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MUHMCTEPCTBO 3/[PABOOXPAHEHIS POCCHHEHOR dE AEP AL

MHCTPYKIA
I10 MEI[I/H_[I/IHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
IIPEITAPATA

Cony-Kopred®

Perucrpanuonnslii Homep: IT N008915
Toprosoe Haumenosauue npenapara; Cony-Kopred®
MeskIyHAPOHOE HENATEHTOBAHHOE HAMMEHOBAHME: IHIPOKOPTH3OH.
. Jlexapcreennas ¢opma: nuoduIM3aT JUIl NPUTOTOBJIEHMsS pacTBOpa Ul BHYTPUBEHHOTO U

BHYTPUMBILIEYHOI'O BBEACHHUA.

Cocras

B 1 1ByXBbeMKOCTHOM (UIAKOHE CONEDYKUTCS:

Heiticmayrowee seuyecmeo: TUAPOKOPTH3OH (B BUE THAPOKOPTU30HA HATPUS cyKitHaTta) 100 mr;
6cnomozamenvuvle  6eujecmea; Hatpus auruppodocdara moxormapar 0,9 Mr, Harpus
rugpodocdar 8,8 Mr, HaTpUst TUAPOKCHUN .S. (HIIKHSS EMKOCTE);

Pacmeopumens: Boa And UHBEKLIHUH q.S. 10 2 M (BEPXHSsSI EMKOCTE).

Onucanne
. JInouinu3npoBaHHKIN OPONIOK GEI0T0 MM [TOYTH 0EJI0ro [BETA.
Pacmeopuméﬂb: IIPO3paYHBIH GECIBETHEIH PacTBOp.
Boccmanoenennuiii pacmeop: NpO3padyHbIil Clierka ONAJeCHUPYIONMi GeclBETHBIH UIH Clerka

XKEITOBAThIM pacTBOP.

®apmaxoTepaneBTHYECKas IPYINNA: TIIOKOKOPTUKOCTEPOUI.

Kon ATX: HO2AB09

®apmaxonoruyeckune cBoiicrea
Dapmarxoounamuka

Iimokoxoptuxocteponasl (I'KC), ecrecTBeHHbIE M CHHTETHYECKHE, MPENCTABISIOT CcOGOM

aAPEHOKOPTUKOCTEPOHUIBI.
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EcrectBennsie I'KC ('mz[pokopmw}l U KOp
YIEPKUBATh CONH, HCIIONB3YIOTCSI B KAadeCTBE 3aMECTUTENBHOWM TEPANUKM MPH COCTOSHUSX,
COINPOBOXIAIOIINXCS ASPHUIUTOM FOPMOHOB KOpBI HAANIOUEYHUKOB. X CHHTETHYECKHE aHAOTH
B OCHOBHOM WHCIIOJB3YIOTCS B CBS3M C HMX IIPOTUBOBOCTIAJIUTENBHBIM JEWCTBHEM IIPH
3a00JIeBaHUSAX PA3JIHYHBIX CUCTEM OPraHoOB.

IHApOKOpTH30HA  HATPUS  CYKUMHAT  OKasblBaeT Takoe Ke  METabonMYecKoe U
IPOTUBOBOCHIANIUTENBHOE JEUCTBHE, UTO ¥ TUAPOKOPTH30H. IIpy napenTepanbHOM BBEICHUM U B
SKBUMOJISIPHBIX KOJIMYECTBaX OMOIOryyeckas akTUBHOCTh 3THX ABYX COCIMHEHMI SKBUBAICHTHA.
[ToBeilIeHHAass  BOAOPACTBOPUMOCTD ‘ THAPOKOPTH30HA HaTpus cykuuHata (3¢upa) ngaer
BO3MOXHOCTb HEMEIUICHHO OCYIIECTBIATh BHYTPUBEHHOE (B/B) BBENICHHE BBICOKHMX JI03
TUAPOKOPTU30HA B HEOOIBIIOM 00BEME PACTBOPUTEIS, YTO OKa3bIBAETCS OCOOEHHO MOIE3HEIM B
clyyasx, KOTja HeoOXoquMo ObICTPO 0OECIIEYHTh BEICOKYIO KOHIIEHTPALHUIO THIPOKOPTH30HA B
KpoBH. JleficTBHE TUAPOKOPTH30HA HATPUS CYKI[MHATa HAabII0JaeTcs y)Ke B TedeHue 1 yaca rocne
B/B MHBEKIUH; IIPH 3TOM [IPOJIOJDKUTENBHOCTD €r0 IEHCTBHS BapmpyeT.

I'KC BBI3BIBAIOT BBHIpRKEHHBIE U pazHooOpasHbie MeTabonuueckue 3¢ dextel. Kpome Toro, onu
U3MEHSIOT HIMMYHHBIA OTBET OPraHM3Ma Ha Pa3IiyHbIe pa3;1pa>x<meﬁn. |
AKTHBHOCTD METHMINPEIHU30IOHA HATPUS CYKIMHATA OTHOCHTEIHHO m,upoxomeoﬁa HaTpHUs
CYKIMHATA COCTABIAET 5 K 1, 0 YeM CBUAETENBCTBYET CHIKEHHE KOJIMYECTBA 303UHOPUIIOB ITOCTIE
B/B  BBEJiEHMS. OTO corjacyeTcs ¢  OTHOCUTENBHOH  AKTMBHOCTBIO — IMEPOPAIBHOIO
METWIPEIHU30JI0HA U THAPOKOPTH3O0HA.

Dapmaxokunemuxa

dapMaKOKMHETHKA THIPOKOPTH30HA y 3AO0POBBIX MY)XYMH, NPMHUMABIIMX Y4YacTHE B
WCCICIOBaHNM, HE JIMHEHHA I0CTe OJHOKPATHOTO B/B BBEJEHMS T'MIPOKOPTU30HA HATPHUSA
CyKIMHaTa B Jo03¢ Oojee 20 Mr; COOTBETCTBYIOIIUE Q)apmaxoxnﬁemqecme TapameTps

TMAPOKOPTU30HA MPEICTaBICHbI B TabuLe 1.

Tabnuna 1. Cpeanune 3HaveHusi (PAPpMAKOKHHETHYECKHUX MApaMeTPOB I'MIPOKOPTH3O0HA

nocjie OTHOKPAaTHOI0 BHYTPHUBEHHOI'O BBCICHHUSA

3xopoBble B3pocabie Myxuuabl (21-29 aer; N = 6)
Jo3za (mr) 5 1D 10 20 40
OGuit ypoBeHb Bo3aeHcTBHS 1480 2290
(AUCy.or; B * w/mn) 410480) Belen (310) (260)
Knupenc (CL; min/Mun/M?) 209 (42) 218 (23) . 239 (44) 294 (34)
OO6beM paclpeseneHus B ‘
pPaBHOBECHOM COCTOSHUH (Vss; L) 20,7(7,3) 20,8 (4,3) 26,0 (4,1) 37,5 5.8)
Iepuon nojyBsiBenenys (tiz; 1) 1,3 (0,3) 1,3 (0,2) 1,7 (0,2) 1,9 (0,1)

AUC_, — miomans nox GpapMakOKUHETHUECKON KPUBOH C HYJIEBOH OTMETKH BPEMEHH JI0 GECKOHEUHOCTH
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Abcopbyus
ITocre OHOKPATHOTO B/B BBEAEHHUSI THIPOKOPTU30HA HATpUst CyKLMHaTa B go3e 5, 10, 20 u 40 mr
3/I0POBBIM MY’KYMHAM CpEIHHME MUKOBBIE KOHLEHTPALMH, U3MEPEHHbIe Yepe3 10 MUHYT mocie
BBeJleHus 10351, coctaBuid 312, 573, 1095 u 1854 Hr/mi COOTBETCTBEHHO. I“I/mp‘oxomeorIa
HATPHS CYKIMHAT OBICTPO BCACHIBAETCS IPH BHY TPMMBILIEYHOM (B/M) BBEICHHH.

Pacnpeoenenue

T'uApOKOPTU30H MIMPOKO pacrpenelsieTcsi B TKaHAX, IPOXOJUT Yepe3 reMaTodHUedaInuecKui
Oapbep U IPOHKKAET B rpyAHOE MOJIOKO. OOBEeM pacnpeieNIeHus THAPOKOPTU30HA B PABHOBECHOM
cocm;mﬁn BappupyeT npudnusutensHo oT 20 10 40 51 (Tabnuma 1). I'uapokopTrszoH CBSI3BIBACTCA
C TPaHCKOPTHHOM (TJIMKONPOTEMHOM, KOPTHKOCTEPOWICBS3BIBAIONIMM TIJIOOYJIHMHOM) U
anp0ymuHoM. CBSI3pIBaHME THAPOKOPTHU30HA C OeikaMu I1a3Mbl y YeJloBeKa COCTaBIISIET
npumepHo 92 %.

Memabonusm

I'uapokopTU30H (T.€. KOPTHU30J) METabOIM3UPYETCS (hepMEHTOM 11[3;HSD2 IO KOPTH30Ha, 2
nanee - A0 IUTMIPOKOPTU30HA U TeTparuapokopTusoHa. K apyrum mMerabonuTaM OTHOCATCS
Jmmnpoxopmsoﬂ,' S50-UrUIPOKOPTH3OI, ATBTpS.FHI[pOI(OpTI/ISOJI ¥ S0-TETparuJpoKOPTU3OIL.
Kopfmon MOXKET ObITh nHpeoOpa3oBaH B KOPTH30J  NOCPEACTBOM  pEakUuH ¢
11B-ruapoxcucrepounneruaporenaszoit Tuna 1 (118-HSD1).

I'uppokopTuzon Taioke merabomusupyercst ¢ nomoupo CYP3A4 no 6B-rumpoxcrkopTusona
(6B-OHF); ‘nons[ 6p-OHF Bappupyer B mmanazose 2,8-31,7% or obmero kojauyecTsa
MeTaboJIMTOB, lleMOHC'.I‘pI/Ip}'S{ TEM  CaMblM  3HAYATCNBHYIO  MEXHHIMBHLYaIbHYIO
BapualebHOCTb.

Buigeoenue

BeiBeieHre BBeZIEHHOH J103BI NPAKTUHECKH 3aBEPLIACTCS B TEUCHHE 12 4acos. BBIBG,I[CHI/IC

TUAPOKOPTU30HA HATPUA CYKIIMHATA IIPU B/M U B/ B BBEIACHHUH NIPOUCXOINT OJNHAKOBO.

IToka3zaHusi K NPUMeEHEHUI0

‘1. JHAOKPUHHBbIE 3200JIeBAHUS:

* [lepBuuHas uaM BTOpUYHAS HAJAMOYEUHHKOBash HEJOCTATOYHOCTH (mpenaparthl BeIOOpa -
THAPOKOPTU30H HJIM KOPTU30H; NPH HEOOXOAMMOCTH WX CHHTETHUYECKHE aHAaJOr'M MOXHO
HpI/IMeHﬂTb B COYETaHUM C MHHEPaTOKOPTHKOCTEPOHJIAaMH, OCOOEHHO B MEAMATPUUECKON
‘TIPaKTHKE);

* Octpas HannoqeqHﬁKOBaﬂ HEJIOCTAaTOYHOCTh (IpenapaThl BBIOOpa - THIAPOKOPTHU30H WM
KOPTU30H;  MOXET  BO3HUKHYTH HEOOXOAMMOCTb B onHOBpéMeHHOM [IPUMEHEHUHN

MHHEPATTOKOPTHUKO CTCpOI/IIIOB) ;
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B xauecTBe CUMNITOMaTUYECKON TEPAIUU:

* B mpenornepanyoHHOM NEpHOJE, B Clydyae TSDKETOH TpaBMbl MM TSDKENOro 3aboneBaHMs, Y
MAIMEHTOB ¢ YCTAHOBIEHHOM WM MOA03pEBaeMON HaNIOUEYHUKOBOH HEAOCTATOYHOCTBIO; |

. LHOK, KOTOpBI He TOaeTCsi Tepanuy OOBIYHBIMM METOJAMH, KOTJA - BO3MOXHO HalH4iMe
Ha/III0YEYHUKOBOH HENOCTaTOUHOCTH; |

« Bpoxk/IeHHas TUIepIIasks HaIOYeYHHKOB,

* [lomocTpeiii TUPEOUIUT;

* Tunepkanpuremust Ha GOHE OHKOJOTMIECKOTO 3a60IEBAHMUS.

2. PeMaTHueckne 3a60eBanusi (B KauecTBe JOMNOIHMTENBHOM Tepanﬁa KPaTKOBPEMEHHO II
KyTIHPOBaHUS OCTPOTO COCTOSIHUS T 000CTpEHU ):

* OCTpEIii ¥ TIOAOCTPEIH OypCuT; '

* OCTpBI. 10Jar PHYECKHIT APTPUT;

* OcTperit Hecﬁeumbnqecmﬁ TEHIOCUHOBHUT;

* ABKWIO3UPYIOWHNH CIIOHMIINT,

* OIUKOHUIINT,

. Hocnpaiamamqecmﬁ 0CTE0apTPUT;

* [IcopuaTnueckuil apTpur;

* PeBMaToOUHBIA apTpUT, BKIIOYAs IOBEHHIbHBIH PEBMATOUAHBIN apTpUT (B OTHENBHBIX CIyyasx
MOJXET NIOTPeGOBATHCS MOIEPKUBAIOIIAs TEPAIHs HU3KMMHY J03aMH);

* CUHOBUT IIPU OCTEOAPTPUTE. |

3. Cucremuble 3260/1eBaHUs COEAMHUTEILHOM TKAHU (B Iieprol 000CTPEHHUS WIH B OTACIBHBIX |
CITyuasx B KaYeCTBE IOAICPKMBAIOIEH TEparn):

* OCTphIif peBMOKapAUT;

» CUCTEMHBIN JEpMAaTOMHO3HT (TTOJIMMHO3UT);

» CucreMHast KpacHasl BOJTYaHKa.

4. KoxHble 00o1e3HuU:

* I'eprietuopMHBIi OyJIE3HBIN IEPMATUT;

* DKchoIMaTUBHEIH AEPMATHUT;

* I'puGOBUAHBIA MUKO3;

* Jly3sipuaTka; ‘

« 310KaueCTREHHAS JKccynaTuBHas apureMa (cunapom CtuBeHca-/koHCOHA); _

* Tsxenas popma ncopuasa;

* Tsoxenas opma cebopeliHoro nepMaTuTa.
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5. Annepruyeckue cocTosiHUsI (B Cilydae TSKENBIX WM nﬂs&mﬁﬂiﬁ\; L}IHJ(i-C%%’}‘Oﬁ‘HHﬁ npu
KOTOPHIX Head(dheKTUBHA 00BIUHAs Tepanus): \

* OcTpblif HEMHPEKLMOHHBIA OTEK FOPTaHH;

* ATONNYECKUH IEPMATHUT;

* AcTMaTHYeCKHii CTaTyc;

* KoHTakTHBII NepMaTHT;

* Peakuuu HOBLImeHHoﬁ YYBCTBUTEJILHOCTH K JIEKAPCTBEHHBIM CPEJICTBAM;

* Ce30HHbIE WJIM KPYTJIOTOJIMUHBIE AJUIEPTUYECKUE PUHUTHI;

* CeiBOpOTOUHAst OOJIE3Hb;

* [TocTTpancdy3noHHbIE peaKLM TUIIa KParnuBHUIIBI.

6. I'nazuble 0os1e3HH (TSDKENbIE OCTPhlE M XPOHMYECKHE ajJIepruyeckue W BOCHAIUTEIbHBIE
MPOLECCH ¢ TOPaXKCHUEM I71a3): '

* Anneprudeckuii KOHDBIOHKTHBUT;

* Alieprudeckue Kpaesble s3Bbl pOrOBHULIBL,

* BocnaneHue nepeiHero CErMeHTa;

. XopnopeTHHHT;

*» uddy3Hbli 3aaHUIA YBEUT U XOPUOUIUT;

» 'naznast popma Herpes zoster;

» UpuT 1 MpUIOLIUKIINT;

» Keparur;

» HeBpUT 3puTENBEHOTO HEPBA,

» Cumnarudeckas opTanbMusl.

7. 3a0oneBaHus KeTyI0YHO-KHIIEYHOr0 TPAKTA (151 BHIBEICHUS naunéHTa U3 KPUTHYECKOTO
COCTOSIHUA):

* SI3BCHHBIHA KONAT (CHCTeMﬁaﬂ Tepanus);

. P.eI“I/IOHapHLII‘/'I 9HTEPHUT (CUCTEMHAs Tepamus).

8. boJie3Hu AbIXaTeabHBIX MyTeil:

* ACIIUPAOHHBIA IIHEBMOHHT;

* bepuiunos;

* MonHMEHOCHBIA U IMCCEMMHMPOBAHHBIA TyOEpKyJIe3 TErKiX B COUETAHNHU C COOTBETCTBYIONIEH
NPOTUBOTYOEPKYIE3HON XUMHOTEpANIUEH;

~* Cunnpom Jleddaepa, He noaRaroOMUICs Tepanvy APYTUMH CPENCTBAMM;

« Kiuumecku BBIP2)KEHHBIN CapKOMA03.

9. 'emaTosiornyeckne 3a001eBaHus:

* [IpuobperenHast (ayToMMMyHHas) TEMOJHTHYECKAS aHEMUS;
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* BpoxxieHHast (93pUTPOU/IHAS) TUTIOMIACTHYECKAN AHEMUS,

* OpurpobaacToneHus (IPUTPOLUTAPHAS AHEMHUS);
 Unnonaruueckas: TpOMOOLMTOIIEHHYECKAs MypIypa Y B3pOCIsX (TOJNBKO B/B BBENEHHUE; B/M

BBEJICHHE IPOTUBOIIOKA3AHO);

. BTépanaﬂ TPOMOOLIUTOTIEHUS Y B3POCIIBIX.

10. Oukonoruydeckue 3a0o1eBaHusi (B KaUeCTBE MaJUIMATHBHOMN Teparuu):

* OcTphle NEUKO3bI y eTel;

* JIelKO3BI 1 TUM(OMBI y B3pOCIIBIX.

11. OTe4yHblii CHHApPOM:

Jus cTuMynauuM  auype3a M JOCTHOKEHHS PEMHCCHH . hpOTemHyan y TAalHeHTOB C
He(pbornqecng CHHApPOMOM 0€3 ypeMuu; Mpu HePPOTUYECKOM CHHAPOME HIHOIATHYECKOrO
THUIIA WK Y TIALMEHTOB C CHCTEMHON KPaCHOW BOIYAHKOM. |

12. HeoT.10/KHbIE COCTOSTHHS:

* [llokx, pa3BUBIIMHCS BCICACTBHE HaIIIOYEUHUKOBOH HEIOCTATOYHOCTH, i pe3HCTéHTHI>II7I K
' CTAaHJAPTHOM TepaInu, IPH BO3MOXKHOM HaTMIUH Ha/INIOYEYHUKOBOM HENOCTATOYHOCTH.

* OcTphle alIepruyecKue peakuuy (aCTMaTHYECKUH CTaTyC, aHaQUIaKTHISCKHE PEAKLIMH, YKYChI
HAaCEKOMBIX U T.J.) IIOCJIE BBEACHUS NTHHEeDpHHA. |

13. Ipyrue noxasaHusi K NPUMEHEHHIO:

» TpuxuHemies ¢ nopaxeHueM HEPBHOM CUCTEMBI WJIM MUOKap/Ia;

. TyGepKyJIesﬂﬂﬁ MEHHUHIHUT ¢ CybapaxHOUIaIbHbIM OJIOKOM WIIU TIpU yrpo3e 0JIoka (B COYeTaHUuH

C COOTBETCTBYIOLIEH IPOTUBOTYOEPKYJIE3HON XMMHUOTEPAITHE ).

IIpoTuBonOKa3aHNsA

¢ Cucremuble rpuOKOBbIE HHOEKIHY;

o THMIIepUyBCTBUTENBHOCTD K TUIPOKOPTU30HY WM n}660My BcﬁOMoraTeJIBHOMy BEILECTBY
npenapaTa B aHaMHe3e;

e VHTpaTeKanbHEIN ITyTh BBEACHUS;

e DOnuaypanbHbIi NyTh BBEICHHUS;

o OXHOBpEMEHHOE IPUMEHEHHE XXMBBIX M OCNA0JIEHHBIX BAKIMH NP HPOBEJCHHH TEParUH
MMMYHOCYTIPECCHBHBIMHE JI03aMH Tpenapara;

e JnuonaTuyeckas TPOMOOLUMTONEHHS ()11 BHYTPUMBIIIEYHOrO IyTH BBEACHHS [Ipenapara);

e [loBpexxaeHUE TOJOBHOIO MO3ra BCIIEICTBUE YEPEITHO-MO3TOBOH TPABMBEI;

¢ He pexomengyercst npumenst I'KC y nanueHToB ¢ uepebpansHoit hopmoii Manapuw;
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e TIlockoneky I'KC MOryT HMHIYIHpOBATH CH
TEYEHHE, HE PEKOMEHIYETCs NPUMEHEHME TMperapaTta y MAUUeHTOB ¢  OONE3HBIO
Nnenko-Kymunra;

* He pexomennyercs npuMeHEHHe npenapara y GOIBHBIX ¢ OCTPBIM U MOLOCTPBIM ﬁH(bapKTOM
MHOKapa, Tak kak npumeHenne IKC y HHX MOXET NPHBECTH K PacHpOCTPaHEHHIO OYara
HEKpO3a, 3aMeIJIEHUI0 (OpMUpOBaHUs PYyOIIOBON TKaHM H, BCIEACTBUE 3TOTO, - K Pa3phIBY

CEpIACYHON MBILLIIBI;

C 0CTOPOKHOCTBIO ClIEAYET IPUMEHATD NpenapaT B CISAYIOMUX CIyJasX:

* [IPU [IOPaKEHHUH IJ1a3, BBI3BAHHOM BUPYCOM ﬁpOCToro repneca,.nockonbxy 3TO MOXET IIPUBECTH
. K nepdopanuy poroBULsl;

* [IpY I3B€HHOM KOIITE, €CITH CYLLECTBYET yrpo3a nepgoparuu, abcruecca Wid Apyrod rHORHOM
MHEKINY, a TAKKe NPU AUBEPTUKYIHTE, [IPH HAMYMM CBEXMX KMUIEYHBIX aHACTOMO30B, IPH
aKTHBHOHM MIM JIATEHTHOM MENTHYECKOH s3BE, IMOUCYHOH HENOCTaTOYHOCTH, apTepHalbHON
THIIEPTEH3HH, OCTEONOPO3€e, MUACTEHHH gravis;

* y NMAlUEHTOB C XPOHUUYECKOH CEpIEYHOH HEeJOCTATOYHOCTHIO, (HEOXPOMOIMTOMOM, HATHYMEM
Pa3IMYHBIX NICUXMYECKMX PAcCTPOMCTB M CYINOPOXHEBIX MPUCTYINOB B aHaMHe3e, ¢ (hakTopamu
pucka TpOMOOIMOONMYECKHX OCIOKHEHHMH, MOXKMIBIX NALMEHTOB, TP OJHOBPEMEHHOM
NPUMEHEHUH THAPOKOPTH30HA M HECTEPOUOHBIX TPOTHBOBOCTIANUTENBHBIX TpenapaToB (HIIBII);
 * IeTSIM IIPENIApaT CIeyeT IPUMEHSTH TONBKO 10 A6COTIOTHHIM MIOKa3aHuAM (0cOGEHHO B cuydae

JUIUTENBHOM Tepanuu).

IIpumenenue B nepnoa 6epeMeHHOCTH M FPYAHOI0 BCKAPMJIMBAHNS

Tak Kak aeKBaTHBIX KOHTPOJIUPYEMBIX KJIMHUUYECKUX HCCIENOBAHUN 1O MPUMEHEHUIO
THAPOKOPTH30HA B IEpHOL OEpeMEHHOCTH HE IPOBOAMIIOCH, MPUMEHSTH Mpenapar
Cony-Kopred® B nepwon 6GepeMeHHOCTH cleayeT TONBKO IIOCHE TIIATEIBHOM OLEHKH
COOTHOLIEHHSI TOJB3bI U PHCKa juIst Matepu U mwiona. IKC jerko NpoHUKaroT yepes MIaleHTy. B
PETPOCIIEKTUBHBIX KIMHUYECKUX MCCIEJOBAaHUAX OBUIO BBISBIEHO YBEIHUYEHHE CJIyTaeB
poXKzeHus feTeit ¢ HU3KOM Maccoil Tena y marepeid, nony4dasiuux I'KC B nepuon GepEMEHHOCTH.
Puck pasBuTHs TUNOTPOGHM SBIAETCS JO303aBMCHMBIM M MOXET OBITH MUHHMHM3UPOBAH C
nomouipio cHmwkeHus 103b1 I'KC.

HetH, pox/IeHHBIE OT MaTepeH, NOMy4aBIINX BO BpeMsi O€peMEeHHOCTH 3HaunTe bHbIe 10361 TKC,
MOJDKHBI  TINATENBHO — OOCIENOBAaTBCA It BBIABICHUS NMPU3HAKOB  HAJIIOYEUHMKOBOH

HenocratouHocTH. Bansaue I'KC Ha TeyeHue U Ucxof poaoB HEU3BECTHO.
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OTMeyanuch ClIydan pPa3BUTHA KaTapaKThbl Y

tepanuio I'KC Bo Bpemst 6epeMeHHOCTH.

Kax u apyrue I'KC, ruapoKOpTU30H MMPOHMKAET B I'PYJHOE MOJOKO U MOXET MOAABISITH POCT,
N0JABIATh SHAOTEHHYIO CEKPELIO KOPTUKOCTEPOUIOB UM OKa3bIBaTh JPYIo€ HEONAronpUATHOE
JIENCTBUE.

B cBsizu ¢ NOTEHUMANBHBIM PHCKOM Pa3BUTHS CEPhE3HBIX HEXENATENBHBIX PEaKUuil y peberKa
HEOOXOAUMO NPUHSATh PEILIEHUE O MPOAOIKEHUH IPYIHOIO BCKApMIIMBAHUS WM NPEKPALUCHUI

npyuema mnpenapara, ¢ y4€Tom HEO0OXO0IUMOCTH IPpUMEHEHHA ITpenapara IJIst MaTCpu.

Cnocod npumMeHeHNs U 103b1

[Ipenapat MO>XHO BBOJAWTH B BUZAE B/B MIM B/M HHBEKIUU WIH B BHAE B/B MH(Y3UMU, HO NpU
HEOTJIOKHBIX COCTOSHUSIX HAauMHaTh JICUEHUE MPENIOYTUTENbHO ¢ B/B uHbexuuu. Ilocie
KyNHPOBAHHUSI OCTPOTrO COCTOSIHUS MJIM 0OOCTpEHHs Lienecoo0pasHo pacCMOTPETh BO3MOXKHOCTh
IPMMEHEHUS NIEPOPABHBIX MperapaToB ruapokopTizoHa wim Apyrux ['KC nposoHrupoBaHHOro
neicTBUsl. BhiCOKHe 103bI Npenapara MpUMEHSIOT TOIBKO 10 MOMEHTa CTAGHIIM3AIHH COCTOSHHS
IalMeHTa, HO He JIOJbIIEe, YeM B Teuenme 48-72 yacos. Hauanpuas Jl03a Ipernapara COCTaBIsIeT
100-500 Mr runpoxopTH30Ha MM 0OJiee, B 3aBUCHMOCTH OT TSDKECTH COCTOSHHS OOJBHOTO.
Tepanuro npenapaTom MpU HEOTIOKHBIX COCTOSIHUSIX HaYWHAIOT C B/B BBEICHUS B TEYEHHUE HE
menee 30 cexysa B no3ze 100 mr u 1o 10 munyT B 10o3e 500 mMr u 6onee.

J103upoBKH HpenapaTa MOr'yT ObITh Pa3HBIMH M JODKHBI OBITh MHAUBUIYAIbHBIMHU B 3aBHCUMOCTH
oT 3aG0NeBaHus, IOABEPraeMOoro JICYEHHUIO, €ro TSKECTH 1 peakiyy NalnyueHTa Ha NPOTHKEHUH
BCETO nepuojia JiedeHus. Pelenne o COOTHOIIEHUH PHUCKA W IOJB3BI JIOJDKHO MPUHUMATECS B
KaX/IOM OTZENBHOM Cllyyae Ha IOCTOSIHHOW OCHOBE.

Cnemyer MCHONB30BaTh MHMHHMAJIBHO BO3MOXHYKO J03y KOPTHKOCTEPOMIOB JJIi KOHTPOJS
COCTOSHHS IIpY JICUCHHH B TEYEHHWE MHHMMAJIBHOTO MEpUOAa BpPEMEHH. Haziexaras
MOJIIEPKUBAIONIAA TO3UPOBKA AOIDKHA ONPENENSATHCA yTeM YMEHBIIEHUs HaualbHOH J03HPOBKH
JEKapCTBEHHOIO IMpernapaTa B HEOONBLIMX Ipefenax dYepe3 COOTBETCTBYIOLIME - MHTEPBAJIBI
BpEMEHM JI0 TeX IO0p, NMoka He OyIeT NOCTHIHyTa camas HH3Kas LO3MPOBKa, KoTopas Oyner
obecreynBaTh afIcKBaTHHIN KIMHUYECKHUH OTBET.

Ecin nocie npomommKUTENBHOM Tepanuu HEOOXOAMMO NPEKpaTHTh MpHEM IIpernapaTta, €ro
cleyeT OTMEHATH [TIOCTENEHHO, a He pe3ko (cM. pasuen «Ocobble yKa3aHUs).

Brenenue 'npenapaTa B 3TOM 03¢ MOXHO IOBTOPSATH 4Yepe3 Kaxaple 2, 4 wianm 64acoB B

3aBHCHMOCTH OT OTBETHOIA p€aKlun naucHTa u KJIMHHYECKOMN KapTHUHBI 3a00JIeBaHUS.
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IIpuroroBJjieHHEe PACTBOPOB

[Ipenapatel s napeHTepanbﬂbro BBEJICHMs! Ilepell NPUMEHEHHEM HEeOOXOIMMO IPOBEPSTh
BU3YaIbHO Ha TPEAMET H3MEHEHUA LBETA WM HATMuus yacThil. CleayeT HCIoNb30BaTh TONBKO
NpO3payHbIN paCTBOP.

JAByxbemkocTHbIi daakon ACT-O-VIAL _

1. HaxxmuTe Ha nnacTUKOBBIM aKTUBATOP, YTOOB! PACTBOPHUTEIH TEPETUIICH B HIDKHIOK €MKOCTb.

2. OcTopoxHO NoKa4KBaiTe GIakoH 10 TeX [Op, NoKa THOPUIH3AT He PaCTBOPUTCS.

3. Yanure niacTUKOBBIM JUCK, IPUKPHIBAIOIINHN LIEHTP IPOOKH.

4. O6paboraiiTe NOBEPXHOCTH MPOOKH AHTUCENITUKOM.

IIpumeyanue: najabHeluMe JeHCTBAA MOKHO NPEINPUHMMATE NOC/€ BLINOAHEHHUS 3TANOB
1-4.

5. Hp.OKO.HI/ITe UIJION NEPNEHAUKYIAPHO UEHTP MIPOOKH TaK, YTOOB! ObLT BUIEH KOHYMK HIJIBL.

6. IlepeBepHuTe (Q1akoH U HaOEpPUTE COOTBETCTBYIOUIYIO KOJMYECTBO PacTBOPA.

s B/B MM B/M MHBEKUMH anbHeiero passenenus He tpedyercs. g B/B uHdY3MK cHavana

TOTOBAT pacTBOp, KaK OIMCAHO BBILIE. 3aTeM MOAY4EHHbIH pacTBop mobasisioT k 100—1000 M
5 % BomHoro pacreopa aekcrpo3ssl (uiau 0,9 % pactBopa HaTpus xuopuna, win S % paCTBopa
nexctpossl B 0,9 % pacTBOpe HaTpus XJIOpMAA, €ciy GOIBHOM He hyxc,uaercx B OTpaHUuYEHUHU
KOJIMYECTBa HaTpus). Ecnu jxenaTensHO BBECTH HEOOMNBIIOW 00heM MKUIKOCTH, MOXHO JOOaBUTh
100-3000 mr rnnpompméoxaa (B BHMAE THAPOKOPTH30HZ HATpUs CyKiuHaTta) K 50 M1
BBILIENEPEUHCIIEHHBIX pacTBOPOB. [1osyueHHBIN pacTBOp BBOAMUTCS HENOCPEACTBEHHO B/B WM C
HOMOIIBIO BTOPOMH CHCTEMBI U nepenuBalys UHGY3UOHHBIX PACTBOPOB.

Ecim pacTBOpEI npenapara IpUroTOBNEHH!, KaK yka3aHo Bbie, T0 pH = 7-8, a 0cMOJISIPHOCTH
= 0,36 ocMonb (OCMonﬂpﬂbcrb 0,9 % pactBopa Hatpus xnopuza 0,28 ocMonb).

HpnMenexme npenapara y 0co0bIX KJIHHUYECKHUX FPYI NaUAeHTOB

Hetsim cnepyer BBOOUTE Oojee HU3KUE N03bI (HO HE MeHee 25 MI/CYTKH), OHAKO IpH BHIOOpE
JO3bI B IEPBYI0 OYEPENb YUUTHIBAIOT TAKECTh COCTOSHMSA U PEAKIHIO NTALIMEHTA Ha TEPAaITHIo, a He
BO3pAaCT U Maccy Tena. '

Y nanueHToB, MOABEPNEHHBIX TsDKENOMy crpeccy Ha ¢one Teparmmu I'KC, neobxoaumo
TIIATEIBHO HAOMIOAATh 3a NOSBIECHHEM IPH3HAKOB M CHMITOMOB a/[PEHOKOPTHKOCTEPOUIHOMN
HenocTaTouHOCTH. Cnenyer yuuThiBath, yto Tepamnus ['KC sBisiercs ')IOI'IOJIHI/ITGHBHOI\/'I, a ue
3aMEHSIOLIEH OOBIYHYIO TEPAITHIO. |

Y nanueHToB C HapyweHnem (yHKUMM NeYeHd MOXET Habmonatecs ycuieHue sddexra

npenapara, HO3TOMY BO3MOXHO paCCMOTpeHI/Ie BONpOCa O CHHUXXECHHHU N0O3bI HpenapaTa.
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[IpuMeuanue: mepeducieHHble HIKe HexenarenbHple peakuuu (HP) Tunmuser ans Bcex

cucremuslx ['KC, u ux BKJIIOYEHHE B JaHHYIO TaOJNHIly He O3Ha4aeT, yTo onpeneneHHas HP

Ha6II01aach TIPU TIPUMEHEHNH UMEHHO 3TOTO IIpenapara.

Knaccnuxanmsi OpraHoB 1 CHCTEM

He:xenarteannas peakuust (HP)

Hugpexyuonnvie u napazumapnsie
3a601eeanusn

OnmnopTyHUCTHYECKHE HHPEKLUH,
MH(pEKLUH, MAaCKHUPOBaHUE HHGEKLHH,
AKTUBALUS CKPBITHIX MHMEKLMi (BKIHOUas
peakTUBalMIO TybepKye3a)

Jobpoxauecmeennoie, 310KauecmeeHHbIE U
Heonpeodenennbie H06000PA306aHUs (6 M. Y.
Kucmol u ROJIUNbL)

Capxoma Kanoum

Hapywenus co cmoponst Kpoeu u
aumMpamuyeckol cucmemsl

Jletikonuros

Hapywenus co cmoponut ummyHHol
cucmemol

Peaxiuu noBeIIEHHOH YyBCTBUTEILHOCTH,
aHa(UIaKTHYECKUE PEaKlny,
aHa(UIaKTOUHBIE peaKLUU

Hapywenusn co cmopoHsl IHOOKPUHHOT
cucmemul

~«orMennsl 'KCy, 3anepixka pocra y aeren,

Pazputue cunapoma Muenko-Kymmunra,
TOJIaBJICHHE TUIIOTANTAMO-TUIIODU3APHO-
HaAMIOYEYHUKOBOM OCH, Pa3sBUTHE CHHAPOMA

HapylIeHHE TOJEPAHTHOCTH K TIIIOKO3€,
TMOBBILIEHHAE TIOTPEOHOCTH B MHCYJIMHE WU B
NepopabHBIX THIIOTIMKEMUUECKUX
npenaparax y NalydeHTOB C CaXapHbIM
11abeToM, CHUYKEHHE TOJEPAHTHOCTH K
YTIIEBOAAM, THPCYTH3M, CUMIIATO~
aJIpeHaJIOBbIE KPU3bl Y MALIMEHTOB C
(heoXpOMOLIUTOMOH :

Hapywenus co cmoponul 06mena genjecme
u numanua ’

3aziep)KKa HaTpUs B OpraHU3Me, 3aAepiKKa

YUJKOCTH B OpraHU3Me, THIIOKATHEMHYECKUN
aJIKano3, TUCIUNUACMHUS, JUIIOMATO3,
NIOBBIIEHHBIH anneTuT (KOTOPBIA MOXKET
TNPUBECTH K ITOBBILLIEHUIO MacChl TeNa),
NPOsIBJICHUE JIATEHTHOTO caXxapHoro auabera,
FUIIEPTPUXO3, BTOPUYHAS HAANIOYCUHUKOBASA
HE0CTaTOYHOCTh (OCOOEHHO B IEPUOL,
cTpecca — TpaBMbI, OTIEPaTHBHOIO
BMELIATeNbCTBA WM 3a00JI€BaHuU),
OTpHULATENLHBIA a30TUCTHIN OanaHe u3-3a
kaTaboamn3ma GesKoB

Hapywienus ncuxuxu

AddexTrBHOE paccTpoicTBO (BKIIOYAs
Jiernpeccuto, sibopuio, ahPekTHBHYIO
NnabUIIBHOCTh, 3aBUCUMOCTB OT
JIEKapCTBEHHOT'O Npernapara, CyuuaaabHoe
MBIIIJICHUE ), TICUXOTHYECKOE PacCTPOHCTBO
(BkIIOYas MaHMIo, Opell, raJlIIoLUHALMY U
IU30(PEHHUIO), ICUXHYECKOE PacCTPOHUCTBO,
U3MEHEHHE JUYHOCTH, CIYTaHHOCTh
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cO3HaHMA, OECHOKOUCTBO, Tiepenabl

HaCTpPOCHU S, HEAJEKBATHOE ITIOBEJACHUE,
6eccommua, PasapaXKuTCIbHOCTD,
KOI'HUTHBHOC paCCTDOﬁCTBO

Hapywienusa co cmopoHst Heperoii
cucmemul '

OnuaypanbHEI TUOMATO3, TIOBBIILIEHUE
BHYTPUUYEPEITHOTO AaBIEHHUS,
J00poKayecTBEHHAsi BHYTpHUUEpEIIHAs
TUNEPTEH3Us, CYAOPOTH, aMHE3Us,
rOJIOBOKPY)KEHHE, T'0JIOBHAs 00JIb; HEBPUT,
HelponaTsi, 1apecTe3uy

Hapywenus co cmoponst opzana 3penus

HCHTpaHBHaH CEPO3Hast XOPUOPETHUHONIATHS,

KaTapakTa, riaykoma, 3k30(Tajbm,

TNIOBBILIEHHE BHYTPUTTIA3HOTO JIABJIEHUS C
BO3MO)KHBIM MOBPEKJIECHUEM TIIAa3HOTO HEPBA,
niepdopauus poroBUIIbl WK CKIIEPHI,
oboctpeHue opTanbMONIOrHYECKUX BUPYCHBIX
WM IpUOKOBBIX 3a00JIEBAHUM.

Hapywenus co cmoponst opzana cnyxa u
Aa0UpuHmHble HAPYUIEHUS

Bepturo

Hapywenusn co cmoponut cepoya

XpoHuyeckas cepieuHast HeIoOCTaTOUHOCTh (Y
NPEAPACIIONOKEHHBIX TALIUEHTOB),
Opanukapaus, apuTMHs, OCTAHOBKA Cepla,
runeprpoduyeckas muonatus (y
HEIOHOLIEHHBIX J€Tel), pasphlB CepAeUHON
MBIILIIBI [IOCNE HEJABHO IEPEHECEHHOTO
vH(papKTa MUOKapJa

Hapywenusn co cmoponbst cocyoos

Tpom003, apTepuanbHas TUIePTEH3HU,
apTepuanbHas TUIIOTEH3Us, TPOMO0IMOOIHS
JErOYHOM apTepHH

Hapywenusa co cmopoHst OvixamenvHoii
cucmemol, Op2aH06 2PYOHOI KNemKuU u
cpedocmenus

[acnuHr-cMHAPOM, UKOTA

Hapywenusa co cmoponbst scenyoouno-
KUWEeYHO020 mpaKkma

IlenTrueckas s13Ba (C BO3MOXKHEIM
npoboaeHreM U KPOBOTEYEHHEM ),
nepgopauus KUIIKH, KeTyI0YHOe
KpOBOTEUYEHHE, TAHKPEATHT, 330(arur,
B3/IyTHE XUBOTA, OOJIb B )KUBOTE, IHApEs,
JUCHETICHS, TOIIHOTA

Hapywenusa co cmoponut Kodxcu u
ROOKOICHBIX MKAHeI

AHTHOHEBPOTHYECKUH OTEK, THPCYTH3M,
NETEXUH, IKXUMO3bL, aTPOd U KOXKH,
3pUTEMa, THIIEPrUAPO3, KOXKHBIE CTPHH,
CBIIlb, 3y[l, KpaIIMBHUIIA, aKHE, KOXKHas
TMIONUIMEHTAIHS, aJUIePrHYeCcKIi
JIEPMAaTHT, CyXas Yenryiyaras Koxa,
MCTOHYEHHUE BOJIOC Ha T'OJIOBE, HOKEHUE WIIH
noxaisiBaHue (0cobeHHO B 001aCTH
IIPOMEKHOCTH) NIOC/IE B/B BBEICHUS
npenapara, IUrMEHTalus KOXH,
«CTEpUIIBHBIH abcrecey

Hapywenua co cmoponnt ckenemno-
MBIULCYHOU U COCOUHUMETbHOU MKAHU

MpeleyHas ¢1adocTh, MUAJTHS,
«CTEPOUJIHASY) MUOMATHS, MBILIEYHAs
aTpodusi, OCTEONIOPO3, OCTEOHEKPO3,

11
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KOCTEH, HeliponaTuyecKkas apTponarTus,
apTpairusl, aCenTMYECKUN HEKPO3 TOJIOBKH
nieyeBoi ¥ 6epeHHoi KocTy, '
KOMITPECCHOHHBIE IEPENOMBbl II03BOHKOB,
Pa3phIBBI CyXOKUITHH (B 0COOEHHOCTH
AXWILIOBA CYXOXKUIINSA)

U MOJIOUHOU HCel1e3bl

Hapywenus co cmoponsl nonoevix opzanos

HapymeHue MeHCTpyalbHOTO LMKJIA,
aMeHopesl, CHIKEHHE KOJIMYEeCTBa U
TIO/IBUYKHOCTH CIIEpMaTO30110B

Obwue paccmpoiicmea u HapywieHus @
Mmecme 66edenusn

MeieHHOE 32KUBIICHUE paH,
nepudepuyuecKuil OTEK, yCTaNOCTb,
HEeJIOMOTaHUe, Pa3BUTHE PEAKLIMU B MECTE
HUHBEKIMU

JlabopamopHusie uccredosanusn

CHKeHMe TOJIEPaHTHOCTH K yTiIeBofIaMm,
MIOHWKEHHE KOHLIEHTPALMH Kallisi B KPOBH,
TIOBBIILIEHNE KOHLIEHTPAIMHU KaJbI¥sl B MOYE,
MOBBIIIEHUE aKTUBHOCTH
alaHMHAMMHOTpaHC(epaskl,
acrapraTaMUHOTpaHc(epassl U MIEIOYHON
(ocdarasbl B CHIBOPOTKE KPOBH, TOBHIILIEHUE
KOHIICHTPaLUK MOYEBUHEI B KPOBH,
TIO/IaBJICHUE PeaKI¥ii IPK MPOBEACHUN
KOKHBIX MPoO

Ilpouue

ITarosoruyeckoe pacrpeneneHue xupa

Ilepeno3npoBka

(sryHOOOpa3HOE JIUIIO, TYYHOCTH TYJIOBHIIA)

Kimnnueckuit cuaapom octpoit nepenosupoBku ['KC He onucan. Cnenuguyeckoro aHTHAOTA

I[Ipy  TIEPEAO3UPOBKE HE HMECTCsA; NPUMCHACTCA IOAACPKUBAKOILICE U CHMIITOMAaTHYCCKOC

JICYCHUC.

rPlIIpOKOpTI/ISOH BBIBOOUTCA IIPHU JUAIHU3E.

B3aumopeiicTBye ¢ APYrUMH JIEKAPCTBEHHbIMH CPEICTBAMH

I'mapoxopTuson MeTabonusupyercst 11B-ruapokcucreponnnernaporenasoid tuna 2 (113-HSD2)

1 u3odepmeHToM cuctemsl uroxpoma P450 — CYP3A4. Uzopepment CYP3A4 katanusupyer

6B-runpokcuanpopanue I'KC, 4uro sBinsgerca kimroueBbIM oStamoM 1-if ¢dasel merabommsma

SHIOTeHHKIX W cuATeTMYecknx I'KC. MHOrHe COenMHEHHs TAKKe SABISIOTCA CyGCTpaTaMu

msodpepmenta CYP3A4; HeKOTOpbIe U3 HUX M3MEHSIOT METabO0JM3M [NIFOKOKOPTHKOUIOB IIyTEM

MHIyLUPOBaHUA (TTOJ0XKHUTENBHON perysily) win HHruoupoBanus nzodpepmenta CYP3A4.

HH2u6uh10pbz uzogpepmenma CYP3A4

MOFyT CHIKATh II€YCHOYHEIN KJIMPEHC U IOBBIIIATE KOHHCHTPpaANUKX T'MAPOKOPTHU30HA B ILJIa3MeE.

Ilpu opHOBpeMeHHOM mipuMeHeHuM uHruouropa wusopepmenra CYP3A4 (mampumep,

12




COOTBETCTBYET 3KCINEPT
S A 272 b

ot 05.04 2023 N2 6

(Bxopmwmd M3 N24213

HO

KETOKOHA30J1a, UTPaKOHA30J1a, KIapUTPOMHULIMHA
CHWIKEHME JI03bl THIPOKOPTHU30HA BO M30€xkaHHe CTEPOUTHON TOKCHUHOCTH.

Huoyxkmopuer usopepmenma CYP3A4

MoryT noBpIIATh IEYEHOUYHBIH KIMPEHC ¥ CHMXKATh KOHLUEHTPALMH TMAPOKOPTH30HA B ILIa3Me€.
[Ipu  oxHOBpEMEHHOM an/iMeHeHI/m ungykropa usopepmenta CYP3A4 (mampumep,
pudamnuvHa, kapbamasenuHa, (eHobapOuTana U (EeHUTOMHA) MOXKET NOTpebOBATHCS
TIOBBIIEHUE O3Bl TUIPOKOPTU30HA AJIs1 JOCTIKEHUS HEOOX0IMMOT0 OTBETA.

Cybcmpamer uzogpepmenma CYP3A4

[pu Hanuauu apyroro cyderpara usodpepmenta CYP3 A4 neueHOUHbIH KIHMPEHC THAPOKOPTH3OHA
MOJKET H3MEHATBCS, YTO TPeOyeT COOTBETCTBYIOLIEN KOPpeKLHK 1035l CYIECTBYET BEPOSITHOCTh
TOTO, UTO HEXXETATEe/bHbIE IBJICHUS, CBA3aHHbIE C IPMMEHEHUEM TI00O0T0 U3 3THX JIEKAPCTBEHHBIX
CPEZCTB I10 OTAENBHOCTH, IPY KX OJHOBPEMEHHOM anMeHeHHh OyZyT BCTpeUaThCs yalle.
Ippexmul, obycnosnennvie ne uzopepmenmom CYP3A4

Hpyrue B3aumozeicTBUA M 3(QGEKTH, KOTOPHIE MOTYT BO3HUKATH MpPUH OJHOBPEMEHHOM
NPUMEHEHHH THAPOKOPTU30HA, OTIMCaHbI B TAOJIHUIE 2 HIKE.

B tabnuue 2 npuBOIUTCS CIIMCOK M ONHCaHUe Hanboee pacnpOCTpaHeHHbix U/MIY KITMHUYECKU

3HAaYHUMBIX JICKAPCTBEHHBIX B3aUMOJACHCTBUYN WU B(b(beKTOB TIAPOKOPTU30HA.

Tabauua 2. BaxHble JekapcTBeHHbIe B3aMMOJCHCTBMSL MJIM  B3aUMOACHCTBHSL ¢

BemecTBamMu/3(p¢eKThl THAPOKOPTH3OHA

Knace uiaM THI IpenapaTos |

- IPEITAPAT nnn
BEHIECTBO
AxTtnbaxTepranpHble WHI'MBUTOP m3odpepmenta CYP3A4
cpeacTsa o

- UBOHMA3NN :
AHTHOHOTHKHY, HHAYKTOP uzodepmenta CYP3A4
NPOTUBOTYOEPKYJIE3HBIE '
cpencTaa

- PUOAMITULIVH
AHTUKOATYJISHTBI I'KC oxa3pIBalOT pa3nyuuHOE BIUSIHUE Ha MIEPOPAIBHBIE
(mepopasbHBIe) aHTUKOAryJIaHTHL. IMeloTcst cooOleHus KaK o MOBHIIICHHUH,
TaK U 00 YMEHbIIEHUH 3(PHEKTUBHOCTH aHTUKOATYJISTHTOB
npu opHoBpeMeHHOM npumeHeHuH ¢ I'KC. Takum o6pazom,
JUIsl COXpaHEHHUs! HEOOXOIUMOT0 AaHTUKOATYJSIHTHOTO
addexTa HEOOXOANMO KOHTPOIUPOBATE [TOKA3ATEIM
CBEpTHIBaHUS KPOBH.
ITpoTHBOAIMIIENTUYECKHE NHJAVKTOP (n CYBCTPAT) uzobepmenta CYP3A4
cpencraa _

- KAPBAMAS3EIIWMH
[TpoTuBORNIMAENTHYECKHE NHAYKTOPHI nzodpepmenra CYP3A4
cpencrea

B3aumoneiicteue/3dpdexr
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Knace win TN npenapaTos pperct -0
- IPEITAPAT nan
BEINECTBO
- DEHOBAPBHUTAJI
- DEHMTOWH

H-xonuHonutuku
- HEPBHO-MBGIIITEYHBIE
BJIIOKATOPBI

I'KC moryT BnusiTh Ha 3¢ (HEeKTUBHOCTh
AQHTHXOJIMHEPrUYECKUX CPELACTB.

1) MmeroTest coob1ieHus 0 pa3BUTHH OCTPON MHUONIATHH NIPH
OJTHOBPEMEHHOM IpUMeHeHuH Bbicokux 103 ['’KC u
H-X0NMHOIUTHKOB, TaKUX KaK HEPBHO-MBIILIEYHbIE
O110KaTOPBI (CM. IOMONHHUTENbHYIO MHGOPMALIHIO B pasfieie

«Ocobrie YKa3aHUs», «Baunsuue Ha CKEJICTHO-MBIILICUHYIO

CHCTEMY»).

2) Nmetotes cooO1eHus 06 aHTarOHMCTHYECKOM 3 dexTe
I'KC Ha 6710KMPOBKY HEPBHO-MBILIEYHOM IEpenaun
npenapaTaMy NMaHKYpOHUH U BeKYpOHUH. DTOro

‘B3aMMOAEHCTBUS MOYKHO OXKHJIAaTh ¥ B OTHOILUEHUHU BCEX

KOHKYPUPYIOMIHX 6I0KaTOPOB HEPBHO-MBIILIEUHON
HPOBOAMMOCTH. :

WHrubuTOphl X0MMHICTEPa3bl

I'KC moryT ymeHbLaTh 5h(GeKTUBHOCTb HHTHOUTOPOB
XOJIMHACTEPa3bl IPU JICYEHUM MUACTEHUH gravis.

I'unorauKkeMuyecKue
IIperiapaTol

‘Tlockonpky I'KC MoryT yBenuuuBaTh KOHLEHTPALHIO

TJIFOKO3BI B KPOBH, MOXKET HOTpCGOBaTbCSI KOPPEKUHNA JO3BI
TUITOTINKEMHUYCCKUX npenapaTOB.

[IpoTHBOPBOTHEIE NpenapaThl

VMHTUBUTOPHI (1 CYBCTPATBI) nsodepmenta CYP3A4

- AIIPEITMTAHT
- QOCAIIPEITUTAHT L
[potuBorputkossie cpeactsa | KHTUBUTOPHI (1 CYBCTPATDI) uzopepmenta CYP3A4
- UTPAKOHA30JI
- KETOKOHA3O/JI :
IIpotusoBupycusle cpeacrtsa | MHIMBUTOPBI (u CYBCTPATDI) nzodepmenra CYP3 A4
- THI'MBUTOPBI 1) MHrubutops! nporeassl, TAKHE KaK UHAXHABHD U
ITPOTEA3BI BUY PHTOHABHD, MOT'YT MOBHIIATE KOHUEHTpauun I'KC B mazme

KpOBH.

2) 'KC moryT ycunuBaTh MeTab0I13M HHTHOUTOPOB
npoteassl BUY, 4T0o NpUBOAUT K CHIDKEHUMIO UX
KOHIEHTpAlMH B IIa3Me KPOBH.

WHrubuTops! apomMarassl

AMI/IHOFJIYTCTI/IMH,H-I/IHﬂyIJ,I/IpOBaHHaH cynpeccus (byHKHI/II/I

- AMUHOTJIVTETUMU]] | HagmoYeuHHKOB MOXET YCYTyOJISTh SHAOKPHHHBIE
: U3MEHEHHS, BBI3BaHHbIE AUTENbHBIM npuMmeHenueM ['KC.
Bnokarop kanbuueBbix | UTHITUBUTOP (u CYBCTPAT) uzopepmenra CYP3A4
KaHaJOB '
- JMJITUA3ZEM
CepneuHsle MIUKO3UIbI IIpu onnoBpemennom npumeneHun I'KC ¢ cepaeuHbiMu
- JUT'OKCUH TIIMKO3MJaMU BO3MOJXKHO ITOBBIIIEHHUE PUCKaE Pa3BUTUSA

ApUTMMI UITH TOKCHYHOCTH CEPACYHBIX IJIMKO3HMIOB Ha (oHe
THIIOKaHEMHH. Y BCEX MallUEHTOB, MPOXOASUINX
KOMOMHUPOBaHHYIO TEPAITMIO JaHHBIMU NIpenapaTaMy,
HEeoOXO0MMO TIIATEIFHO KOHTPOIHPOBATE KOHIEHTPALHIO
3JIEKTPOJIHUTOB B CHIBOPOTKE KPOBHU, B HACTHOCTH
KOHLIEHTPAIMIO KaJIHsl.
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COOTBETCTBYET 3KCTNEPTHOMY OTHE
ot 05.04 _’3:3 e M,
Knace nim tun npenapartos BsanMogeféT'B’h% : ﬂfgp 421348
- IPEMMAPAT uin
BEILIECTBO
OCTpOreHsI (Bximrouas | UTHITMBUTOP uzodpepmenta CYP3A4 (M CYBCTPAT)
OpalbHbIE  KOHTPALENTHBHI, | DCTPOreHbl MOTYT YCHIMBATE 3G (EKTH M'HAPOKOPTH30HA

CoAepKanune 3CTpOFCHbI)

[IYTEM TTOBbINICHHUS KOHUCHTPAU TPAHCKOPTHUHA U, KaK
CJIEACTBUE, CHUIKEHHNA KOJIUYECCTBA THIPOKOPTH30HA,
KOTOprI71 MOXET NOABEPraTbCA MeTa6OJII/I3My. Moxer
I'IOTpGGOBaTBCH KOppEeKLMA AO03bl THAPOKOPTU30HA, €CJIX Ha
Q)OHG €ro NpuMCHECHHU B CcTaOMIIBHOM J103€ MalMEeHT
HaYMHACT WK NPEKpalIacT NIPUMCHEHHE 3CTPOIrC€HOB.

- TPEUIIOPYTOBBIA COK | MHIUBUTOP uzodepmenta CYP3A4
WMMmyHOzRenpeccaHT HUHITMBUTOP (u CYBCTPAT) uzotpepmenta CYP3A4

- HUKJIOCIIOPVH OnHoBpemenHoe npuMeHeHue uknocnopuna 1 [’KC moxer

IPUBECTH K MOBBIIEHHIO KOHIIEHTPAIIUH B IJIa3Me KPOBH
OJHOTO MM 000UX JEHUCTBYIOIMX BEILECTB MPENapaToB,
TI03TOMY BEPOSATHOCTH BO3HUKHOBeHUs1 HP, cBsi3aHHBIX €
NPUMEHEHUEM Ka)KIOTr0 U3 MpenapaToB B KaYeCTBe
MOHOTEpAINH, MOT'YT BO3HUKaTh 4aule. [Ipu ogHoBpeMeHHOM
IIPUMEHEHUH 3THX IIpenapaToB ObLIH 3apemCTpuposaH51
Cllyyau BO3HHKHOBEHHS CYAOPOT.

HNmmyHOmEnpeccaHTsl CYBCTPATHI uzodepmenta CYP3A4
- UKJIIO®OCPAMU]L '
- TAKPOJIUMYC
AnTHOAKTEpUATBHBIE WHI'MBUTOPEI (u CYBCTPATBI) uzodpepmenra CYP3A4
cpencTaa TpyIIBI
MaKpOJIHJIOB
- KIIAPUTPOMUIINH
- OPUTPOMUIINH
AHTHOaKTEpUaNbHbIE NHI'MBUTOP nzodpepmenta CYP3A4
cpencTBa TpYIIIBL
MaKpOJIUZIOB
- TPOJJEAHIOMUIVH
Hectepounusie 1) Ipu onnoBpemennom npumenennn IKC ¢ HIIBIT
MPOTUBOBOCHIANUTEbHEIE NOBBILIAETCS] PUCK JKEITYJOYHO-KUIIEYHOT0 KPOBOTEYECHHUS U
npenapatsl (HIIBII) MIOSIBJIEHUS SI3B.
- ACIIMPMH B Bricoxux | 2) 'KC MoryT yBenu4uBaTh KIMPEHC aCIMPUHA TIPH TIPUEME
J103ax HOCJIENHETO B BEICOKHX 103aX, YTO MOYKET IPUBECTH K
(aueruncamuumIOBas CHMXKEHMIO KOHLIEHTPALUY CajJuUMIaTa B CBIBOPOTKE KPOBH.
KUCJIOTA) [Ipexpamenue Tepanuu I'KC moxer npusectu k
HOBBILIEHHIO KOHLEHTPALMK CaTMLMIaTa B CBIBOPOTKE
KPOBH, YTO MOXKET YBEIMYUTH PHCK €0 TOKCHYECKOTO
BO3JEHCTBUSL.

IIpenapartel, cumxaromue | Ipu Haznayenun I'KC coBmMecTHO ¢ mpenaparamy,

KOHULCHTPALHUIO KaJlusd B KPOBH

JTIOBBIIAETCSA [IpU OHOBpeMeHHOM npuMeHeHuu I'KC ¢

CHHIKAKIIHMMH KOHIICHTPAUWNIO KaJIiusad B KPOBH (TO €CTh
III/IypeTI/IKaMI/l) HE00XOAMMO TIIATEIHHOE Ha6H}OlleHI/IC 3a
ManneHTaMHy, IOCKOJBKY CYIIECTBYET PUCK PA3BUTHS
TUITOKaeMuHu. TaKxe PHUCK pa3BUTUS T'HIIOKAJIHEMHUH

amdoTepuiMHoM B, kcaHTHHAMM WK GeTa-2-arOHUCTaMHU.
BbuIM 3aperucTpupoBaHkl cliydau, B KOTOPEIX
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COOTBETCTBYET 3KCMNEPTHO

ot 05.04 2023 Ne 6488
T3 mzaaach BATD Ko A1 234077
KJace uau THI IPenapaToB icrBue e
- IIPEITAPAT uin
BEIIECTBO

OJIHOBpEMEHHOE NpUMeHeHHe aMboTepHIMHa B 1
THJIPOKOPTU30HA COMIPOBOXKIANOCH B AANIbHEHIIIEM
runeptpodueil Muokapaa U XpOHUUECKON cepAeuHOM
HEN0CTaTOYHOCTBIO.

Oco0ble ykazaHus

ITockonbky paszButue ocnoxHeHuit npu tepanuu ['KC 3aBUCHT OT 03Bl U JUIUTEIBHOCTH
MPUMEHEHUS HpenapaTa; cileflyeT MHIUBUIYAIBHO JUIS KaXIOTO MalldeHTa OLeHUBaTh
COOTHOWIEHHUE TOJb3a/PUCK U MPUHUMATh pEIIEHUE O A03€ M JUIUTENbHOCTH IPUMEHEHUS
Tipernapara, a TakXKe 0 TOM, OyIET JIi 3TO eXKEIHEBHAs Tepanus WK KypcoBoi npuem. [lpu
tepanuu ['KC cnenyer npuMeHsTs HaMMeHbIY10 3¢ HEeKTUBHYIO J03Y Ipenaparta ¢ LUeIb
JIy4IIEro KOHTPOJIA COCTOSHUS NauueHTa. [Ipy BO3HMKHOBEHHM BO3MOXXHOCTHU CHU3UTH
JI03y Ipernapara, 3TO ClIeAyeT AeNaTh MOCTENEeHHO.

I'KC wmoryr moBBILIATH BOCIPUHMYMBOCTE K WH(DEKIHMOHHBIM 3a00JIE€BaHUAM,
MacKHpOBaTh HEKOTOpbIE MPOSBICHUS WHGMEKUHWH, KPOME TOTO, MOTYT pa3BUBAaThCs U
HoBble HHQexuuyu. Ilpy npumenenuun I'KC BO3MOXHO CHIDKEHHME YCTOMYMBOCTH K
uHEeKIMAM, a° TakkKe CHIDKEHHE CIOCOOHOCTH opraHusMa K JIOKaJIU3aLUH
MHOEKIMOHHOr0  mpouecca. PasButue  WHOEKUMH, BBI3BIBAEMBIX  PasIAYHBIMU
I1ATOTEHHBIMM OpTAHW3MAaMHU, TAKHMH KakK BUPYCHI, GakTepiu, IpHOBI, IIPOCTEHIINE WK
TeJIBMUHTEI, [IPH PA3ITUYHON JTIOKaTU3alMY B OPTaHU3ME YEJIOBEKA, MOXET ObITh CBSI32HO C
npumenenueM npenapata I'KC kak B kauecTBe MOHOTEpaluM, TaK U B COYETAHUH C
JIpYrMMHA HMMYHOJENPECCaHTaMH, BO3JEMCTBYIONMMM Ha KIETOYHBI KMMMYHHUTET,
TYMOPaIbHBI HMMYHHTET WIM Ha QYHKIHIO HEHTpoQuioB. OTH HHQEKUMH MOIYT
NIPOTEKaTh HETSDKENO, OJHAKO, B PsIe CIy4yaeB BO3MOXKHO TSDKEIOE TEUYCHUE U Jae
JeTanbHBIH ucxon. Uem Beime npumeHseMble 7036l [KC, TeMm Bblllie BEpOSTHOCTH
pa3BUTUS MHOEKLIMOHHBIX OCIIOXXHEHUH. |

IMarmenTrl, MoNyyalolide Npenaparsl, MOIABIAIONIME WUMMYHHYI CHCTeMy, Oolee
BOCIIPMMMYMBBL K HHPEKIMIM, YeM 3J0POBBIE JIMIa. B 4acTHOCTH, BETpsiHASL OCTIa U KOPb
MOTYT UMETP O0JIee TSHKENOE TeUCHHE Y HE UMEIOIUX HMMYHHUTETA K 3THM 3a00JIeBaHUSAM
JieTed unum B3pocisix, noiyqaromux KC, BIioTe 10 eTaabHOro uCxoa.

Iarpentam, monydaronum nederre IKC B 103aX, OKa3bIBAIOMIMX HMMYHOIEPECCHBHOE
zeticTsre, NPOTHBOIOKA3aHO BBEJEHHE JKMBBIX WIM XKMBBIX OCIAONEHHBIX BAKLUH, HO
MO>KHO BBOJIUTH YOUTHIE WIIX MHAKTUBUPOBAHHBIE BAKIIMHBL, OJJHAKO PEaKIys Ha BBC,D;CH>I/I€
TaKUX BaKIUH MOXeT ObITh CHkeHa. [lanrenTtam, nomyyaromum jgeuenne [KC B no3ax;
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 05.04 2023 N= 6488

uwi M3 N24213487)

HE OKa3bIBarOIIMX UMMYHOIACIIPECCUBHOT

10 COOTBETCTBYIOLIMM [TOKa3aHUSIM.
[Ipumenenue THAPOKOPTH30HA NPU AaKTUBHOM TyOepKyje3e clienyeT OrpaHU4MTh
Cly4asMd  MOJIHMEHOCHOIO M JMCCEMMHHpPOBaHHOro TyOepkynesa, korma I'KC
NpUMEHsIeTC  JUlsl  JIeYeHHs. 3a00JIeBaHU B COYETAHMM C  COOTBETCTBYIOLIEH
'npOTHBOTy6epKyJie3H01‘/’1 xumuorepanued. Eciu T'KC Ha3zHauaror naummeHTaMm ¢
JIATEeHTHBIM TyOepKyJIe30M HIM C MOJOXKUTENbHBIMU TyGEPKYJIMHOBBIME NPOOaMH, TO
JIeYEHHE CIENYET IPOBOJAUTE IO CTPOIUM BpadeOHBIM KOHTPOJIEM, [TOCKOIBKY B03M0)-KHa
peakTuBauys 3aboneBaHus. Bo Bpems IIJ'II/ITEJIBHOI‘/'I.TC]J&HPIH I'KC Takue mnanueHTs
JOJDKHBI I0JIy4YaTh COOTBETCTBYIOIIEE NPOGHUIAKTUIECKOE JIEYCHHE.

Coo0manoce, 4o y mauMeHToB, monyyaBumux Tepamuto I'KC, oTMeuanach capkoma
Karnoum. IIpyu oTMeHe npenapaTa MOXXeT HaCTYNHUTh KJIHHAYECKAs PEMUCCHS.

HecmoTps Ha TO, 4TO B [oOCIefHee BpeMs He IPOBOJMINCE MCCIIEOBAHHUS
THIPOKOPTH30HA, HccneHOBaHﬁe IMPUMEHEHHs] METHIINPEIHU30JI0Ha HATPUS CyKIMHATa
NPY CENITHYIECKOM ILIOKE [IPOJEMOHCTPHPOBaO 60J1ee BRICOKYIO JIETATLHOCTD B OATPYIIIE
IIAIHEHTOB, @ UMEHHO Yy TEX, Y KOro OBl IMOBBILIEHa KOHLEHTpPAUMsS CHIBOPOTOYHOrO
KpeaTuHuHa (> 2 %) B Hayane UCCIENOBaHUs, UM Y TAMEHTOB, Y KOTOPHIX pasBuHIach
BTOpHYHAs HH(PEKLUs NOCIIe Havdasa TepanuH.

BO3MOXKHO pa3sBUTHE ajIeprUdecKuX peakiuit. II0CKONBKY Y MalMeHTOB, MOMYYaioLIiX
napeHtepanpnyo Tepanuio ['KC, B peaxux cnyqaﬂx BO3MOXKHO pa3BUTHE KOXHBIX U
aHadunaKTHIECKUX/aHaQUIAKTOUAHBIX peakuuit (Hampumep, OpoHXOCMasMa), INepen
BBEJIEHHEM Mpelnaparta CieAyeT NpeINpHHUMaTh COOTBETCTBYIOIME NMPOGHIaKTUIECKHE
MEpPOIIPUATHs, OCOOEHHO €ClNM y [aHHOrO NALMEHTa B aHAMHE3€ OTMEYallHCh
aIIEPrUYECKUE PEaKIMK Ha KAKUe-THGO0 JeKapCTBEHHBIE IPEIapaThl.

ITaneHTaMm, NMOABEPrHYTHIM BOS,U,CI\/'[CTBI/I}OA crpecca Ha ¢one Tepanuu ['KC, nokasaHo
yBEIMYEHHE N03bl IpenapaTa 10, BO BpeMs M HOCJIG-.CTpeCCOBOI‘/'I cuTyauuu. Takue
NAlMEHTHl JO/OKHBI HaXOAMTHCA TOJ CTPOrMM BpadeOHBIM HaGIOeHHeM H3-3a
" BO3MOXKHOTO PasBUTHS HA/IIOYEYHNKOBON HENOCTATOUHOCTH. A

Ha ¢one npumenenus 'KC B TepaneBTHYECKMX 032X B TEYEHUE MIUTENHHOTO IEPHOIA
BO3MOJKHO DAa3BUTUE CYIPECCUH l"l/IHOTaHaMO-I“I/Il'IOd)H3apH0-Ha,HHO‘{e‘I.HI/IKOBOI7I (ITH)
CHCTEMBI (BTOpPUYHAs HaANIOYEYHUKOBAsS HEXOCTATOYHOCTH). CTENEHHL M )IJH/ITCHBHO-CTB
HaAIOYEYHUKOBOH HENOCTATOYHOCTU UHAMBHIYAJIBHbI Y KQXKIOIO MAIMEHTA U 3aBUCST OT
J03BI, YaCTOTHl IPUMEHEHHNSA, BPEMEHH BBEACHUS U JUIUTENBHOCTH Tepanuu. Kpome Toro,
npu BHe3anHoO# oTtMene I'KC BO3MOXHO pasBUTHE OCTPOH HaANOYECUHHKOBOU

HEOAO0CTATOYHOCTH, HpI/IBO,IIHIIICﬁ K JIETAJIBHOMY HCXOnOy. BpraX(CHHOCTB BBI3BaHHOH
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COOTBETCTBYET 2KCNEPTHO
nd 772 b

ot 05.04 2023 N 64!
(Bxogawmi M3 N24213¢

NPUMEHEHUEM TIperapaTa BTOPUYHOM
YMEHBIIUTh  TIOCTENIEHHBIM  CHM)KEHHMEM  J03bl. OTOT THUN  OTHOCHUTEJIbHOM
HEJIOCTATOYHOCTH MOXKET COXPaHATHCS B TeyeHUe HECKOIBKIX MECSLIEB TIOCIE OKOHYAHHS
JIEYEHUsI, TTOITOMY INPH JIFOOBIX CTPECCOBBIX CHTYallMsIX B 3TOT MEPUOJ CIEAYEeT BHOBb
Ha3HAUYUTh TEPATIHIO fKC.

«CHHIpOM OTMEHBD», BEPOATHO HE CBA3AHHBIM C HAJIIOYEUHUKOBOM HEIOCTATOYHOCTBIO,
TaKXKe MOXET BO3HHMKATh IOCNIE BHe3amHoro Ipekpaniexusi BeeaeHus ['KC. CHanoM
BKJTIOUAET TAKHE CHMIITOMBI, KaK aHOpEKCHsl, TOIIHOTA, PBOTA, BSJIOCTD, TOJIOBHAsA 60Ib,
JIMxopazika, 00ib B CYCTaBax, IUEIYIUCHAE KOXH, MUAITHS, TOTEPs MAcChHl Tena H/uin
CHI)KEHHE apTepUalbHOrO AaBieHus. Cuutaercs, 4TO 3TH 3S(MQEKTH 06ycn03neHm‘
BHE3AIHBIM U3MEHEHHEM xoHueHTpauud I'KC B nuasme KpoBH, a HE MO NPUYHHE €€
CHWIKEHUS.

VY nanueHToB ¢ rUNOTUPE030M oTMeuaercs ycunenue addexros I'KC.

I'KC, B TOM uucie ¥ THAPOKOPTU30H, MOTYT YBEIUYHMBATH KOHIICHTPALUIO TIFOKO3BI B
KpPOBH, YXYALIass TEUEHHE YXKE MMEIOIIErocss caxapHoro auadera WM IIOBBINIAS
IIPEAPACIIONIOKEHHOCT [MAllUeHTOB, Haxojsmuxcs Ha amurensHoi Tepamuu [KC, x
pa3BUTHIO caxapHoro nuabera.

ITpu Ha3HaYEHNH BBICOKMX JI03 THUAPOKOPTU30HA B TeueHHe Ooee yeMm 48—72 9acoB MOXKET
pa3BUTBCS TUIEpHAaTpueMHs. B 3TOM ciydae THAPOKOPTH3OHA HATPUS CYKIIMHAT
pexoMeHayercss 3amMeHuTh Ha apyroi I'KC, nampumep, MemnnpenHmonox{a HaTpus
CYKLIMHAT, KOTOPBIH BBI3bIBAET Hesﬁaqmeﬁbﬂyro WIA BOBCE HE BBI3BIBAET 3aJEPKKY
HaTpus B OpraHu3Me.

Ha ¢one tepanuu I'KC BO3MOXKHO pasBUTHE Pa3iMYHBIX ICUXHYECKUX PACCTPOMCTB: OT
diipoprn, OECCOHHHUIBI, IEPENanoB HACTPOCHHS, W3MEHEHMM JUYHOCTH M TSKEIOH
JCTIPECCHH JI0 OCTPBIX IICHXOTHYECKUX peakimid. Kpome Toro, MOryT yCHIMBAaTBLCA yiKe
MMEIOLIAACA OMOLMOHANbHAS HECTAOMILHOCTh MM CKIOHHOCTH K IICHXOTHYECKHMM
peaxLusaM.

IIpu npumeHeHuu cucremMHblXx ['KC MOryT BO3HHMKATh MOTEHIHMAIBHO THKEJIBIE
ncuxuaTpuyeckue pacctpoiictBa. CHMITOMBI  OOBIYHO npoﬁsnxmrcx B TEUeHHe
HECKOJIbKUX JHEH MM HEAeNb MOoCe Hayala Tepanui. BONbIIMHCTBO peakiui ncyesaer -
1160 mocne CHIKEHUs NO3B!, TU00 Mociie OTMEHHBI npernapara. HecMotTpst Ha 3TO MOXET
HoTpeboBaThCs cneumbnqecxoé nedenne. CoobIIAIOCh O ICHXONOrHIECKHX hdexTax
npu otmeHe I'KC, HO uMx ydacToTa HeusBecTHa. IlallMeHTOB W/MIM UX POACTBEHHUKOB
cienyer npenynpenmb, 9TO B Cly4ae MOSBICHHS M3MEHEHUH B IICHXOJOTHYECKOM

CTaTyCe nauycHTa (OCO6CHHO IIPH Pa3BUTHH ACNIPECCHUBHOIO COCTOAHUA M CYUIHIQIIBHBIX
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COOTBETCTBYET 2KCNEPTHO
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TIOTIBITOK), HEOOXOAUMO 06paT1/1ﬁ,cx‘ 3
peaynpeauTh DNalMEeHTOB WM HX POICTBEHHHUKOB O BO3MOXKHOCTH pa3sBHTUS
MICUXMYECKUX HapyLIEHUH BO BpeMs WM .cpaay Tocie CHWKEHHS A03bI Tpenapara Wi
TOJTHOM €ro OTMEHBL.

Crnenyer ¢ octopoxHocTbio npumeHsaTs [ KC y nmauueHToB ¢ HaJlM4HEM CYIOPOXKHBIX
IIPUCTYIIOB B AHAMHE3E.

Cliefyer ¢ OCTOpOXHOCThIO npuMensath IKC y mamueHToB ¢ MuacTeHued (myasthenia
gravis). |

Coobmanocs 0 ciaydagX Pa3sBUTUA TKEIBIX OCIHOKHEHUH IpH I/IHTpaTekaanOM WK
3Ky palbHOM crniocobax Beeaenus ['KC.

Coobmianock 0 pa3BUTHH 3MULYPAIBEHOTO nnndMaTosa y nanuenToB, nojay4yasmux I'KC,
KaK IPABHIIO, [PH JIATENbHOMN TEpAIUK BEICOKHMH JI03aMH.

I'KC cﬁenyer C OCTOPOXHOCTBIO npnMeH;{Tb Yy NALMEHTOB C IIOPaXXeHUEM IJ1a3 BUPYCHOH
ATHOJIOTHH (BUPYCOM Treprieca) BBUAY PUCKa pa3BUTHs nepdopalii poroBUIIbL.
HAnurensroe npumenenne I'KC MoxeT puBecTy K pasBUTHUIO 3a1Hel CyOKaIncyIsapHoii u
AOepHO KarapakThl (0OcoOeHHO y jerei), sKk30(TaabMa - WIM K IOBBILICHHUIO
BHyTpﬁrnaworo J@BJICHHS, YTO MOXET CTaThb NPUYMHON TJIAYKOMBI W BO3MOXHOIO
MOBPEXIEHUS 3pUTEIBHBIX HEPBOB. Y nannéHTOB, norygatorux I'KC, Takxe MoxeT 6I)IT.B
YBEIINUYEH PUCK paanTMﬂ BTOPUYHBIX BUPYCHBIX MJIM TPUOKOBBIX MH(MEKLMI ryas3.
Tepanusi THAPOKOPTH3OHOM MOXKET INPHUBECTH K PasBUTHIO [IEHTPAIBHOM Cepo3HOM
XOPHOPETUHOIATHH, YTO B CBOKO OYEPElb, MOXKET BBI3BATH OTCJIONKY CEeTYaTKH. |

HP T'KC co cTopOHH CEepICYHO-COCYAUCTON CHCTEMBI, TaKHe KaK IHCIMIMICMHS U
apTepuaspHasi TUIIEPTEH3Hs, TIPH UX JTUTEIHHOM INPUMEHEHUH B BHICOKHX J103aX MoryT
CIocoOCTBOBATH BOZHHUKHOBEHHIO JTOIONHUTENBHBIX CEPIeYHO-COCYIUCTHIX OCIOMHEHUH
y TIALIHEHTOB C YK€ UMEIOIMMHUCS (aKTOpaMH CepedHO-COCY/MCTOrO PUCKa. B cBs3u ¢
geM I'KC cnenyer npuMeHATh ¢ OCTOPOXKHOCTBIO Y TAKMX NMNALIEHTOB U I10J] TIATEIbHBIM
peI‘YJIHpHI;IM KOHTPOJIEM CepAeYHON QYHKIKH. [IpMEHEeHNe HU3KAX 1103 MOXET CHU3UTH
YacTOTY BO3HUKHOBEHUS OCI0XHEeHUH npH nedyenuu ['KC.

IIpu xpoHH4ecKoi cepaeysoil HeaocTaTtouHocTu cucteMHble I'KC cnez[yeT IIPUMEHSATD C
OCTOPOXKHOCTBIO U TONIBKO B ciIyuae KpaitHeit HeoBXO/TMOCTH.

Coobmanock 0 ciyd4asx BO3HMKHOBEHHs TpoMOO30B, BK/IIOYas BEHO3HYIO
TpoMGoambonuio, pu npuMenenun 'KC. B cssu ¢ atum I'KC cuenyer anMeHﬁTb c
OCTOPOXHOCTBIO Yy TMAlMEHTOB C YK€ HMEIUIUMHUCT TPOMO0IMOOIMIECKUMH

OCJIOXXHCHUAMHA WM UMCIOIIHNX IIPEAPACITOTIO0XEHHOCTD K Pa3BUTHIO 3THX OCJIOXKHEHM .
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HOCTBIO

V nanueHToB ¢ apTepuanbHON TUIepTeH3

Bricokue no3e1 'KC MoryT BI3BaTh OCTPBIi TAaHKPEATHT.

Hecmotpa ma TO, 4TO0 moGo4Hble NEHUCTBUs Mperapara, CBS3aHHBIE C IPUMEHEHHEM
BBICOKHX [I03, HE XapaKTepHEI Al KpaTKocpouHoit Teparmu [KC, BO3MOYKHO pa3sBUTHE
IENTUYECKOTO M3bsA3BIEHMA. B npodunakTHyeckux UensX BO3MOXKHO Ha3HA4YCHHE
AHTaIIHON TeparuHu.

Ha ceromusmHuil 1eHb HET €AMHOTO MHEHHS 0 cBs3M mexnay npumererneM I'KC n
- 00pa30BaHHeEM MENTHIECKUX 3B, BO3HUKAIOIMX BO BPEMs TEPATIMH; OJHAKO TEPAIHs C
npumeHeHeM I'KC Moxer MacKupoBaTh CHMITOMBL IIENITHYECKOH SI3BBI, HO3TOMY
nepdopauys HIM KpPOBOTE€YEHHME MOTYT IpOTeKaTh 0e3 3HAYUTENBHOrO 6OJIEBOro
cunapoma. Tepanust I'KC MoxeT MackupoBaTh MEPUTOHUT MIIM JPYTHE MPOSBICHUS HIH
CHMHTOMBI, CBSI3aHHBIE C HApYIIEHUSMH CO CTOPOHBI JKEJYJOYHO-KUIIEYHOTO TPaKTa,
TakMe Kak nepdopauys, HEIPOXOJUMOCTh WIM NaHKpeaTHT. IIpu OAHOBpEeMEHHOM
NIPUMEHEHHH TKC ¢ HECTEPOHIHEIMH NPOTHBOBOCIIAIUTENLHBIMH ﬁpenapaTaMH (HIIBII)
BO3PACTAET PUCK Pa3BUTHUS 3B XKEITYIOYHO-KHIIEYHOTO TPAKTAa.

I'KC cnenyer ¢ OCTOPOXKHOCTBIO NIPUMEHSITh MAIMEHTaM C S3BEHHBIM KOJIUTOM, €CIIH
CYLIECTBYET PUCK Nepdopaliy KHIIEYHNKa, abcIiecca Wk Jpyroi THOMHO# nHpEeKuuu, a
TaKXKe JUBEPTUKYINTA, HENABHO CHOPMUPOBAHHOIO MEKKHIIEYHOTO aHACTOMO3a WIIH
aKTUBHOH MO0 TaTEHTHOH MENTHYECKOH S3BEI.

Co061manoch 0 HAPYIIEHHAX CO CTOPOHBI IIEUEHH H JKETYEBBIBOISIIMX TyTeH, KOTOpBIE
MOTyT OBITh OOpaTHMBIMH IIOCHIE npexpémeﬂm tepanud. IlosTromMy HeobxoxuM
COOTBETCTBYIOIIMHA MOHUTOPHHT .

JelicTBrie rHIPOKOPTU30HA MOXKET yCI/IJ'I.I/IBaTLCH y MalMeHToB ¢ 3a001eBaHUEM NI€YEHH B
CBA3M C CYIIECTBEHHBIM CHIDKEHHMEM METaboJIM3Ma U SNIMMUHALMEH TUAPOKOPTHU30HA Y
TaKuX Na{CHTOB.

Ocrpas Muonarus Haubollee YacTo pa3BUBAETCA MPU MpUMeHeHnH Bbicokux 103 IKC y
NAlKMEHTOB ¢ HapYIIEHHON HEPBHO-MBIIIEYHOM mepegayeil (HampuMep, IpU MHACTEHUU
gravis), MIM 'y  TIalHCHTOB, OJHOBPEMEHHO  MOJNYYAIOIMX  JIEYEHHE
AHTUXONMHEPTHUECKUMM  CPEJICTBAMI, B 4aCTHOCTH nepudepudecKuMu
MHUOpENaKcaHTaMu ~ (Hampumep, mnaHKypouuit). Takas opra;I MHOIATHS HOCHT
IeHEPAIM30BAHHBIH XapakTep, MOXKET IOPaXKaTh MBILILEI I1a3a U IbIXaTEeIbHONU CHCTEMEI,
_TPUBOIMTH K pa3BUTUIO TeTpanapesa. BO3MOXHO MOBBILEHHE KOHUEHTPALUHU
KpeaTHHKHMHa3pl. [IpM 3TOM KIMHHMYECKOE YJIydlleHHWE MM BOCCTAaHOBJEHUE IHOCHE

ormennl ' KC moxeT I'IpOPI?;OﬁTH JIMIIb Y€pE3 HECKOJIBKO HEACIb TN JaXKe JICT.
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¢ BO03HUKHOBEHHE OCTCOIIOpO3a TAKXE Ya

MEHEHUEM.

I'KC B 6onpmux mosax. Cienyer ¢ octopoxxHoctbio mpumMenats ['KC y nanuenTos ¢
OCTEONOPO30M. |

e T'KC cnemyer TIpUMEHATh C OCTOPOKHOCTBIO y TAIIMEHTOB C  MOYEYHOH
‘HEI0CTAaTOYHOCTBIO. |

.o TIpuMmeHeHHe THAPOKOPTH30HA MOXKET BbI3bIBATh MOBBILIEHHE apTEPUANIBHOTO JABICHHS,
3a,ILep}KKy‘BOI[BI W coJieil B OpraHu3Me, a TakKe MOBBIIICHHOE BBIBEAECHHE Kalus. MoxeT
EOSHHKHyTL HEOGXOMMOCT COOJIFOZICHIS JIHETHI ¢ OrPaHUICHHEM NOTPeOICHUS COH U
JOIOJIHUTEIBHOTO Ha3zHadeHus npenaparoB kanus. Bece 'KC yBennuuBaroT BhIBEJICHUC
KaJbIUs U3 OPraHU3Ma. "

o Cucremnsre 'KC ne IpeIHA3HAYEHBl U I03TOMY HE JOJDKHBI IPUMEHATHCS P JICUEHHH

. NOBPEXKIEHWA TOJOBHOrO Mo3ra, OOYCIOBIEHHBIX TpaBMOH ronoBel. ~OrMeyanu
YBEJIMYEHHE JIETAIHOCTH 4Y€pe3 2 HENeNU WM 6 MECALEB MOCIe TPABMBI TOJOBHI Y
MALMEHTOB, MOAYYAOUIMX METHINPEIHU30J0Ha HAaTpUS CYKIMHAT IO CPaBHEHHIO C
rnane6o, XOTs MPUYMHHASL CBSI3b C 3TUM IIpernapaToM JoKa3aHa He 6bLIa.

e Acnupun u npyrue HIIBII cieftyeT MpUMEHSTh C OCTOPOXKHOCTBIO 0HOBpeMeHHO ¢ I'KC
(cM. paznen «BaauMoeHcTBYE ¢ IPYTUMHU JIEKAPCTBEHHBIMU CPEJICTBAMMUY).

e Coo0manoce 0O CilyJasX pa3BUTUSI CHMIATO-aJPEHANIOBBIX KPHU30B (B TOM YHMCIE C
JNETaTbHEIM HCXOJ0M) y MAIMEHTOB C (EOXPOMOLUTOMOMN, MOJIYYaBIINX CHUCTEMHYIO
teparmio KC. V namueHtoB ¢ nojo3peHMeM Ha (EOXpOMOLUMTOMY HIHM C
roaTBep K AeHHBIM 3a0oneBanueM ['KC cnenyeT mpuMeHATh TOJBKO MOCHE TILATENLHOM
OLIEHKH COOTHOILEHUS pnck/nonbsa.

. e B NOCTPErMCTPALHOHHOM TIEPUOJIE COOOIAIOCH O curpoMe mu3uca omyxonu (CJIO) y
MALUECHTOB CO 3JI0KAUeCTBEHHBIMH HOBOOOPA30BAHUAMH, BKIIOYas IE€MaTOJIOTHYECKUE
3710Ka4E€CTBEHHbIE HOBOOOpa30BaHMs. M COJMIHBIE OIIyXOJM, TIIOCIE IPUMEHEHHS
cucteMublx I'KC OTA€NEHO MIM B KOMOMHAIMM C JPYIHMM XMMHOTEPANECBTUYECKHMH
cpencrBamu. [lanueHTs! ¢ BeIcOKHM puckoM CJIO, Takue Kak MalUeHTHl ¢ ONYXOJSIMH C
BBICOKOH CKOpOCTBIO Iponudepalyy, OONBIION OIyXO0JEBOH MacCoil M BHICOKOH
YYBCTBUTENLHOCTBIO K IIUTOTOKCHYECKUM areHTam, nonmfm HéxonnTBCﬂ HOJ -
TINATENHHBIM HAGIIONEHHEM M IIPHHUMAT COOTBETCTBYIONIME MEPH! IPEIOCTOPOXKHOCTH.

e B muccrenosanusix Ha XUBOTHBIX Ha ¢oHe npumeHeHus ['KC ormeuann Hapymenue
depruibHOCTH. B psne uccnenoBaHuil Ha )KUBOTHBIX IOKA3aHO, YTO BBEIECHHE BHICOKHX
no3 ['KC, Bkmio4as THIPOKOPTH30H, OEpeMEHHBIM CaMKaM MOMET IPUBOLAMTL K

BO3HUKHOBCHHIO YPOACTB Y IIJIOAA.
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e (C JIEAYET TIIATEIBHO KOHTPOJIUPOBATE POAT U na'mm‘ue JETCH, NOIYYAIOIMMUX JIIATE IRHVK)

teparuto [KC. V nereit, nonydaromux mmrenshyro tepanuto 'KC ¢ npumeHeHueM
€XKEIHEBHBIX J03, MOJKET HabII0JaThCs 3afieprKKa pocTa. B B3 ¢ 3THM 00OHYIO CXeMy
JTICUEHUs. CIEAyeT UCIIONb30BaTh TOJIBKO Uil Haubosee cepbesﬂblk TIOKa3aHUH.
HoBoposkneHHble U A€TH, HaXoAsmuecs Ha JuutensHoi tepanuy ['KC, BxoosT B rpynmy
PHCKa pa3BUTHMS NOBBILIEHHOTO BHYTpHYepenHoro aasieHus. Boicokue no3sl I'KC moryt
BBI3bIBATH [TAHKPEATHUT Y JETEH.

e T'KC moryr yBennﬁHBarL WM YMEHBIIATH TTOJABHKHOCTH M KOJIHUECTBO CIIEPMATO30HI0B

Y HEKOTOPBIX IIAITUCHTORB.

\

‘ .

| T O T TP e "
COOTBETCTBYET SKCTMEPTHOMY OTHETY
| :

| Bausinue Ha coCOOHOCTE YNPAaBJIATh TPAHCIIOPTHBIMH CPEACTBAMHU U MeXaHU3MAMU
HecmoTpst Ha TO, 4TO HapyIIeHWs 3pEHUsI SIBISIOTCS peakuMu HP, nanyenTtam ciieiyet nposiBiisTh

OCTOPOXHOCTD IIPpH YIIPaBJICHNH TPAHCIIOPTHBIMM CPEACTBAMU M MEXaHHU3MaMH.

®opma BbIyCKa

Hnodmnnsa"r JJIs1 TIPUTOTOBJICHUA PacTBOpa Ui BHYTPUBCHHOT'O W BHYTPHUMBIIICYHOTO BBECIACHHS

100 mr.

100 Mr rugpoxopTH30Ha U 2 M PAacTBOPUTENS B JIBYXbEMKOCTHOM (nakone (Act-O-Vial) u3
OecuBeTHOro cTekia kiuacca I, ykynopeHHoM IByMs npoOkamu u3 OyTHIOBOrO Kaydyka (OmHa
paszenseT OBe €MKOCTH, Apyras 3aKkpbIBaeT (IaKOH CBepXy), ¢ IUIACTHMKOBBIM aKTHMBATOPOM
IIOBEpX BEpXHEH MpoOKH.

Onun ﬂByXLeMKoéTHLn‘/’I bnaxon (Act-O-Vial) BmMecTe ¢ MHCTpYKIHMEH II0 NPUMEHEHMIO B

. KapTOHHOM 1ayke (BO3MOXXHO HaHeceHHUe nephopalyn i KOHTPOJIS IIEPBOTO BCKPEITHS).

Cpox roagnocru
4 rona.

‘He IIPUMEHATD 10 UCTEYCHHUU CPOKa T'OAHOCTH.

YcaoBusi xpaHeHust
ITpu Temnepatype He Bblme 25 °C.
XpaHUTh B HEJOCTYITHOM JUIs IETel MecTe.

PaCTBOp HCIIOJIB30BATE Cpa3y I10CJIE TIPUT'OTOBIICHHUA.
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YcaoBus ornycka

OtnyckaroT 1o peuenry.

Jlep:kaTeib perucTPaUMOHHOIO Y10CTOBEPEHUSsI
[1aitzep Unk., CIIA
Anpec: 235 Ucr 42 Crpur, Heio-Hopk, mrat Heio-Hopk 10017, CILIA

IlpousBoaurtenn

[1aiizep Moautodoakuypunr benbrus HB, beabrus.

Puiikeser 12, 2870 ITiopc, benbrusi.

Oprauunsauusi, NPUHUMAIOLIAS IPETEH3UH NOTpeduTe el
000 «Ilpaiizep UnnoBatmm»

123112 Mocksa, [lpecuenckas Ha0., 1. 10,

b1l «bamns na HabGepexnoi» (bnok C).

Ten.: +7 (495) 287-50-00

®akc: +7 (495) 287-53-00

Menepkep oTaena peructpalumuu

000 «Ildaiizep UnHoBaLMm» 0O.C. CamkoBa

* MoOCKBR ¥
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