCHUs, HHU(EIUNUH MOXKET BBI3BIBATh
TOJIOBOKPY’KEHHE, YTO CHMKAeT CIOCOOHOCTh K YINPAaBICHHUIO TPAHCHIOPTHBIMU CpPEICTBAMH MU
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

MEPEHOCUMOCTH HU(EUITHHA.

B nepuon neyenusi, 0coOeHHO B Hayalie JICUCHUS WM NPU U3MEHEHUU J103bl, HEOOXOIMMO COOIIOAATh
OCTOPOKHOCTb IIPU YHOPABJICHUHU TPAHCIIOPTOM, 3aHATHAX MNTOTCHUHUAJIBHO OINACHBIMU BHIaAMHU
JEeSITeIbHOCTH, TPEOYIOUIMMH TOBBIIICHHON KOHIEHTPAlMU BHUMAHUS U OBICTPOTHI MCUXOMOTOPHBIX
peaKkuuii.

4.8. HexenaregbHble peaklMU

Pe3romMe HexenarenbHBIX PEAKIINI

HexenarenbHble peakuy CHCTEMATH3MPOBAHBI OTHOCUTEIBHO KaXKIOW W3 CHUCTEM OpraHoB B
3aBHUCHMOCTH OT 4YacTOThl BCTPEYAaEMOCTH C HCIOJb30BaHWEM Kiaccupukanumu BceemupHOH
opranuzanuu 3apaBooxpanenus (BO3) cneayromum o6pa3zom: odeHnpb yacto (>1/10); wacto (>1/100, HO
<1/10); meuwacto (>1/1000, o <1/100); pemko (>1/10000, mH0<1/1000); ouensr penxo (<1/10000);
9YacTOTa HEM3BECTHA (HA OCHOBAHUHU MMEIOIMXCS TAHHBIX OIICHUTh HEBO3MOYXKHO ).

Hapywenus co cmopoHul Kposu u tumpamuueckoii cucmemvl
peaKo - TpPOMOOIIUTOIIEHUS, TPOMOOIIMTONIEHUYECKasl My PITypa;
OYEHb PEIKO - AHEMHS;

4acTOTa HEU3BECTHA - JICUKOIIEHUS, arpaHyIoLUTO3.
Hapywenus co cmoponvl umMmynHou cucmembl

HEYacTO - a/Ulepru4yeckue peaklud, OTEeKM B CBA3M C  DPa3BUTHEM  aJUIEPTUYECKOMN
peaKIn/aHrHOHEeBpOTHYECKH 0TeK (0TeKk KBHHKE) (BKIIIOUAst OTEK TOpTaHU*);

PEIKO - KOXKHBIH 3y/1, KOJKHAsI ChIllb, KPAIIMBHUIIA,

OYEHB PEJIKO - AayTOUMMYHHBIN TeMaTHT;

4acTOTa HEU3BECTHA - aHA(PMIaKTHUECKHe/aHa(DUIaKTOUTHbIE PEaKIUH.
Hapywenus memabonuzma u numarnus

OUYEHb PEIKO - TUIEePTIINKEMHUs, yBEINYCHIE MACChI Tea.

Tcuxuueckue napywenus

HEYacTo - TPEBOTa, HAPYUICHHS CHA.

Hapywenus co cmoponul nepgHoil cucmemol

4acTo - roJI0BHas 00Jb, C1a00CTh;

HEYACTO - MUTPEHB, TOJIOBOKPYKCHHCE,

PEAKo - mapecTe3us, TU3eCTE3HS;

9JacTOTa HEM3BECTHA - THITECTE3UsI, COHJIUBOCTb, TTOBBIIIICHHAS YTOMJIISIEMOCTb.

[Ipu nnuTeNnbHOM NpUEME B BBICOKUX J103aX - IAPECTE3USI KOHEUHOCTEH, Ienpeccus, YyBCTBO TPEBOTH,
SKCTpanupaMuiHble (MIApKUHCOHMUYECKUE) HAPYIIEHUs (aTaKCusl, «<MacKooOpa3HOe» JINIO, MapKaroIas
MOXO/IKa, CKOBAHHOCTh JIBUKEHUH PYK M HOT, TPEMOP KUCTEH U MajbleB PYK, 3aTPyAHEHUE ITIOTAHUA).

Hapywenus co cmoponwl opeana 3penus

HEYacTo - HapylleHHe 3peHus (B TOM YHcie TPAaH3UTOpHAs MOTeps 3peHHs Ha (poHe MaKCHUMalIbHOMN
KOHIEHTpaluu HU(EAUNHA B TUIa3Me KPOBH);

YacTOTa HEU3BECTHA - OOJIb B rja3ax.

Hapywenusa co cmoponul cepoya
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(NOCNEONCBATENBEHOCTL 0006)

HEYaCTO - TaXUKaPAMs, OLTYIICHUE CePAIICONCHUS;

PENKO - Y HEKOTOPBIX MAIIMEHTOB, OCOOCHHO B Hadyalle JICYCHHS, BOSMOXHO MOSBICHHE MPHUCTYIIOB
CTEHOKapAHH, YTO TpeOyeT OTMEHBI Mpenapara;

OIHMCAHbI €IUHUYHBIC CITydau HHPapKTa MUOKAP/a;
4acTOTa HEU3BECTHA - ApUTMHUS, 3arpyAUHHBIE OOJIH.
Hapywenus co cmopoHul cocy0os

9acTo - MPOSIBJICHHUS YPE3MEPHON Ba30AMIaTaAINH, BKIIOYas iepudepruieckue 0Tekn (0eCCHMITOMHOE
cHmkeHnue AJl, pa3BuTHe WK yCyryOJIeHHE TeUEHUS CEpACUYHON HEOCTATOYHOCTH (4alle ycyryoJieHue
YK€ UMEBIIEHCS ), «ITPUIMBBD) KPOBH K KOXKE JIUIIA, TUIIEPEMHS KOXKH JIMIIA, OIIYIIEHHUE kKapa);

HEYacTo - BEIpakeHHOE cHIDKeHHE A Jl, 00MOpOK.

Hapywenus co cmoponvl 0blxamenbHol CUcmembl, Op2aHos8 epyOHOL KIemKU U cpe0oCmeHUs
HEYacTo - HOCOBOE KPOBOTEUEHHE, 3aI0’)KEHHOCTh HOCA;

PEIIKO - 3aTPyAHCHHUE JAbIXaHUsI, Kalleb;

OYEHb PENIKO - OPOHXOCIA3M;

Y4aCcTOTa HEM3BECTHA - OJIBIIIKA, OTEK JICTKUX**.

Hapywenus co cmoponwl srceny00yHO-KUeyHo20 mpaKma

4acTo - 3a1op;

HEYACTO - TACTPOUHTECTUHAIbHAS W a0JJOMHHATIbHAS 00JIb, AUCIEIICHS (TOIIHOTA, TUApes WA 3a1op),
METEOPU3M, CYXOCTh CIIM3UCTON 000JIOUKH MOJIOCTH PTa;

pEeAKo - TumnepIuia3us JeceH (KpOBOTOUUBOCTh, O0JIE3HEHHOCTh, OTEUHOCTbD);

JaCTOTa HEU3BCCTHA - PpBOTA, HCAOCTATOYHOCTH FaCTp0330(baFeaJIBHOFO C(I)I/IHI(Tepa, MOBBIIICHHBIM
alllICTHT.

Hapywenus co cmoponul neuenu u sncenuesvbi8o0auux nymeti

HEYaCTO - TTOBBIIICHUE aKTUBHOCTH «IIEUEHOYHBIX)» TPAHCAMUHA3;

PEAKo - MpHU AJIUTENHHOM MpreMe HapylleHrne GyHKIUHU MeUeHu (BHYTPUIIEYCHOYHBIN X0IecTas).
Hapywenus co cmoponul Kodtcu u noOKONCHbIX MKAHel

HEYacToO - H)PUTEMA;

penKo - SKChONIMATUBHBIN 1epMaTUT, GOTOIEPMATHUT;

4acTOTa HEU3BECTHA - TOKCHUECKUN dMUAepMaNIbHBIN HeKponu3 (cuHapom Jlaitenna), mypiypa.
Hapywenus co cmoponvl mbluieynot, KOCMHOU U COeOUHUMENbHOU MKAHU

HEYaCTO - MBIIIEYHBIE CYJIOPOTH, OT€YHOCTh CYCTaBOB;

PEIKO - apTpaJITusi, MUAJITHS,

4acTOTa HEU3BECTHA - apTPUT.

Hapywenus co cmoponul nouex u mMouesbigo0sawux nymet

HEYacCToO - MOJINYPUSsl, AUIYPHUS;

4aCTOTa HEU3BECTHA - YXy/AIIeHNEe (PYHKITUU TToUeK (y MAIMEHTOB C MOYEYHOU HEJIOCTATOYHOCTHIO).
Hapywenus co cmopoHuvl penpoO0yKmusHoU cucmembvl U MOJIOYHBIX HCele3

HEYacTo - APEKTUIIbHAS AUCPYHKIINS;
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OYeHb PEIKO - TMHEKOMAacTHs (y MOXWIBIX IMalHUeHTOB, nd oo i'ég_ali_tg&ﬂ"-'r'rozﬁ'e'" OTNICHEI

Ipenapara), rajakTopes.

Obwue napywerus u peakyuu 6 mecme 68e0eHUs.

4acTo - aCTCHHUS, CJIa00CTh;

HeyacTo - Hecnienuduaeckue 601, 03HOO.

* MOKET MPUBECTU K COCTOSHUIO, YTPOXKAIOIIEMY JKU3HH

** cimyyan OBUTH 3aperHCTPUPOBAHBI IPU MCHOJIb30BAaHUU B KaYECTBE TOKOJIMTHYECKOTO CPEACTBA BO
BpeMs OepeMEHHOCTH (CM. paszen 4.6).

v MMaIMEHTOB, HAXOAAIIKUXCS HA reMoauaIn3e, Co 3JI0Ka4Ye€CTBEHHOM apTepHaﬂBHOﬁ FHHCpT€H3Heﬁ U1
CO CHIIKEHHBIM 00BbEMOM ]_[I/IpKy.HI/IPYIOH_[eI‘;I KPOBH B PC3YJIbTATC MPOABJICHUSA BasOoJUJIATaAllUU MOXKCT
BO3HUKHYTH BBIPAXKCHHOC CHUIKCHHUE AZ[

Coo011enune 0 mMoa03pEBAEMBIX HEXKEIATEIbHBIX PEAKIINIAX

Baxno COO6H_IaTB 0 IMOAO3PCBACMBIX HCIKCIIATCIIbHBIX PCAKIUAX ITOCIIC PECTUCTPALUUN JICKAPCTBCHHOI'O
npemnapara € HCJIbIO o0OecrieueHus HCIIPEPLIBHOI'O MOHHUTOPHUHIA COOTHOLICHUSA «I10JIb3a — PHCK»
JICKaApCTBCHHOI'O IIpfIiapara. MenuiuHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA COO6H_IaTB 0 JOOBIX
MOoAO3pPCBACMBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIiapaTa 4€pe3 HAIMOHAJIbHBIC CUCTCMbI
COO6H.I€HI/I$[ 0 HCKCJIATCJIIbHBIX PCAKIHUAX I'OCYAaPCTB — YJIICHOB EBpa3HﬁCKOFO 3KOHOMHNYECCKOI'O COKO3a.

Poccuiickas ®@enepanus

®denepanbHas ciryx0a 1o Haa30py B chepe 31paBoOXpaHeHUs

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

Tenedon: +7 800 550 99 03

DnekTpoHHas nouyta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
CaiitT B m”HGOPMAIIMOHHO - TEIEKOMMYHUKAIMOHHOMN ceTn « HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. TIlepeno3mpoBka

CHUMIITOMBI

Hudenunun BbI3bIBaeT NepupepUUEcKy0 Ba3oJWIAaTallMI0 C BBIPAKEHHOH M, BO3MOXHO,
MIPOJIOHTMPOBAHHOM CHCTEMHOM apTepHalIbHOM TMIIOTEH3UEN: ToJI0BHAsT 00JIb, TUIIEPEMUS KOXKH JIMILIA,
JUTUTENILHOE BBIpAXXEHHOE CHMXeHHe AJl, yrHeTeHHe NesTeIbHOCTH CHHYCOBOTO y3ia, Opaaukapaus
W/WIK Taxukapaus, opaguaputmus. [Ipu TsokeoM OTpaBiIeHUM - TOTEPS] CO3HAHUS, KOMa.

Jleuenue

JleueHue mepenoO3UPOBKU 3aKIIOYAETCsl B CTAHJIAPTHBIX MpOLEAypax BbIBEIEHHUS Ipenapara u3
opranusMa. Iloka3zaHo Ha3HaueHHE BHYTPb AKTHMBHPOBAHHOT'O YTJIA, NPOMBIBaHHE >Xelyjaka (Tpu
HEOOXOJUMOCTH - MPOMBIBAHHUE TOHKOTO KHUIIEYHUKA), BOCCTAHOBJIEHHE CTAaOMJIbHBIX IOKa3aTesen
reéMOJMHAMUKHU.

B cnyuae mepenmo3upoBku mpenaparamMu HU(EIUNUHA MPOJIOHTHPOBAHHOTO JCUCTBUS HEOOXOIUMO
obecrnieunTh HanboIee MOJIHOE BBIBEICHUE Mpenapara u3 OpraHu3Ma, Mo BO3MOXKHOCTHU - TIPOMBIBAHHE
TOHKOW KHUIIIKKA B IEJSIX MPEAOTBpAIEHUs NaJbHEHIEro BCAChIBAaHHMS aKTHMBHOTO BemiecTBa. [lpum
MPUMEHEHUN CIaOUTENBbHBIX CPENCTB cienyeT yuuThiBaTh, 4T0 BMKK MoryT BhI3BIBaTH CHIKEHUE
TOHYCa KUIIEYHOU MYCKYJIaTyphl BIUIOTh JIO aTOHWW KHUIIICYHUKA.

AHTUA0TOM HUGEAUITHHA SIBISIFOTCS TIpernapaTsl Kanblus. [lokazano BHyTpuBeHHOE BBeAeHHE 10-20 M
10% pacTBOpa KanblMs XJOpUJa WIM KaJbIUs TJIIOKOHATA, C IMOCIEIYIONIMM NEpeKIIOUeHuEM Ha
JUTTEIbHYI0 HHQY3HI0. Ecu pu BBEIGHUU MpEenapaToB KajblHsl HE YIAIOCh JOCTUYD JOCTATOYHOTO
nogbema AJl, BO3SMOXKHO IpuMeHEHUE ab(a-aApeHOMUMETUKOB (JIONTaMUH, HOPITIUHEPPUH).
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[Ipu OpammapuTmMuu - B/B BBEJACHHE aTpONHUHA, OETE -aI[DeHOII\l/I-L'l'l\'/I'e'T

OpaznapUTMUSIX PEKOMEHI0OBaHA yCTAaHOBKA BPEMEHHOTO JIEKTPOKAPANOCTUMYJIATOPA.

[Ipu pa3BuTHM cepieyHON HENOCTATOYHOCTU - B/B BBeAeHUE cTpodanTuHA. MHPY3HMOHHYIO Teparuio
PEKOMEHAYETCS IPOBOJIUTH C OCTOPOIKHOCTHIO, B CBSA3H C PUCKOM OOBEMHOI Ieperpy3Ku cepala.

HeoOxonuMm TiaTeNnbHbIl KOHTPOJIb JESTEIBHOCTH CEpJla, JETKHMX M BbLACITUTEIBHON CHCTEMBI.
PekoMeHayeTcss KOHTPOJIMPOBAaTh KOHILIEHTPALMIO TIUIIOKO3bl (MOXET CHMXKAaThCsS BBICBOOOXIAECHUE
MHCYJIMHA) U COJIepKaHue DJIEKTPOIUTOB (Kausl, KaJIbILIHsI) B KPOBH.

I'emoamnanus Hea(h(HEKTHBEH BCIEACTBHE BHICOKOW CTENIEHHU CBS3BIBAHUS C OSJIKaMH IUIa3Mbl KPOBH U
OTHOCHUTEIILHO Majioro oobeMa pacrpeneneHus. BosmoxxHo nposeneHue miamadepesa.

5. OAPMAKOJOI'MNMYECKHUE CBOMCTBA
5.1. @apmaxkoamHamMH4ecKHe CBOMCTBA

dapMakoTepareBTUYECKasi TPYIA: OJIOKATOPHI KaJBIUEBBIX KAHAIOB; CEJIICKTHBHBIC OJOKATOPHI
KaJIbLHEBBIX KAHAJIIOB C IPEUMYLIECTBEHHBIM JIECTBUEM HA COCYbL; IPOU3BOAHBIE JUTUAPOIIUPUINHA.

Kon ATX: CO8CAOS.

MexaHu3M JEeHCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI

Hudenunun — cenexruBusii BMKK, nmpousBoanoe 1,4-muruaponupuarta. Pacmmpsier KopoHapHbIEC U
nepudepuyeckre apTepur, yMEHbIIaeT NOTPEOHOCTh MUOKapa B KUCIOPOJE 3a CYET YMEHbIIECHUS
IIOCTHArPY3KM HA CEPALIE M JOCTAaBKM KHUCIOPOAA. YCHIMBACT KOPOHAPHBIA KPOBOTOK, YJIy4lIaeT
KpPOBOCHA0KEHUE HIIEMU3UPOBAHHBIX 30H 0€3 pa3BUTHUA (EeHOMEHa «OOKpaJblBaHUSA», aKTUBHPYET
(GyHKIMOHMpOBaHWE KoJutartepaiei. Pacmmpsisi nepudepudeckue apTepud, CHIDKaeT o0Iee
nepugepuyeckoe conporusieHre cocynoB (OIICC), Tonyc Muokapia, NOCTHArpy3Ky, OTpeOHOCTh
MHOKapla B KHUCJIOPOAE U YBEIMYMBACT JUIMTENBHOCTb JUACTOJIMYECKOro pacciaalleHus JeBOro
xenynodka (JDK). IIpakTudecku He BIMsieT Ha CHHOATPUAIbHBIA U aTPMOBEHTPUKYJIAPHBIN y3ibl. He
OKa3bIBaeT aHTHAPUTMHUYECKOIO ¥ IPOAPUTMOT€HHOT 0 JieiicTBus. He BnusieT Ha ToHyc BeH. Hudpeaunuu
YCUJIMBAET MIOYEYHBIM KPOBOTOK, BBI3bIBAsl YMEPEHHBIN HATPUHYPES.

Oxa3blBaeT OTpPULATEIIBHOE XPOHO-, JPOMO- M HMHOTPOIIHOE JIEWCTBUE, YTO COINPOBOXKAAETCS
pedieKkTOpHON aKTUBAIMEH CUMIIATOAPEHATIOBOW CHUCTEMbl M YBEJIWYEHHEM YaCTOThI CEpJeYHBIX
cokpamennit (UCC) B orBeT Ha mnepudepuyeckyro Bazoawiaranuioo. [IpeuMyliecTBeHHO B Hauaje
TEpaIuy CepIeYHbIN PUTM U CepJIeUHbI BEIOPOC MOTYT CHMXKATBHCS B pe3yJIbTaTe aKTHUBALUU pedriekca
6apopeuentopos. [lpu aiurenbHON Tepanuyu HUDETUIUHOM CEplIEeYHBI PUTM M CEpACUHBIH BBIOPOC
BO3BPAIIAOTCS K TEM 3HAUYEHUSIM, KOTOPBIE OHH UMEIIN JI0 Hadajla Tepanuu.

HI/I(beI[I/IHI/IH 06nanaeT AHTUTUIICPTCH3VBHBIM U aHTHAHT'MHAJIbHBIM HCﬁCTBHGM.

ITpu apTepuanbHON runepTeH3un npenapat cHkaeT A/l 3a cuet nepudepudeckoil BazoauIaTalum u
camkenus OIICC. Hudenunun npu npueme oAuH pa3 B CYTKU oOecrieunBaeT 24-4acoBON KOHTPOJIb
noBbIiieHHOro AJl. ¥V manueHToB ¢ HopManbHbIM A/l HU(eUIHUH He OKa3bIBaeT Ha Hero BIMAHUS JINOO
BJIUSIET HA HETO B HE3HAYUTEIbHOW CTEICHH.

I[Ipn creHokapauu HUMETUNUH YMEHbIIAeT mepudepuuecKkoe ¥ KOPOHAPHOE COCYIUCTOE
COTPOTHUBIICHNE, YTO TMPHUBOAUT K YBEIHMYCHHIO KOPOHAPHOTO KPOBOTOKA, CEPIAEYHOTO BBHIOpOCA H
ylapHoro oobeMa, a TakKe K CHIDKEHHIO MOCTHarpy3ku. Kpome Toro, HuenunuH pacumpser Kak
WHTAaKTHBIC, TaK M ATEPOCKJIEPOTHUYECKH M3MEHEHHBIE KOPOHAPHBIC apTEpPUH, MPEAOTBPAIIAET CIa3M
KOPOHAPHBIX apTePH U yIIydinaeT nepdy3uro HIeMUu3upoBaHHOT0 MUOKapaa. Hudeaunun ymeHbIaer
YacTOTY MPUCTYMOB CTEHOKAPJUU U UlleMUYecKkux n3mMmeHennii KI', He3aBUCHMO OT TOT0, BHI3BAHBI JIU
OHU CIIa3MOM HJIM aT€POCKIIEPO30M KOPOHAPHBIX apTEPUN.
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5.2. @apmaxkoknHeTH4YeCKHEe CBOMCTBA

COOTBETCTBYET SKCNEPTHOMY OTUYETY

AOGcopOrms

- Beicokas (6onee 90%). buogoctynHocts - 50-70%. OnHOBpeMEHHbIN MPUEM NUIIKA HE BIMSIET Ha
abcopOiuto. O6nanaer a3¢hexToM "mepBoOro MPOXOXKICHUs" Yepe3 MeueHb.

Pacopenenenune

[IpoHukaer uepe3 reMarodHIE(DATUISCKU ¥ TUIAIEHTAPHBIN Oaphepbl, BBIACISCTCS C TPYIHBIM
MoJioKoM. CBsI3b ¢ OesikamH I1a3Mbl KpoBU (alIbOyMHUHBI) - 95%.

v ManuCHTOB C HApPYHMICHUCM d)YHKL[I/II/I INCYCHU WK IIOYCK BO3MOXXHO 3HAYUHUTCIBbHOC CHUIKCHUC
CBA3bIBAHM A HI/I(I)CI[I/IHI/IHa ¢ OeJIKaMHu IIJIa3MBbl KpOBH.

Buorpancdhopmaris

ITonHOCTEIO MCTa6OJII/ISI/IpyeTC5I B IICYCHH.

Metabonn3m HU(EIUNHHA OCYIIECTBIACTCS MpeumyniecTBeHHO nzopepmentom CYP3A4, a takke
uzopepmentamu CYP1A2 u CYP2AG6.

OnMMUHALNSA

BriBoguTCcs moukamu B BHje HeakTUBHOro Merabonmrta (60-80% mnpunsaroit mo3b1). 20% ¢ Kemdblo.
[lepuon nomyseiBenenus (T1/2) cocrasnser 2-5 yacos.

KymynsatuBHblil 3pdexT oTcyTcTByeT. XpOHUYECKas MOYeyHas HEeIOCTaTOYHOCTh, I'€MOJAUAIN3 U
NIEPUTOHEANBHBIN JHAH3 HE BIUAIOT HA (PapMaKOKHHETHKY.

VY nanueHToB ¢ MeYeHOYHOW HEeJJOCTATOYHOCTBIO CHUYKAETCS OOIINI KIMpeHC U yBeianunuBaercs T1/2.

QOco0ble rpynisl MalueHTOB

Hal/ﬂ/{eHl’I’Zbl nooJKcus1020 so3pacma

[Ipy npumeHeHuu mpenapaToB HUpeaunuHa B ¢GopMe TabJIETOK C TPOJOHTHPOBAHHBIM /
MOJUGUIMPOBAHHBIM BBICBOOOXKIEHHEM Yy MOKWIBIX NalMeHTOB (Bo3pacT > 60 JieT) OTME4YeHO
yBenuueHue Cmax u T1/2 no cpaBHeHuto ¢ 60j1€€ MOJIOABIMU NAIIUEHTAMH.

Iayuenmvi ¢ napywenuem hyHKkyuu neyeHu

dapMaKOKMHETUYECKUE HCCIIEI0BaHUs MTOKA3aIH, YTO y MAllMEHTOB C IIUPPO30M MEYEHU OTMEUAETCS
3HayMTeNbHOE YyBenuueHue T1/2 m ymeHblleHue oOmiero kiupeHca HudenunuHa. Ilo naHHBIM
KITMHAYECKOTO MCCIIEIOBAHMS Y TAlMEHTOB C HapylIeHHWeM (QYHKIWHU TEYeHH JIETKOW (Kiacc A 1o
knaccudukanuu Yaitna-ITeto) u ymepennoit (kimacc B mo kmaccudukanuu Yainn-ITeo) crenenn
TSKECTH KIIMPEHC HU(deTunHa 1mociie npreMa BHYTpb ObUI CHMDKEH COOTBETCTBEHHO Ha 48% u 72% 1o
CPAaBHEHMIO C MAaLUEHTaMU C HOPMaJbHON (QyHKuMel neyeHn. OTMEUeHO yBeIUYeHHUEe IUIOLaau Mo
kpuBoi «xoHueHTpauus-speMs» (AUC) mu Cmax coorBercTBeHHO Ha 93% u 64% y mamueHToB c
HapyleHneM (GyHKIMH NeUeHH JIETKOM cTeneHu TshkecTH (kiace A no kinaccudukanun Yaina-I1si0) n
cooTBeTcTBEeHHO Ha 253% u 171% y manueHToB ¢ yMEpEeHHBIM HapyIIeHueM (PYHKITUU MeueHu (Kiacce
B no knaccugukanun Yaitna-I1s10) mo cpaBHEHHIO ¢ MalMEHTaMU C HOpMallbHOU (DyHKIIMEH reyeHu. Y
MAIMEHTOB C TSDKEJIOW MEeYeHOYHON HemoctatouHocThio (kiaacc C mo knaccudukarnuu Yaina-I1sio)
(bapMakoKuHETHKA HU(DEIUTTUHA HE U3yYallach.

Iayuenmul ¢ Hapywenuem ynkyuu novex

OnuMuHanMs HUpEAUIIMHA MOXKET OBbITh 3aMeJIeHa y MAalMeHTOB C HapylleHHeM (YHKIMHU MOYeK.
XpoHuyeckasi IoYe4Hast HeJJOCTaTOYHOCTb, TPOBEICHNE I'eMO/INaIn3a U MePUTOHEATIBbHOTO JUaln3a He
OKa3bIBAIOT CYIIECTBEHHOI'O BIMSIHMA Ha (papMaKOKMHETHKY HHU(enunuHa. KymynatuBHbl 3¢ et
OTCYTCTBYET.

CTH
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 20.05.2026 N= 3337

(NOCNEONCBATENBEHOCTL 0006)

q)apMaKOKI/IHeTI/I‘IeCKI/Ie HCCICA0BAaHHA HE IIPOBOAUINCE.

6. ®APMAIIEBTUYECKHE CBOWCTBA
6.1. IlepeyeHb BcrioMOrarejbHbIX BellECTB

JlakT03BI MOHOTHIPAT

Kpaxman kapTodenbpHbIii
emnro103a MUKPOKPUCTATUTMYECKAS
TToBunmon K25

Maruus creapar

Obonouxa mabnremku.
I'mnpomennosa

Makporoa 6000

Maxporoin 35000

Kpacurens xuHommHOBEIH sxenthiit (E104)
Tutana TMOKCU]

Tanpk

6.2. HecoBmecTumocTb

He npumenumo

6.3. Cpok rogHoctu (CpoK XpaHeHHUs )

5 mer.

6.4. Oco0Oble MepbI IPEIOCTOPOKHOCTH IIPU XPAHEHUH

XpaHuTh NpH Temneparype He Bolie 25 °C B OpUrHHaIBHON YIIaKOBKE.

XpaHUTb B HETOCTYITHOM JUISI IETEH MECTE.
6.5. Xapakrep u copepkaHue YIAaKOBKHU

I[To 10 Tabneroxk B Omuctep (IIBX/amomuuuit). [lo 3 OGmucrepa BMEcCTe € JIMCTKOM-BKIIAJBIIIEM
MOMEIIAIOT B KapTOHHYIO MayKy, Ha KOTOPYIO JIOTIOJHUTENHFHO MOTYT OBITh HAHECEHBI 3alllUTHBIC
HAKJIEHKHU

nim

ITo 50 mmm mo 100 TabmeTok BO (hi1akoH M3 KOPUUHEBOTO CTEKIIA ¢ TPoOKoi 6emoro npeta u3 [19 Huzkoi
IUIOTHOCTH ¢ penbedHoi Haamucsio « AWD».

I[To 1 ¢nakoHy BMecTe € JTUCTKOM-BKJIAQJBIIIEM TOMEMIAIOT B KAapTOHHYIO MadKy, Ha KOTOPYIO
JIOTIOTHUTEIHHO MOTYT OBITh HAHECEHBI 3alTUTHBIC HAKICHKH.
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 20.05.2026 N= 3337
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6.6. OcoOble Mepbl NMPETOCTOPOKHOCTH MPH YT nnsaudi!l-l Q&lﬁé&%ﬁ'ﬂﬂ}lbb‘f&a&% I-":'oro

npenapara ujim 0TX010B, MOJY4YeHHBIX M0CJIe MPUMEHEHHs JIEKAPCTBEHHOI 0 Mpenapara, u Apyrue
MAHMIYJISIIHMU € IPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickag @enepanusa

Tesa ®apmanesruueckue [Ipeanpusitus Jlta., U3panns
7.1. IIpeacraBuTe/ib Aep:KaTejsl PErUCTPAIMOHHOIO YA0CTOBEPEeHUs

[Iperen3un notpeduTenei cieayer HanpaBsATh MO aapecy:
Poccuiickas @enepanns

00O «TeBa», 115054, Mocksa, yn. Banosas, 35,

Ten.: +7 (495) 644 22 34, dakc: +7 (495) 644 22 35

Anpec B UHTepHETE: Www.teva.ru

8. HOMEP PETHCTPAHMOHHOI'O YAOCTOBEPEHUSA

9. KATETOPUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPHUM OTITYCKA 10 PELEITY.

OOmiasi xapakTepuCTHKa JIeKapCcTBEHHOro mpemnapara KopuHgpap n0oCTyniHa B €IUHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro 3»KOHOMMYECKOIO COK3a M Ha

opUIHMATEHOM caire YIIOJITHOMOYEHHOTO opraHa (3xcrepTHOM OpraHu3aIim)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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