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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O IIiiEI'IA.PATA

COT JI/
1. HAVWMEHOBAHME JEKAPCTBEHHOI'O IIPEITAPATA MPIHMC'I‘EPCI:"I%E)N} gz&%&fpg“ EH s

PECITYBJIMKU BEJIAPYCh

Ilpuxaa M
Humecun MHHUCTEPCTBA 3XPABOOXPAHE s

NYyONHUKH Napych
100 Mr, rpaHyJibl /1Sl IPUTOTOBNICHUS CyCIICH3NH JUIA npuemMa BHyTpb ol ’W No 755

3. KAUYECTBEHHBIIH KOJMYECTBEHHBIIA COCTAB
B oxHoM makeTuke coaepxkutcs 100 Mr HUMeCyuAa.

BcnoMmorarebHoe BenecTBo(-a), obnajaionme H3BeCTHbIM NIEHCTBHEM: B OTHOM
nakeTuke conepxurcs 1805 Mr caxapo3bl

IToHBIi epedeHb BCIOMOTaTeIbHBIX BELECTB CM. B pasielic 6.1.

3. JIEKAPCTBEHHASI ®OPMA

I"paHyJisl 1j1 IPUTOTOBJICHHMA CyCTIEH3MH Ul IpHeMa BHYTpb

CBeTJI0-XKENThII 3¢pPHUCTBIH MOPOILIOK, HAMEIOILHH are/bCHHOBBIH 3arax; Moc/e 4acTHIHOro
pacTBOpEHHs LIBET PacTBOpa GeTbIii WJIH CBETIIO-XKENITHIM.

4. KJJMHUYECKHE JAHHBIE

4.1 Tloxa3aHusl K NPHUMEHEHHIO

- Jleuenue npu OCTpoi Gomu (CM. pasfien 4.2)
- TepBuuHas AUCMEHOPES.

Humecynu/ cieyeT Ha3Ha4aTh TOJIbKO B KayecTBe mpemnapara BTOporo BBIOOpA.
Pelienre 0 Ha3HAUYEHHH HUMECYJIMA TOJDKHO NPUHUMATECH Ha OCHOBE OLIEHKHM BCEX PUCKOB IS
KOHKPETHOr'O Mal1eHTa (cm. pasnensl 4.3 1 4.4). )

42 Pexum J03HPOBaHHsS H CNOCO0 MPUMEHEHHS

Pe>xuM 103UpOBaHUSA

Jlns Toro, YyTOOBI CBECTH K MUHUMYMY oGOYHbIE AEHCTBYS, Ipenapar clieflyeT NpUHIUMaTh B
MHHHAMAaTBHOH 3 (EKTHBHOM 103€ MPH HapMeHbIIed JJIUTeIbHOCTH JICUeHUs (cm. pazzmen 4.4).
MakcHMaJIbHas JUIMTENbHOCTD Kypea JIeHCHHA HUMECYJIU/IOM COCTABJIAET 15 nHei.

B3pocnvie
ITo 1 maxetuky (100 mr HUMecyJIH/1a) 1Ba pa3a B CYTKH I0C/Ie NpremMa MUILH.

Jluya nodicunozo eo3pacma
J1st MalMeHTOB MOXMIIOro BO3pacTa HeT HEeo6XOIUMOCTH CHIKATh CYyTOUHYIO 103y (cm. pasaen 5.2).

ITayuenmyl neouampu4eckozo npoguns
Jlersam mtajue 12 JieT 1eKapCTBEHHbIC mpenapartsl, B COCTaB KOTOPBIX BXOIHT HUMECYJIU]I,
MPOTHBOINOKA3aHbI (CM. TaloKe pa3iei 4.3).

VuuTbiBas (bapMaKOKHHeTPI‘leCKHﬁ npodune y B3pOCIBIX U (dapMaKoqMHAMHYECKHEC CBOMCTBA
HUMeCYJIH/A, KOPPEKLKs 103bI VLS MOJPOCTKOB B Bospacte oT 12 1o 18 ner He Tpebyercs.



Hapywenue ¢ynxyuu novex Ha OCHOBaHMH JJAHHBIX 110 (apMaKOKMHETHKE Y ITALIUCHTOB C
HapylIeHHeM (yHKLHMH TI0YEK JIETKOH ¥ Cpe/iHel CTENeHH TKECTH (KTMpeHC KpeaTHHUHA
30-80 MJI/MMH) CHUKEHUS 103bl He TPeOyeTCsl, B TO BpeMs KaK MalMeHTaM C NOYEeYHOM
HEJIOCTATOUHOCTBIO TSIKEJIOH CTereHH (KupeHc kpearnnuHa < 30 wi1/mMuH) npenapat Humecun
npoTUBONOKa3aH (CM. pasaens 4.3 u 5.2).

Hapywenue ¢pynxyuu nevenu

Ucnons3oBanue npenapata Humecun nauyeHTaM ¢ HapyueHHeM (yHKUHMH NeYEeHH NPOTHBOTIOKA3aHO
(cm.pazgen 5.2).

I[To60o4HbIe NEHCTBHS MOYKHO COKPAaTHTb 3a CYET MCTIOJIb30BaHMs TIpenapara B TeHeHHe MHHHMAILHOTO
BPEMEHH, TIO3BOJIAIOIIErO KOHTPOIMPOBATh CUMIITOMBI (cm. pasnen 4.4).

Cnocob npuMeHEHUS

CozepKMMOe MaKeTHKa BBICHINATh B CTAKaH C HErasupOBaHHOU Boyoii. [lepeMeraTh JIOXKKOH /10
MOJTyH4EHHs CYCTIEH3UHM C apOMATOM anesbcuHa. JlaHHyio CyCTIeH3HIO MATH Cpasy ToCe ee
[IPUrOTOBJIEHHS.

4.3 IIpoTHBONOKA3aAHHSA

e TUmepuyBCTBUTEILHOCTb K HUMECYJIHL MU K JII0O0MY M3 BCTIOMOraTe/IbHBIX
BELLIECTB, MEPEYMCIIEHHBIX B pasziene 6.1.

e Hamuuue B aHaMHe3€ PeaKIMii THIIEPYYBCTBUTEILHOCTH (HampUMep,
GpOHXOCTIa3M, PHHHT, KPaNMBHULIA), Pa3BUBILMXCS NOCNE NIpHEMa
AIETHICATMLIMIOBOM KHUCIIOThI MIIM APYTHX HECTEPOUIHBIX
NPOTHBOBOCTIAJIUTENBHBIX MIPENapaToB.

e Hanuuue B aHaMHe3€ reNaToOTOKCHYECKHMX peakLMi Ha HUMECY U/

e  ComyTCTBYIOLIMH NPUEM IPYTHX BEILECTB C NOTEHLHAJIBHON
renaToTOKCHYHOCTHIO.

e  AJKOroju3M, HapKOTHYeCKas 3aBUCUMOCTb.

e Hanuuue B aHAMHE3€ XKEMYAOYHO-KUIIEYHOrO KPOBOTEYECHHS HIIH npoboseHu,
CcBs3aHHBIX ¢ mpemecTBytowei Tepanueit HIIBC.

e TlamMeHTaM C MenTHYeCKOoM A3B0M B aKTUBHOH (hase Wi C HAIMYMEM B aHAMHE3€
XKeJTy0YHO-KHULIEUHOr0 KPOBOTEYEHHS, M3bA3BIICHHS 6o nepdopaiuu.

e Ilepe6poBackynApHOE KPOBOTEUEHHE WIIH IPyrOe KpOBOTEICHHE B aKTHBHOH (ase

WIK HapyIIeHHs CBEPTHIBAEMOCTH KPOBH.

Hapy1eHus cBepTHIBAEMOCTH KPOBH TSDKE/ION CTENEHH.

CepneuHas HEJOCTATOYHOCTH TSDKEION CTETEHH.

Hapymienue GyHKIUHMH TOYEK TOHKENOH CTENCHH.

Hapyuienne GpyHKIMH NEYEHH.

[TaLMeHTHI C MOBBIIEHHOM TEMIepaTypo#i TeNa W/ IPUINONONAOOHEIMH

CHMIITOMaMH.

V nereii miname 12 sier.

e Tperuii TpumecTp GEPEMEHHOCTH U IEPHO/] TPYAHOrO BCKapMJIMBAHHS (cm.
paszmensl 4.6 u 5.3).

4.4 OcoOble yka3aHHsi H Mepbl NPEA0CTOPOXKHOCTH NPH MPHMEHEHHH

[To60ouHbIe EHCTBHS MOXKHO CBECTH K MUHMMYMY 3a CUET HCTO/IB30BaHUs Npenapara B HaMEeHbLICH
3¢ (eKTUBHOI 7103¢ B TEUEHHE KPATYAHIIEro BpEMCHH, He0OX0IMUMOro Juisi ocabieHns CHMITOMOB
(cM. pasnen 4.2 1 Huke — GaKTOPbI PHCKA CO CTOPOHEI JKeJTyJ04HO-KUIIIEYHOr0 TPaKTa U CEpAIeHHO-
COCYMCTOM CHCTEMBI).

Ecau cocTosiHME MalMeHTa He YIy4ylacTcCs, JIeueHHe cieayeT NMPEKPaTUTh.



Crnemyer u36eraTb NPUMEHEHUs HUIMECYJIU/IA B COYETAHHH C IPYTHMH HIIBII, B TOM 4MiCIEC
CeNeKTMBHBIMA MHTHONTOpaMH LIMKJIOOKCHTeHasbl-2. [1aruenTam ciexyet peKOMen0BATE, 4TO0bI Ha
BpeMs Tepanuu npenapatoM HuMecus OHY BO3IEPXATMCh OT NPUEMa JIpYTHX aHaJIbTeTHYECKHX
CpPeICTB.

B npenapare Humecnn coneputcs caxaposa. [lanuenTam ¢ peziKoil Hac/IeICTBEHHOM
HENepeHOCUMOCTBIO PPYKTO3bI, MaTbabCOPOLIMEH FIHOKO3bI-raIaKTO3bI WK HEI0CTATOYHOCTBIO
caxapasbl-H30MaJIbTa3bl JAHHOE JIEKAPCTBEHHOE CPEJICTBO NIPUHUMATD HE CIEAYCT.

Bo3neiicTBue Ha N€4Y€Hb

C npreMOM HHMECYJTH/IA CBA3aHbI PEJIKHE CITy4an CEephe3HBIX peaKLii CO CTOPOHBI MEYEHH, BKITIOUas
O4eHb PeJIKHE CIlydau C JIETAJIBHBIM HCXOIOM (CM. TaoKe pasaes 4.8). ITaieHTaM, y KOTOPBIX BO
BpeMs JieueHHs HUMECYJIHIOM Pa3BHIIMCh CUMIITOMBI, COOTBETCTBYIOLIHE NOBPEMUICHHIO NeYeHH
(HampuMep, aHOPEKCHs, TOUIHOTA, PBOTA, 6ONIb B JKHMBOTE, YCTATIOCTh, NOTEMHEHHE MOYH), WK
[ALMEHTaM C OTKJIOHEHHE OT HOPMbI Pe3yJIbTATOB ()yHKIHOHATBHBIX MPOO TEYeHH Mpenapar Cieiyer
oTMeHHTh. TakUM MalMEeHTaMH He ClielyeT POBOAHTE Mpoby ¢ MOBTOPHEIM Ha3HAUCHHEM
HHMeCY/IH/Ia. Pa3BUTHE MOBPEXK/ICHHS NIEYeHH, B GOIBUIMHCTBE CITyHaes obparumoe, ONKCaHO 1ocie
KPaTKOBPEMEHHOTO BO3/IEWCTBHS Npernapara.

[TaipenTam, y KOTOPbIX IPH NPHEMe HUMECYJIHA MOBBIIAETCS TEMIEpaTypa Tela W/uim
Pa3BHBAIOTCS TPUINONOOGHBIE CHMIITOMBI, HEOOXOIMMO TPEPBATB JICHCHHUE.

Bo3aeicTBIE Ha JKeTyIOYHO-KUIIEYHBIN TPAKT

Bo B3aumocss3u ¢ npuemom obbix HITBC coobmanock 0 KpoBOTEUCHUAX, s3Bax/mephopalyu i38 B
eIy IKe/KHIIEeUHHKE, KOTOPbIE B COCTOSHUM MPHBECTH K JIETAILHOMY HCXO/Ly, Ha MIPOTSLKCHHH BCEro
TepHo/a JIeYeHUs — KaK C MOSBJIEHHEM CUMITOMOB-TIPE/IBECTHHKOB, TaK 1 6e3 HUX, a TAKKE BHE
3aBHCHMOCTH OT HAJMYMS WM OTCYTCTBHS TSOKEJIOH MaTONOTUU CO CTOPOHBI JKEJTy10HO-KHILIEYHOr0
TpakTa B aHaMHe3e. PHCK ey J04HO-KHIIEYHOro KPOBOTEHCHHA, o6pasoBanus WK nepoparyu
43BBI MOBBIAETCS ¢ yBemuerreM 103bl HIIBC y maiyeHToB ¢ 1380 B aHaMHese, ocobeHHo
OC/IO)KHEHHON KPOBOTEUEHHEM WK nepdopaimeit (CM. pa3zien 4.3), a TaKoKe y NalMEeHTOB MOXMIIOr0
Bo3pacTa. JleueHue TAKHMX MALMEHTOB Clie/lyeT HaYMHATh C Tpenapara B HauMeHbIIEN BO3MOXKHOM
103¢. B OTHOIIEHUH 3THX MALMEHTOB, a TAKXKE TNALMEHTOB, HYXKIAIOUMXCS B COMYTCTBYIOIEM
JleYeHMH acIIAPHHOM B HM3KMX [103aX HITH B TIPUEME APYTHX MPENapaToB, MOBBILAIOIIMX PHCK
BO3HMKHOBEHHS HAapyIIEHH CO CTOPOHBI XKeJTy104HO-KMIIEYHOTO TPAKTa, CIICAYET paccCMOTpeTh
BO3MOKHOCTh KOMOHHHMPOBAHHOMW TepAIHH ¢ MPUMEHEHHEM IpenapaToB-NpoTEKTOPOB (nanpumep,
MH30MPOCTOJ WIIH HHTUOUTOPBI MPOTOHHBIX HacocoB) (cM. nasee, a Takke 4.5).

T[TaLMeHTsl, Y KOTOPBIX B aHAMHE3€ UMENI0 MECTO TOKCHYECKOe BO3/IEHCTBHE Ha XKeEJTy104HO-
KMIIEYHBIH TPAKT, 0COOEHHO €CJIU 3TO MALMEHTHI MOKUIIOr0 BO3pacTa, I0JKHbI cooB1maTs o JIFoOBIX
HEOGBIYHBIX CHMIITOMAX CO CTOPOHBI OPraHOB OPIOIHOM MOIOCTH (B NEPBYIO 04EPEIb, 0 KEITY104HO
KHILIEYHOM KPOBOTEUEHMH), [TIaBHBIM 00pa3oM, Ha HayaJIbHbIX dTanax JeHeHU .

KpoBoTeyeHue B KeTyJOYHO-KHIIETHOM TPaKTe, obpasosanue/nepdopais A3BbI MOKET Pa3BUTLCA B
10603 MOMEHT Ha (OHe JTedeH s — KaK C MOABJIEHUEM CHMITOMOB-TIPE/IBECTHUKOB, TaK 1 6e3 HHX, a
TaKokKe BHE 3aBHCHMOCTH OT HAJIMYHS HIIM OTCYTCTBHS NIATOJIOTMH CO CTOPOHBI XKETYJ04YHO-KHIIETHOTO
TpakTa B aHaMHe3e. [Ip{ pasBUTHH XeJTyJ04HO-KMIIEYHOr0 KPOBOTEHCHHUS HITH A3BBI JKeJTyA04HO-
KMILIEYHOTO TPaKTa, JIeYeHHEe HUMECYITHIOM ClIelyeT HEMEVICHHO IIPEKPaTHTE. Humecynuna ciemyer ¢
OCTOPO’KHOCTBIO HA3HAYATh NALMEHTaM ¢ 3a60JIeBaHHSMH JKeJTyJ04HO-KHIIEYHOrO TPaKTa, BKJTIOUAS
NENTHYECKYIO A3BY, KDOBOTEUEHHE B XKEJTyI0YHO-KHIIEYHOM TPAKTe B aHAMHE3C, A3BEHHBINA KOJIMT U
6onesus Kpona (cM. pazzen 4.8).

CnefyeT C OCTOPOXKHOCTBIO Ha3HAYaTh Npenapar NauydeHTaM, OTHOBPEMEHHO TPUHUMAIOLMM
CPEJICTBA, KOTOPbIE MOTYT YBEMUMTh PUCK BOSHUKHOBEHHUS S3BbI IIH KPOBOTCHCHHA.
KOPTHKOCTEPOH/IBI ISl IPUEMa BHYTPb, aHTHKOATyJISHTBI, HANPUMEP Bap(apHH, CENEKTUBHBIC
MHrMGHTOPBI 0GPATHOrO 3aXBaTa CEPOTOHMHA HIIM AHTHATPEraHTbl, TAKHWE Kak acIMpHH (cM. pazaen
4.5).



Ipy NOSIBIEHMH KPOBOTEUEHHS B JKEITyJO4HO-KHIIEYHOM TPaKTe Ha doHe NedeHn HUMECYTA0M
npemnapar ciefyeT OTMEHHUTb.

Cnexyer ¢ ocTopoxHOCTbI0 HazHadaTh HIIBC nauuenTaM ¢ HapyLWEHUAMH €O CTOPOHEI eIy JOYHO-
KMIIEYHOTO TPAKTa B aHAMHe3e (I3BEHHBIH K0T, 601e3Hb KpoHa) BBHYy BO3MOXHOTO yXYILICHUS
cocrostHus (cM. paszen 4.8).

JIviia mo>kKUaoro Bo3pacra

V NalMeHTOB MOXMIIOTO BO3PAcTa MOXKET OBbITh MOBBILICHA YAaCTOTa HEXKENATeIbHBIX peakumii Ha
HITBC, 0co6eHHO KpOBOTEUEHHMH B XKETyJOYHO-KUIIEYHOM TPAKTE U nepdoparnuy, (4To B HEKOTOPBIX
CITydasx Mpe/CTaBIsET Yrpo3y JUisl XHU3HH) (CM. pasjen 4.8), a TakKe HapyIeHUH QyHKINH NOYEK,
neyeHy 1 cepaua. I103ToMy TakiM MalMeHTaM PEKOMEH/YeTCs HaXOMUTBCS MO COOTBETCTBYIOMIMM
KJIMHUYECKUM HaOJIIOICHUEM.

KosxHble peakiyu

Bo B3aumocss3u ¢ npumeHenreM HITBC onucaHbl 04€Hb PEIKHE ClTyHan KOXHBIX peaxLui THKeJIoN
CTeIIeHH, MHOT/A C JIETATbHBIM HCXO/I0M, HalpuMep 3KCHOIMaTUBHEIH 1ePMATUT, CHHAPOM CruBeHca-
JHKOHCOHA M TOKCHUECKUH SMMAEPMAbHbIH HEKpou3 (CHHAPOM Jaitenna) (cm. pasznen 4.8). Ilo-
BUMMOMY, HaHGOMBIIEMY PUCKY IOSBIICHHS 3THX PEAKLMi MALMEeHTBI MO/IBEPXKEHBI B Ha4ae Kypca
JIe4eHHs], ¥ Yallle BCEro 9TH peakLMi MMEIOT MECTO B TEYEHHE NEPBOro MecALa JICHCHHUS. ITpn
TIOSBJICHMH KOXKHOM ChINH, IPU3HAKOB MOPAKEHHUS CIM3UCTBIX 000JI0UEK, WM APYTUX CHMITOMOB
TUINEePYyBCTBUTENIBHOCTH HUMECYIIH] CIIEyeT OTMEHHUTD.

Coo61manock o ciydasx GUKCHPOBAHHOIO JIEKAPCTBEHHOTO BBICHITIAHUA (®JIB) npu NpUMEHEHUH
HUMECYNH/A.

TMarmenTam ¢ HamuueM B aHaMHe3e OJIB, CBA3aHHOTO C HUMECYIJIHIOM, HE CIIEyeT MOBTOPHO
Ha3Ha4yaTh HUMeCYauA (cM. pasaen 4.8).

Biusaue Ha QyHKIMIO MTOYEK

Heo6X0aMMO ¢ OCTOPOXKHOCTBIO Ha3HAa4aTh Mpenapar NalkeHTaM ¢ HapyleHUEM (yHKLHMH NOYEK WIH
cepia, MOCKOJIBKY NPHMMEHEHHE HUMECYJIH/Ia MOXKET NPUBECTH K yXYICHUIO ¢yHkuuu noyex. B
Cllydae yXy/IIIeHH s, JleYeHHe CIeIyeT OTMEHUTD (CM. TakoKe paszien 4.5).

Biusuue Ha hepTUILHOCTD

IIpumenenue npenapara Humecu MOXeT OTPHLIATE/IBHO BIMSATE Ha ACTOPOAHYIO GyHKLHIO Y
JKEHILUH, TO3TOMY NpenapaT He peKOMEHIyeTCs Ha3HayaTh XEHIIMHAM, IUIaHHPYIOIINM
GepeMEeHHOCTb. B OTHOLIEHHH JKEHIIHH, y KOTOPBIX HMEIOTCS TPY/IHOCTH C 3a4aTHEM WK KOTOpBIE
HAXOJATCS Ha 06CIeJOBAHUH TI0 TIOBOAY GeCTUIoNus, CeayeT PACCMOTPETh BO3MOXKHOCTL OTMEHBI
npenapara Humecun (cM. paszen 4.6).

Bo3/ielicTBHE Ha CepAeYHO-COCYAUCTYIO CUCTEMY M COCY/IbI FTOJIOBHOI'O MO3ra:

TaupeHTaM ¢ apTepHabHOM MHIepTeH3 el H/Wii 3aCTOHHOM CeplIeHHOM HEOCTATOYHOCTBIO JIETKOH
U Cpe/IHel CTENeHH TDKECTH HEOOXOAMMBI KOHTPOJIb M peKOMEH/IALIMH, TaK Kak npu neyernn HIIBC
MMEJIM MECTO 3aJepKKa )KHIAKOCTH B TKAHAX U o0pa3oBaHHE OTEKOB.

K/ IMHHYECKHE UCC/IEN0BAHUS U SITHAEMHOIOrHYECKHE JAHHBIE TO3BOJIAIOT NPENOIOKHUTE, HTO Ha
done npumenenus HekoTopsix HITBC (0cOGeHHO B BRICOKHX 11032X U B TEUCHHE IUTMTEJIBHOTO
BpEMEHH) MOXET POMCXOMTH HEGOBIIOE NOBBIIECHHE PUCKA apTEPHATbHBIX TpoMOO30B M HX
noceAcTBUH (HanmpuMep, MHGbapKTa MHOKap/ia WM MHCYIbTa). JIaHHBIX JU1S MCKIIIOUCHUA TAKOTO
pHCKa NPU NPUMEHEHHH HUMECYJIH/A HeIOCTAaTOHO.

[laupeHTaM ¢ HEKOHTPOJIMPYEMOii apTepHabHOM rUnepTeH3uei, 3acTOMHON cepAeqHOM
HEJOCTATOYHOCTHIO, OATBEPIEHHON MIIEMIUecKol 60Ie3HbI0 Cepala, 3ab0/1eBaHUAMH
nepuQepUUeCKUX apTepHii H/WM COCYA0B roJIOBHOTO MO3ra HUMECYJIML MOXKHO Ha3Ha4aTh TOJIbKO
[0CJIe TIATe/IbHOM OLEHKHM BceX (hakTopoB. CXoxas OlleHKa A0oJDKHA ObITh MPOBE/CHA Nepe/l HaalloM
JUTHTENBHOTO JIEYEHHS MALMEHTOB, Y KOTOPBIX MPUCYTCTBYIOT (bakTOpbI pHCKa Pa3BUTHSA CEPACHHO-



|
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coCymHCTBIX 3aboneBanuil (Takhe KaK apTepuailbHas TUNepTeH3Hs, THIePARMAIEMAs, caxapHbiit
nuaber, KypeHHe).

TToCKOJIBKY HUMECYJIH/] CTIOCOOEH H3MEHATD (yHKLMIO TPOMGOLMTOB, €ro CieAyeT NPUMEHATD
OCTOPOYKHOCTBIO TPH JIEUEHHMH MALMEHTOB C reMOpparuteckiM nuaTe30M (cM. TaKoke paszen 4.3).
Onnako HuMecHn He 3aMeHseT alleTHIICATHIIMIOBYIO KHCIIOTY HpH npouIaKTUKe cepedHo-
COCYIMCTBIX 3a00/IEBaHUM.

4.5 BiaumopaeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH npenapaTaMu H Apyrue BH/bI
B3aMMOAeHCTBHS

dapMakoIMHAMHYECKHE B3aUMOJIEHCTBHUS

Jlpy2ue HecmepouoOHble NPOMUE0E0CnATUMENbHYIE cpeocmsa (HIIBC)

CoBMECTHOE IIPUMEHEHHE JIEKAPCTBEHHBIX NMPENapaToB, B KOTOPBIX cofepKUTCS HUMECYTHA (CM.
paszen 4), ¢ ApYrMMH HECTEPOHIAHBIMH TIPOTHUBOBOCTIA/IUTENIEHBIMH CPEIICTBAMH, BKJIIOYas
AleTHICATMLIAIOBYIO KHCIIOTY B J103aX, NPH KOTOPBIX A0CTHraeTCA MPOTHBOBOCTIAIMTENIBHOE
neiictere (1 T OHOKPATHO WK >3 T B CYTKH), HE PEKOMEH/TyeTCsl.

Anmuxoazynsinmel

HITBC MOryT ycHIMBaTh JEHCTBUE AHTHKOATYJIAHTOB — TAKHX, KaK sapdapuH (cM. pasaen 4.4). Y
MALMEHTOB, IPHHUMAIOIIMX Bap(apyH, aHATOrMYHbIE aHTHKOATYJIAHTEI WIH alleTHJICAJTLIMIIOBYIO
KHCJIOTY, TIPH JICYeHUH HUMECYIMI0M HMEeTCA TOBBILLIEHHBIH PUCK TAKOTO OCJIOKHEHHS, KaK
kpoBoTeyenue. 1o aT0ii npuiMHe AaHHAA KOMOMHALMs He peKOMeHyeTcs (CM. Takoke pasaen 44.),a
MalMeHTaM C HapyLICHUSIMH CBEpPTHIBAEMOCTH KPOBH TSKEJION CTETeH| OHa MPOTHBOMOKa3aHa (CM.
Taroke paszen 4.3). Ecnu koMGHHMPOBAHHOTO MPUMCHEHHUA 136e5KaTh HEBO3MOXKHO, HE0OX0UM
TIIATENbHBIA KOHTPOJIb aHTHKOAryJISHTHOM aKTHBHOCTH.

Anmuazpezanmel u celeKMugHsle UH2UOUMODYL obpamHo20 3axeama cepomoHuHa

(CHO3C)
AHTHArperaHTbl ¥ CENIEKTHBHbIC MHrHOMTOPBI 0OPATHOTrO 3aXBaTa CepOTOHHHA (CHO3C) noBsILaoT

pHUCK BO3HUKHOBEHUS U3BA3BJICHHUA UIHA KpOBOTe‘-leHPIﬂ B )KCJ'I}'}IO‘IHO-KPILLIC‘!HOM TpPaKTe (CM. pasnen
4.4).

Kopmuxocmepoudbl

KOpTHKOCTEPOH/IBI MOTYT IOBBIILIATE PHCK pasBHTHA W3BA3BJICHUS WM KPOBOTEYEHHS B XKEITYyJOHHO-
KuIeyHoM TpakTe (cM. paszien 4.4).

JTuypemuxu, uHzubUmMopsl AH2UOMEH3UH-NPesPayaoujeco pepmenma (AIID),
anmazonucmul anzeuomenzuna Il (AI14)

HIIBC moryT ocnabmsTh AeHCTBHE IMyPETHKOB M APYTHX FHITOTEH3UBHBIX CPEACTB. Y HEKOTOPBIX
[AIHEHTOB CO CHIDKEHHEM (QYHKLMHU NoYeK (Hanpumep, NaiueHTe! ¢ JerupaTalyeil Win MaluMeHThl
M0KUJIOTO BO3PACTA C HapylleHHeM GyHKIIMH T04eK) Npy COBMECTHOM NMPHMEHCHHH MHIMOUTOPOB
ATI® ¥ MHHOUTOPOB LIMKIIOOKCHI€HA3bl MOXKET HMETh MECTO NIpOrpeccHpoBaHKe YXyAILIEHHS
yHKIMH NI0YeK, BKJIIOYAs BO3MOXKHOCTb BOSHUKHOBEHHS OCTpOIi MOYEYHOM HEJOCTATOUHOCTH,
KOTOpast, 06BIYHO, HOCHT 0GPAaTUMBIH XapakKTep.

HaJlure JaHHBIX B3aMMOEHCTBHIA HEOOX0IMMO NIPHHUMATE BO BHUMAHHE y MaLMEHTOB,
NPUHUMAIOIHUX HUMECYJIH/I BMECTE C unru6uropamu ATI® umu AlIA. ITostomy naHHas KOMOUWHALKA
TIpenaparoB JOJDKHA Ha3HA4aThCs ¢ OCTOPOKHOCTRIO, 0cOo6EHHO MaLMEHTaM MOXKMUIJIOro BO3pacTa.
TTalMenTs! JOJDKHBI MOTyYaTh XUIAKOCTh B AOCTATOYHOM KONMHECTBE, a TaKxe clelyeT
TPOAHAU3UPOBATH HEOOXOAMMOCTD KOHTPOJIA HX NouYe4yHOM QYHKLHMH [0Ce Havasa
KOMGHHMPOBAHHOM Teparyu U NEPHOJIMUECKH B TIPOLIEcce ee NPOBE/ICHHUS.



dapMaKOKHHETHYECKOE B3aUMOJEHCTBHE: BIUIHHE HUMECYIUIA HA
(hapMaKOKHHETHKY APYIrUX JEKAPCTBEHHBIX CPEIICTB

Dypocemuo

V 310pOBEIX 106POBONBLEB HUMECYIIH]L BpEMEHHO ocsabnsn BiMsHUe GypoceMHia Ha BBIBEICHHE
HATPYA U, B MEHBLLIEH CTEIICHH, Ha BHIBEACHHE KM, & TAIOKe CHIDKAI €10 nuypeTudyeckuit 3QdexT.
COBMECTHOE BBEICHHE HUMECYJHAA U (ypOCEMHa IPUBOJMT K CHIKEHHIO (PHOM3UTENBHO Ha
20%) 3nauenus AUC u ob1ero BeiBe/ieHns HypocemMu/a, He BIIHsA Ha €10 NOYEYHbIH KIMPEHC.

IIpx COBMECTHOM Ha3Ha4YeHMH (ypoceMH/ia i HUMECYITH/A MALMEHTaM CO CKJIOHHOCTEIO K Pa3sBUTHIO
[1aTONIOTMH MOYEK HIIH Cep/Ilia, HeoGX0MMO COBMOoAaTh OCTOPOXKHOCTb — B COOTBETCTBHM €
onucaHueM B paszene 4.4.

Jlumuii

Coo6manock, uro HIIBC CHWKAIOT KIMPEHC JIUTHS, YTO NPMBOJMT K MOBBILICHHIO €ro ypOBHS B
IU1a3Me KPOBH M TOKCHYHOCTH JUTHUsl. ECiiv HUMECYJIH/I Ha3Ha4aeTes NaluenTaM, TOJTy4arOIHM
TEpArio MpeTapaTaMu JIMTHS, YPOBEHb JIMTHS JOJDKEH TIIATENbHO KOHTPOTHPOBATECA.

dapMakKOKMHETHYECKHE B3aMMOJICHCTBUSA U BO3JIEHCTBUE APYTHX JICKADCTBEHHBIX

CpeacCTB Ha (bapMakOKHHETHKY HUMECYIHUIA

HccnenoBanus in Vitro ToKa3ajii, 4YTo TOJI6yTaMH,H, CAJIMLIWJIOBAs KHUCJIOTA U BAJIBIIPOCBAs KHUCJIOTa
BBITECHAIOT HUMECYJIM] U3 MECT CBA3bIBAHMA. OpnHako, HECMOTPS Ha BO3MOXXHOC BO3JICMCTBHE HA
YPOBEHB B IUIa3ME, KJIMHAYECKasA 3HaYUMOCTh JaHHOI0 B3aMMOJEHCTBUSA HE JOKa3aHa.

JononnumenvHas ungopmayus

Kpome Toro, in vivo 6bL10 H3y4EeHO MOTEHIHANBHOE dpapMaKkOKMHETHYECKOE B3aUMOJICHCTBHE C
IHGEHKIAMIOM, TeOQHUTMHOM, Bap(apHHOM, TUTOKCHHOM, IMMETHAMHOM 1 aHTallM/IHBIMH
npenaparamy (a MIMEHHO ¢ KOMOMHALMEH aMOMUHAS THAPOKCHIA U MarHui TUIPOKCHIA).
K/IMHMYeCKH 3HAUYMMOTO B3aUMOZIEMCTBHS He HaGIIoAaTIoCh.

Humecynun unru6upyet uuroxpom CYP2C9. I1pu 01HOBPEMEHHOM NPUEME C npenapaToM Humecun
JNIEKAPCTBEHHBIX CPEACTB, SBJIAIOMMXCS CyGCTpaTaMu 3TOr0 depmeHTa, KOHIEHTPALWs JaHHbBIX
CPEICTB B IUIA3ME MOXKET MOBBILIATHCS.

I1pyn HA3HAYEHHM HUMECYJIH/a MEHEe YeM 3a 24 4aca JI0 WIH MEHEe HeM Hepe3 24 yaca nocJe npueMa
MeToTpeKcaTa TpebyeTcs COBIOaTh OCTOPOXKHOCTD, TaK Kak B TAKHX CTy4asXx ypoBCHb MeToTpeKcara
B [UTa3Me M, COOTBETCTBEHHO, TOKCHYECKHe 3 (hEKTI JaHHOrO Npenapara MOryT MOBBIIATECA.

B cBs3M ¢ aeiicTBHEM Ha NOYE€YHbI€ MpOCTarjJIaHAWHbI, HHFH6HTOle CHHTETA3 npocTrarjiaHiMHoB, K
KAaKUM OTHOCHTCS HUMECYJIH, MOT'YT ITOBBIIIATH He(bPOTOKCH‘-lHOCTL [IUKJIOCTIOPUHOB.

4.6 @epTHILHOCTH, 0EPEMEHHOCTD H JIAKTALHS

BepemeHHOCTh
TIpuMeHeHKe HUMeCYJIHIa IPOTHBOIIOKA3aHO B TPETEM TPUMECTPE GepeMeHHOCTH (CM. pasaielt 4.3).

IMoaarNeHHe CHHTE3a TPOCTATTIAHAMHOB MOXKET OKa3bIBaTh HEGIAroOnpuATHOE BIMAHME HA TEUCHHC
GepeMeHHOCTH W/WIM pa3BUTHe 3MOpHOHA/TIIONA. CoryacHoO pe3ysbTaTaM SMH/IEMHONIOTHYECKIX
MCCIeNOBaHHH, HA PAHHMX CPOKaX GEPeMEHHOCTH NPUMEHEHHE MPenapaToB, MOJABAIOUMX CHHTE3
MPOCTArNaH/MHOB, MOBBINIAET PUCK BBIKA/BINA, BO3HWKHOBEHHS Yy ILIOAA nopoka cepaua M
racrpounnsuca. Tak, aGCOMOTHBIN PUCK (OPMHPOBAHUS TOPOKOB CepEYHO-COCYIUCTOM CHUCTEMBI
noBbLAICH OT MeHee 1% mo npubmusutensHo 1,5%. Cuuraercs, 4WTO € YBEIHMHCHHEM O3Bl %}
JUTMTEIBHOCTH TPHUMEHEHHs 3TOT PHCK TIOBBIIAETCA. Y KMBOTHBIX MNPHMEHCHHE UHrUOUTOPOB
CHHTe3a NpOCTAaraHAMHOB NMPUBOAWIO K NOBBIMICHHIO Npe- MOCTUMIUIAaHTALIMOHHBIX MOTEPb, a
TaKKke SMGpHODETANBHOM cMepTHOCTH. Kpome TOro, y JKMUBOTHBIX, MOTYHaBILIMX WHIMOMTOPBI CUHTE32



MpOCTarjiaHAuHOB B nepuoa OpraHOreHesa, BO3pacTajia 4yacToTa IOpPOKOB pagsmm nioaa, BKIO4as
aHOMAJIMH CCpD,C‘-IHO-COC}’JlPICTOﬁ CHUCTEMBI.

Haunnas ¢ 20-# Heaenu GepeMEHHOCTH, MPUMEHEHHe HUMECYITHIL MOXKET BBRI3BATH OJIMTOrMApPaMHHO3
B pe3y/]bTaTe HapymieHHs (QyHKUMM TOYeK IUIOAA. DTO MOXET MPOM30HMTH BCKOpE Mocie Hadana
JledeHus ¥ OBBIYHO OBPATHMO TOCHIE ero mpeKpalieHus. Kpome Toro, uMeroTes coOobIIEHH s O CITyYasX
CyXeHHs apTepHalbHOTO MNPOTOKa TOCNe JIeYCHH  BO BTOPOM TpuMecTpe OepeMEeHHOCTH,
GONBIIMHCTBO U3 KOTOPBIX Pa3spelIIMCh MOC/e NPEKPAIeHHUs JICUCHHS. CnenoBaresIbHO, Ha3HAUYEHHE
HUMECYJIUJa B NIEPBOM M BTOPOM TPHMECTPE GepeMEHHOCTH [O0J/DKHO NPOM3BOMMTECS TOJIBKO TOT/A,
KOTJIa B 3TOM €CTh HACTOAITENbHAs HeoGXomuMocTs. B ciyyae Ha3HAuCHHUA HUMECYJIHIA XKEHIIMHAM,
IUIaHUPYIOIMM GepeMeHHOCTh, 6o B nepBblii ¥ BTOPOM TPUMECTP GepeMEHHOCTH, CIIEIYeT
BHIOMPATh HAMMEHBIIYIO BO3MOXHYIO [103y M HaHMEHBLIIYIO BO3MOXHYIO JUIMTENIbHOCTD JIEUCHHUS.
Ilocne mpuemMa HHMeCYylu/Ja B TEYCHHE HECKONbKHX nHeii, HaunHas ¢ 20-i Henenu GepeMEeHHOCTH,
cieyeT NpOBOJMTH AHTEHATANbHBIA MOHMTOPMHT Ha MPEAMET OJIUrOrMIPaMHHO03a M CYXXEHHA
apTepranbHOro npoToka. Humecynua ciielyeT OTMEHHTE NpH 06HApYKEHNH OJIMTOTH/IPaMHKO03a UK
CyX€EHHsl apTepPUaIbHOrO MPOTOKa.

[lpy nNpUMEHEHWH BCEX MHIMOMTOPOB CHHTE3a INPOCTArAHAMHOB B TpPETbeM TPHUMECTpE
GepeMEeHHOCTH Y ILI0Ja MOTYT UMETh MECTO:
e  TOKCHYECKOE MOPAKEHUE CepALa M JIETKHX (MPexIeBPEMEHHOS
Cy’KeHHe/3aKPBITHE apTEPUAIBHOrO NPOTOKA H JIeroHHas TUIEPTEH3HA);
e nuchyHKIHMS MOYEK, KOTOpas MOXeT NPOrpeccupoBaTh BILIOTE 10 MOYEeYHOM
HEJIOCTATOYHOCTH C PAa3BUTHEM OJIMTOrMIPAMHHOHA (CM. BBILLE);

- B KOHIIe 6EPEMEHHOCTH Y MaTepPH M 'y HOBOPOXKIEHHOrO BOSMOJKHB ClIEAYIOLIME SABJICHHS:
e  yIJIMHEHHE BPEMEHH KPOBOTEHEHHSA — 3¢ deKT noaapeHUs arperauyu
TPOMGOLMTOB, BO3MOSKHBIH flake NPH NPUMEHEHHHU Npernapata B 04CHb HHM3KHX
103ax;
e  NOJABJEHHEe COKPATHTENBHOMN aKTHBHOCTH MATKH, IPUBOAIAIICE K 3/ICPIKKE HIIH
YBEJIMYEHHUIO NPOJIOJDKUTEIEHOCTH PO/IOB.

B CBS3M C 9THM B TPETHEM TpUMeECTpe GepeMEHHOCTH NpHeM HUMECYITHAA MPOTHBOMOKa3aH (CM.
pasnenst 4.3 1 5.3).

KopMnenue rpynpto
CeezeHuii 0 mepexofie HUMECYJIH/a B MOJIOKO MaTepH HET. Humecynuj MPOTHBOIIOKa3aH B NMEPHON
IpyIHOrO BCKapMJIMBaHHUsl (CM. pa3/iesibl 43 u5.3).

DepTHIBHOCTD
Kak u npyrue HIIBC, nexapcTBeHHbIE NpenapaTsl ¢ COACPXKaHHEM HMMECYJIH/Ia He PEKOMEHIYETCS

Ha3HAYATD JKEHIMHAM, [UIAHHPYIOIMM GepeMeHHOCTD (CM. pasaen 4.4).

47 BinsiHHe HA CIOCOGHOCTD YNPABJIATH TPAHCIOPTHBLIMH CPEACTBAMH paboraTthb ¢
MeXaHH3MaMH

VccleoBanMii BIMSHHMS JIGKADCTBEHHBIX CPEICTB, B KOTOPBIX CONEPXKHTCA HHMECYIHI, Ha
CMOCOBHOCTh K YNPABJICHUIO TPAHCTIOPTHBIMM CPEACTBAMHU MU 06CITY’)KMBaHHIO MEXaHM3MOB HE
npoBouiiock. OJHAKO MalMeHTaM, MCTIBITHIBAIOIIMM T0C/IE MpHeMa HHUMeCYJIuJa rOJIOBOKPYXEHHE,
BEpPTHIO WK COHJIMBOCTD, CJIElyeT BO3EPXKATHCA OT YNpaBIeHHA TPaHCMOPTHBIMU CPEACTBAMHU MITH
06CITy)KMBaHUS MEXaHU3MOB.

4.8 HexenarelbHble peaKNuH

Obwee onucanue

KIMHAYeCKHe UCCIIeJOBAHHUS U SIIMAEMUOJIOTHYECKHE IaHHbIC TIO3BOJIIOT TIPEe/NOJIOKUTh, YTO HA
¢doHe MPUMEHEHHUs HEKOTOPBIX HITBC (0coGeHHO B BBICOKHX 032X U B TCHCHHC IUTUTETIBHOIO



T

BPEMEHM) MOXET HECKOJIBKO MOBBILIATE PHCK Pa3BUTHS apTEPUATIbHBIX TpoM6030B (HatpUMep,

MH(apKT MHOKap/ia WM UHCYJIBT; CM. pasziesn 4.4).

Bo B3aumocsssu ¢ HIIBC coobuianocs 06 oTekax, apTepHalbHON TMIepPTEH3NU 1 cepAe4HOM

HEOOCTATOYHOCTH.

Coo61manocsk 06 04eHb PeIKHX CITydasX pa3BUTHs OyJUIe3HBbIX Peakini BKIIOYas CHHAPOM
CruBeHca — JPKOHCOHA M TOKCHYECKHH MHIepMalIbHbIH HEKPOJIH3.

Yame Bcero HabMoNal0OTCs HEXXeNaTeNbHbIE ABJICHUS CO CTOPOHBI KeJTyJOYHO-KHLIEYHOr0 TPaKTa.
B03MOKHO BO3HHKHOBEHHE TIENTHYECKHX A3B, Mep(opalvi Wik KpOBOTEUEHHUS B XKEITyA0HO-
KHMILIEYHOM TPAKTe, MHOT/IA C JIETATBHBIM HCXOJIOM, OCOGEHHO Y JIMILL MIOXHIIOro BO3pacTa (cM. pa3aen
4.4). Tlocne npreMa JIEKapCTBEHHBIX MPENapaToB, COACPKAIMX HUMECYITH/L, HaOTIOJATHCh
ClleAyIolie NOGOYHBIE JEHCTBUS: TOLIHOTA, PBOTA, AMapesi, GraTy/IeHLs, 3a1op, AUCTIeNCHs, 6011 B
JKHBOTE, MEJIeHa, TeMaTEeME3HC, S3BEHHBIN CTOMATHT, a Takke 0GOCTpeHHe KOUTa 1 60/e3HH Kpona

(cMm. pasnen 4.4). Pexxe Habmonaics racTpHT.

TIpuBeeHHbIH HIKE NepedeHb MOGOYHBIX NeHCTBHI COCTABNICH HA OCHOBE JAHHBIX, TOJyHEHHBIX B
KOHTPOJIMPYEMBIX KIIHHUYECKUX HUCCIIeoBaHUAX* (C yHacTHeM npu6nusuTensHo 7 800 MalMeHToB) U
TIpH MOCTPErHCTPALIMOHHOM HaOJIIOICHHH; TIPH STOM 4acToTa coobIeHuH Kiiaccuuimpyercs
cieayiommm obpasom: odenb yacto (> 1/10), sacto (= 1/100, < 1/10), newacto (> 1/1 000, < 1/100),
peako (> 1/10 000, < 1/1 000), ouens peaxo (< 1/10 000), BKJTIOYAst OTAENBHbIE CITy4au; HEM3BECTHO
(Ha OCHOBaHMM UMEIOLIMXCA JAHHBIX HA OCHOBAHUW MMEIOIIMXCS TAHHBIX OLICHKE HE nojaaaercs).

Hapywenus. co cmopoHbl KpoBuU U NumMpamuyeckou Penko Anemus*
cucmembl Dozunobunus*
OueHb TpombouuToneHus
penko [TaHuuTONEHHU
ITyprypa
Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL Penxo 'MnepuyBCTBUTENBHOCTD*
OueHp AHadunakcus
peaKo
Hapywenus memabonuzma u NUmanus Penko I'unepkanveMus*
Hcuxuueckue paccmpoiicmea Penxo YyBcTBO TpeBOru™*
HepBosHocTp*
Houngsle kommMapbr*
Hapywenusi co cmoponbl HepéHOU Cucmembl Hewacro  |[onoBokpyxeHue*
Ouenp I"onoHas 60516
penKo CoHNIMBOCTH
DuuedanonaTus (CHHAPOM
Pes)
Hapywenus co cmopoHbl 0p2ana 3peHus Penko [ToMyTHEHHME B MOJIe 3peHHs*
Ouenb Hapymenue 3peHus
peaKo
Hapywenus. co cmopoHbl 0p2ana ciyxa u 1abupunma OueHp Bepruro
peaxo
Hapywenus co cmopoHbl cepoya Penxo Taxukapaus*
Hapywenus co cmopoHst cocyoos Heyacto ApTepuanbHas THIepPTeH3Us
Penko KpoBoteueHue*
Kone6anus apTepyabHOro
nasneHus ™
TMpunussl xkapa*
Hapywienus co cmoponsl ObiXamenbHOU CUcmembl, Heuwacto  |[ducnnod*
op2ano8 2pyOHOtl Knemxu U CpeooCmeHus
OueHp ActMa
penko Bpoxxocnasm




Hapywenus co CmopOoHbl H4CeyO0UHO-KUUEHHO20
mpaxma

Yacto

Juapes*
TomHoTa*
Psora*

Heuacto

3anop*

dnaryneHuus*
XenynouHO-KHLIEYHOE
KpOBOTEUEHHE, 3Ba
JIBEHA/LIATHIIEPCTHOM KUIIKH
u nepdoparnus A3BbI, A3Ba
Kenyzika ¥ nepdopauus sS3Bbl

OueHb
peaxo

Tactput*
Bosb B XXUBOTE
Jucnencus
CroMatut
Menena

Hapywenus co cmopoHbl neveHu u 2HCeNYeBbIBOOAUUX
nymeii (cm. pazoen 4.4)

Yacto

IToBBIlLIEHHE YPOBHS
depmeHTOB neyeHu*

OueHb
peaxo

I'enatut
@yIbMUHAHTHBIN IeNaTUT
(BxuTrOUas Ciry4au ¢
JIETaJIbHBIM HCXOZIOM)
XKentyxa

Xomnectas

Hapywenusa co cmopoHbl KOJHCU U NOOKOJICHBIX MKAHeU

Heuacto

3yn*
Crpinp*
[MoBbILIEHHAS TTOTIMBOCTh*

Penko

Dpurema*
Jlepmatut*

QOueHb
penxo

KpanusHuiia
AHTMOHEBPOTHYECKHM OTEK
Orek Mua

Dpurema MHOropopMHas
Cunapom CtuBeHCa-
JI>kOHCOHA

TOKCHYECKHH
SMUEpMaJIbHBIA HEKPOJIK3

HewusBecTHO

DukcUpoBaHHOE
JIEKapCTBEHHOE BBICBINIAHUC
(cMm. pazzen 4.4)

Hapywenus co CmOpOHbl NOYeK U MOYeBbIBOOAUYUX
nymeu

Penxo

Jluzypus*
Temarypus*

OuyeHb
penko

3anepxka Mo4n*

[ToueuHas HEIOCTATOYHOCTh
Onurypus
UHTepcTULMATBHbIH HeQPUT

Ob6uue HapywieHus u peakyuu 6 mecme 86e0eHUs

Heuacto

Orex*

Penxo

Henomoranue*
AcTtenus*

QOueHb
peaKo

Iunorepmus

*YgcTOTAa 10 JAHHBIM KJIMHUYECKUX I/ICCJ’IC}IOB&HHﬁ




Cooburenue o noao3peBaeMbIX HeXXeJ1aTeJbHbIX peaKIHAX

CooBIeH1e 0 TI0/I03PeBAEMBIX HEXeNaTelLHBIX PEaKIMAX TOC/IE PEruCTPaLi JICKapCTBEHHOTO
Tpenapara UrpaeT BaxHyI0 posib. OHO obecniednBaeT HenpepbIBHbI MOHUTOPUHI COOTHOWIEHHS
«TI071B3a/PHCK) JIEKAPCTBEHHOTO npernapata. OT paboTHUKOB CHCTEMBI 3/1paBOOXPaHCHUA Tpebyertcs
co06LIaTh 0 JIFOOBIX MO03PEBAEMBIX HEXEATEIBHBIX PEAKIIHAX.

4.9 IlepenoznpoBka

ITocne octpoii nepenosupokd HIIBC cummroMbl 0GBIYHO OrpaHMYEHBI JIETAPrUei, COHIMBOCTBIO,
TOLIHOTOM, PBOTOM M GOJIBIO B SITMracTPaNbHOM 0G/IACTH; 3TH CHMITTOMB 06BIYHO pa3pelaroTcs Nnpu
MOJIEPKUBAIOLIEH Tepanui. MoXkeT BO3HHKHYTH JKEIlyA0HHO-KHIIEHHOS KkpoBoTeueHHe. B peakux
CllydasiX BO3MOXHO TOBBIIICHHE apTEPUATBHOIO JBICHMA, OCTpas MOHeHHaA HEI0CTaTOYHOCTb,
yrHETeHHe JbIXaHHs ¥ Koma. AHaQUIaKTOWIHBIC PEAKLWMH, OMHMCAHHBIC NpH npueme HIIBC B
TepaneBTHYECKUX J103aX, MOTYT BO3HUKATh TAKOKE NPH NEPE03UPOBKE.

B ciyuae mepenosuposks HITBC maumeHTaMm MOKa3aHa CHMITOMATHHECKas H TMOIEePIKUBAIOIIAS
tepanus. CrienuduuecKoro aHTHIOTa HE CYIUIECTBYCT. Uudopmauus O BbIBEJACHAH HMMECYIUA
MOCPEICTBOM TEMOJMAIN3a OTCYTCTBYET, OJHAKO, YHYHTbIBAs BBICOKYIO CTEICHDL €ro CBSI3BIBAHUSA C
Genkamu mwiasMsl (10 97,5%), npy nepeo3upoBKe AWAHU3 BPsA JTH 6yner a¢dexrusex. [Ipy HanuIkHU
CHMIITOMOB NEPEIO3MPOBKH MM IOC/Ie MpUeMa Mpenapara B upe3MepHoi 03¢ B TeueHHe 4 4acoB
T10CIe TIpHeMa MAlUeHTaM MOXKET OBITh T0Ka3aHO: BBI3BIBAHHE PBOTHI W/WIM IpUeM aKTHBUPOBAHHOTO
yrns (60-100 r st B3pOCHBIX) M/HIK NPUEM OCMOTHYECKOro cnaburensHOro cpenctsa. BeneacTeue
BEICOKOH CTENeHHM CBS3bIBaHMA C OenkamMu (GOPCHPOBaHHBIA AWype3, OIIENaYMBaHUC MOUH,
reMOIMATN3 WM reMorepdysus MOTYT OKa3aThCs HEI(PQPEKTHBHBIMH. CnemyeT KOHTPOJIHMpPOBATH
(yHKIMIO NIOYEK U NIEUCHH.

S. ®APMAKOJIOTTYECKHUE CBOYICTBA
5.1 ®apmakogMHAMHYECKHE CBOHCTBA

dapMaKoTepaneBTHYECKas FPyIIa: HeCeTEeKTUBHbIE HECTCPOU/IHBIC MPOTHBOBOCTIA/IUTEILHBIC
cpenctsa (HITBC).

Kon ATX: M01AX17

Humecynuj — HECTEPOHIHOE IIPOTHBOBOCHIAIMTENIBHOE CPEAICTBO, obnaparoniee 06e300MMBAIONIIMM U
JKAPOTIOHIDKAIOLMM eHCTBUEM, O0YCIIOBIICHHBIM MHrH6MpOBaHHEM (epMeHTa LIMKIOOKCHIeHa3a,
Y4acTBYIOILIETrO B CHHTE3€ NMPOCTArIaHAMHOB.

5.2 ®apmaKoKHHeTHYeCKHE CBOWCTBA

Abcopbums

Tlpu npueme BHYTPb HUMECYJIHJI XOpOLIO BeackiBaeTcs. ITocsie oiHOKpaTHOTO npHeMa 100 mr
HUMECYJIU/IA Y B3POC/IBIX MAKCHMAJIbHAs KOHLIGHTPALWS B I1a3Me OCTUraeTes 4epes 2-3yacau
cocrasisier 3-4 mr/i. AUC = 20-35 mr-u/i1. Mex 1y 3TMMH 3Ha4€HHAMH U pe3yibTaTaMy,
HabmonaeMeIMH Tiocie BBeieHus 100 Mr npenapara jBa pasa B CyTKH B TCHCHHE 7 nHew,
CTATHCTHYECKH JJOCTOBEPHBIX Pa3/InyMii He OGHAPYKEHO.

10 97,5% BemiecTBa CBA3BIBAETCA € OENKaMHU TIa3MBI.

BbuotpanchopMarys U SIUMUHALWS

HuMecynuna noasepraercst HHTEHCHBHOM MeTaboIU3aIMy B IEYEHH 110 Pa3IUUYHbIM ITyTAM, BKIIHOHasd
usodpepmentel 2C9 wuroxpoma P450 (CYP). Takum 06pa3oM, CyIIECTBYET BEPOATHOCTD
JIeKapCTBEHHOTO B3aUMOJIEHCTBUS MPH COITYTCTBYIOLIEM BBE/ICHHH NpENapaTos, MeTabOoIM3HPYEMBIX
depmentom CYP2C9 (cm. paspen 4.5). OCHOBHBIM METa0O0JIUTOM ABJISETCS Mapa-
TMPOKCHUIIPOM3BOIHOE, KOTOPOE TAKIKE o6nmamaer hapMaKoIOrudeCcKoi akTHBHOCTBIO. BpemenHoH
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neproa 10 0OHapyKEHHUs JTAHHOTO MeTabonuTa B LIMPKYJIHPYIOIIEH KpOBH ABIIETCH KOPOTKHM
(npubnusurensHo 0,8 yaca), OAHAKO 3HAYCHHE KOHCTAHTBI €ro 00pa3oBaHus He ABJAETCS BBICOKUM, U
OHO 3HAYMTENBHO HIDKE, YeM 3HaUeHHE KOHCTAHTBI BCACBIBAHMA HUMECYIMAA. [ HIPOKCHHUMECYTTHA
ABJISETCS €JIMHCTBEHHBIM METabOJIMTOM, OOHAPY )KHMBAEMBIM B IUIa3ME€ KPOBH, M OH MOYTH MOTHOCTEHIO
koHbtoruposan. Ty, cocTaBnser ot 3,2 10 6 4acos.

HuMecy/ i1 BBIBOAUTCS M3 OPraHU3Ma IVIaBHBIM 00pa3oM ¢ Mouo#t (okoso 50 % OT NPUHATOH J03bI).
Tonbko 1-3 % BBIIENAETCA B BHE HEMOAM(HIMPOBAHHOTO coeiHenus. OCHOBHON MeTaboNHT,
FHPOKCHHUMECYJTHJI, OOHAPYKMBAIOT HCKIIIOYUTENILHO B BUAE [IIIOKYpOHATA. IMpubnuzuTensHO 29%
OT BCEro KOJIMYECTBA M0C/Ie MeTaboMU3aluy BBIIEIACTCS C KaJIOM.

V 11 OXKHIIOrO BO3PACTA MOCJIE OJHOKPATHOrO M MOBTOPHOrO BBEICHHUS UM TIpenapara
hapMakOKHHETHYECKUH MPOQHIIb OCTABAJICA HEM3MEHHBIM.

B KpaTKOBPEMEHHOM JKCIIEPUMEHTAILHOM HCCIIe/IOBAHHH, BBITIONHEHHOM C y4acThHeM MALMEHTOB C
[10YEYHOM HEIOCTATOYHOCThIO JIETKOM WM CpeIHel cTeneHH (KIMPeHC KpeaTHHHHA 30-80 mn/mMuH)
TIPH CPaBHEHUHM CO 3JI0POBBIMHU J06POBOJIBLIAMH, 6BUIO BBISIBIIEHO, YTO 3HAYEHUS MAaKCUMAJIbHOM
KOHLIEHTpALMHA HUMECYJIH/IA H €r0 OCHOBHOIO METab0/IMTa B IU1a3Me 6bUTH He BBILLE, YEM Y 3I0POBBIX
no6posobues. 3nauenus AUC u ty,-6era 66U Ha 50% BBILIE, HO HUKOI/Ia HE BBIXOJMIIM 33 MPEJCIIbI
JMana3oHa hapMaKOKMHETHYECKHMX 3HAYEHHH, HaOI0IaeMBIX NOCIIE BBEICHHA HUMECYTH/A
3710poBBIM 106poBOIbLIAaM. TIOBTOPHOE BBECHHE K KyMYJISLHA HE MPUBO/HIIO. [MauueHTam ¢
HapymieHueM (QyHKIMH NeYeHH HUMECYITH/l POTHBOMNOKA3aH (cm. paspen 4.3).

5.3 JlanHble JOKJIHHHYECKOi (e30macHOCTH

B cTaHfapTHBIX JOKIMHHYECKHX HCCIEN0BAHUAX dapmaxooriueckoit 6e30nacHOCTH, TOKCHYHOCTH
TIp¥ MHOTOKPATHOM TIPUMEHEHHH, TeHOTOKCHYHOCTH ¥ KaHLEPOreHHOro MOTeHLHMala KaKoi-mbo
0c0BO#i ONACHOCTH Tpenapara [Uis YeloBeka He 00HapyKeHO. B HCcCieI0BaHUAX TOKCUIHOCTH
HUMeCY/IH/Ia TP IOBTOPHOM NPUMEHEHHH NPOJIEMOHCTPHPOBAHA TOKCHHYHOCTE B OTHOILIEHHH
KeJTyI0OYHO-KHIIEYHOT O TPAKTa, MOYEK U NEHCHH. B ucceoBaHUsAX TOKCHYHOCTU B OTHOLICHHH
PEenpOTYKTHBHOM CHCTEMBI Y KPOJIMKOB (HO HE Y KpBIC) HaBIOAIMCh SMOPHOTOKCHYECKUE 1
TepatorenHble 3 deKTh (OpOKH GOPMHUPOBAHKSA CKEIICTa, UNIATALMA KeJTy/IOUKOB [OJIOBHOTO MO3ra)
TpH J103aX, HE SBJISIONUXCS TOKCHYHBIMHU JUTSl MATEPUHCKOTO OpraH13Ma. V kpbic Habmoaanach
[OBBIMIEHHAS CMEPTHOCTh MIOTOMCTBA B PAaHHEM OCTHATAILHOM MEPHO/E; KPOME TOTO, HUMECYTHA
OKAa3bIBAJ HEXKENATeIbHOE BO3AEHCTBHE Ha HePTUIBHOCTE.

6. ®APMAIEBTHYECKUE CBOMCTBA
6.1 Ilepeuenn BCOMOraTebHbIX BEIIECTB
Caxapo3za

AnenbCHHOBBIN apOMaTH3aTop

JIumoHHas kucioTa 6e3BoHas

ManbToAEKCTPHUH

MakporoJia LeToCTeapHIIOBbIHA 3(up

6.2 HecoBMeCTHMOCTDb

HenpumeHumo.

6.3 Cpok rogHocTa

3 roga
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6.4 Ocobble Mepbl NPEXOCTOPOXKHOCTH NPH XpaHEHHH

JIns XpaHeHHs JaHHOTO JIEKAPCTBEHHOTO Cpe/ICTBa 0CcoObIX YCIIOBHIA He TpebyeTes:

6.5 XapakTep H cofepXkanue NepBHYHON yNAKOBKH

[TepBHYHOM YNaKOBKO#M SBJISETCS TOPIMOHHBIN TAKETHK, COCTOSIINIA K3 KOMOMHaIMH
«6yMara/aOMUHUHA/ OO THTIEHY, 3arieyaTaHHbli METOIOM TePMOCBAPKH; MOPLIMOHHBIE MAKETHKH H
JIUCTOK-BKJIA/BIII YTIAKOBAHBI B KAPTOHHYIO KOPOGOUKy. B KapTOHHBIX KOpoBoUKax CONepKUTCs 110 9,
15 wu 30 MOPIMOHHBIX NAKETHKOB; B OTHOM MOPLMOHHOM NaKETHKE conepxurest 2 T rpanyd (100 mr
HUMECYJIU/IA).

B npoake MOTYT HAXOIUTBCS YNAKOBKHM HE BCEX pasMEpOB.

6.6 Ocobbie Mepbl IPEOCTOPOKHOCTH NPH YTHIIH3ANHH NPENapaTa u ApyrHe yKa3aHus 1o
ofpameHnio ¢ HUIM

Hewucr1o/130BaHHbII MPENapaT WK €ro OTXO/BI CIIeTyeT YTHIH3UPOBATE B COOTBETCTBUH C
Tpe6oBaHMAMH MECTHOTO 3aKOHO/JATE/IBCTRA.

7.  JEPXATEJIb PETMCTPAIIMOHHOI'O YIOCTOBEPEHHUS

Jla6oparopu [uportr C.LA.

Bua JlusopHese 897

56122 Jla Berrona (ITuza)

Uranus

8. HOMEP(A) PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS

3912/99/04/09/15/18/21

9. JATA MEPBUYHOM PETUCTPAIIAN/ IOJATBEPKJIEHUS PEIICTPAITANA

20.12.2021

10. JATA IIEPECMOTPA TEKCTA

OAO.ITIT
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