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OBILASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOT'O IPEITAPATA

1. HAUMEHOBAHME JIJEKAPCTBEHHOTI'O ITPEITAPATA
Humecy6en, 100 mMr, TaGIeTKH.
2. KAYECTBEHHBIN ¥ KOJIMYECTBEHHBIA COCTAB

JleCTBYIOIUM BEIIECTBOM IIpenapara ABJISeTCss HUMECYIIUL.

OnHa TabneTka COIEPIKUT delicmeyloujee seujecmeo: HUMECYTHI — 100 mr.
Bcnomozamenvhvie  6ewjecmeq, HAluyue KOMOPbIX HAOO  y4umbleamb 6 cocmase
JleKapcmeeHH020 npenapama: JIaKTo3bl MOHOTUJIpaT.

[To/HBIHA CIIMCOK BCIIOMOTATENIBHbIX BEWIECTB CM. B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTkd OT CBETJIO-XKEJITOr0 0 JKEJITOro I[BETa, INIOCKOIUIUHIPHYCCKHUE, C (backont u
prcKoii* ¢ oHOM cTopoHbl. Ha moBepXHOCTH TabNETOK JOMYCKAIOTCS BKPAIICHHA.
* prCcKa He TIpeHa3HayeHa Ul pa3Je/IeH s TabIeTKH.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxa3zanus K NpHMEHEHHIO

JlexapcTBenHbli npenapaT HumecyGen mokasaH K NPUMEHEHUIO y B3POCIBIX 1 nereit ot 12
JIET JUTS JICYCHHUS:

e ocTpoit Gomu (cM. pazzen 4.2);

e  IEPBUYHOMN AUCMEHOPECH.

Humecy6en MoXeT Ha3HauaThCS JIMIUb B KadecTBE Ipernapara Tepanvu BTOPOH JIMHMH.
Pemenue o HasHauenur Humecy6ena J0KHO OBITH OCHOBAHO Ha OOIICH ONEHKE prCKa UL
Kaxioro nanuenTa (cm. pasnenst 4.3, 4.4).

4.2. Pesxum 103UpOBaHHS H CrI0c00 NMpUMeEHEHHs

Jlnst TOro, utoOBl CBECTH K MHHHMMYMY HEXXENATCNbHBIC PEaKIMH, CICAyeT NpUHAMATE
HauMeHbIHe dQGEKTUBHBIE JO3bI B TCUEHHE MUHUMAIBHOH MPOODKUTEIbHOCTH JICUCHHUS.
MakcHManbHas JIMTeTBHOCT Jledenns npernapatom HumecyGen coctapnser 15 nHeH.

PexxuM 103upoBaHUs

Bspocnvie nayuenmur: nio 1 tabnerke (100 mr HMMECYJII/IA) [Ba pa3a B CyTKHU MOCIE MpueMa

TTHILH.

Ocobvle epynnbl nayuenmos

Ilayuenmyr nodicuno2o 6o3pacma. TpPU JICYCHUH MOXHIBIX MAlHCHTOB HEOOXOUMOCTH B

CHWKEHHH CYTOYHOM 103bI HET (CM. paszen 5.2).

Jlemu u noopocmku.

—netu (10 12 neT): ISt JAHHOM KATEerOpHH MAlMeHTOB Ha3HAYCHNE HAMECYTHI-CONEPIKAIIHX
JIEKapCTBEHHBIX TIPENApATOB MPOTHBONOKA3aHO (CM. passien 4.3);

—nogpoctku (o1 12 10 18 ner): Ha ocHOBaHMH (HapMaKOKHHETHIECKOTO npouiIs y B3pOCIBIX
1 (hapMaKoIMHAMIYECKUX XapaKTEePUCTHK HUMECYIH/a HEOOXOJAMMOCTH B KOPPEKTHPOBKE
JI03BbI Y TIOIPOCTKOB HET.

Iayuenmot ¢ HapyuienHou GyHkyueu novex: Ha OCHOBAHHH (papMaKOKHHETHYECKUX JTaHHBIX

HEOOXOMMOCTH B KOPPEKTHPOBKE 03Bl y MAIlMEHTOB C JICTKOH H yMepeHHO# (opmamu
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OYedHOl HEeXOCTaTouHOCTH (KaupeHc kpearmHuHa 30-80- Mi/MuH) HeT, B TO Bpems KakK
MAIMEHTaM C TSKETOM IOYEYHOM HEI0CTaTOYHOCTHIO (KIMPEHC KpeaTWHHHA <30 mu/MuH)
HaszHayeHue npenapara Humecybesn mpoTHBONOKa3aHo.

Iayuenmu ¢ nevenounoii nedocmamoynocmpio: Humecyben NpoTHBOIIOKa3aH NallHeHTaM ¢
NEYECHOYHOU HEI0OCTaTOYHOCTEIO.

Cnocob npuMeHeHHs.
TabneTku clieyeT IPUHUMATh BHYTPb IOCTIE IIPUEMa MAIIH.

4.3. [IpoTuBONOKA3aAHHSA

e THNEpPUYBCTBHUTEIBLHOCTH K  JEHCTBYIOIIEMY  BEIIECTBY HWIH K mobomy U3
BCIIOMOTATEIbHBIX BEIIECTB, IEPEYHCIICHHBIX B pasjiene 6.1;

e TIenaToTOKCHYECKHE peaKklMy Ha HUMECYJIU/I B aHAMHE3E,

e  CONYTCTBYIOIMI IIPUEM APYTHX NPENApaToB ¢ NOTCHINATBHON TeNaTOTOKCHIHOCTDIO;

e HENEPEHOCHMOCTh ALETHJICAIMIMIOBOM KHCJIOTBI MM JPYTHX HIIBIT (nexapcTBEHHASA
GpOHXHMATBHAS ACTMa, KPAIMBHAIIA HIIH OCTPBIA PUHAT);

e  QJIKOTOJIM3M, HAPKO3aBUCHMOCTD;

e BO3HHUKABIIKE paHee KeTyJ0UYHO-KUIICYHbIE KPOBOTCUCHUS HIIH nepdopanus, CBI3aHHBIC
¢ npeamectyromei Tepanueit HIIBIT;

e s3Ba JKGNyAKA WM JBEHAAUATHIECPCTHOM KWIKA B (ase 000CTpeHHs, Halu4yue B
aHaMHe3€e A3Bbl, Iepopaliy WIH KPOBOTEUEHHS B XKEITyI09HO-KAIICIHOM TPAKTE,

e HauMuKe B aHAMHe3e I1epeOpOBACKYISIPHBIX KPOBOTEUEHHH MM JPYTHX KPOBOU3JIMSHHH,

a TaKke 3a00JIeBaHMi, COIPOBOXKAAIOIIUXCS KPOBOTOYHBOCTEIO;

TSDKEIIBIE HApyIIEHHsI CBEPTHIBAHMS KPOBH;

TSDKeNasl cepievHast WU oYeyHas HeJIoCTaTOYHOCTh;

[e4eHoYHas HeJIOCTaTOYHOCTh;

MAIMEHTHl ¢ CAMIITOMAMHU IIPOCTY/IbI HJIU TPUIIIA;

IIEPUO/T JIAKTALIUH;

GepeMeHHOCTH B cpoke 20 Hezens u boriee;

JIETCKHI Bo3pacT 10 12 JieT.

4.4. Ocobble yKa3aHHsS H MePbI NPEJ0CTOPO’KHOCTH NPH NMPHMEHCHHH

Bo Bpems nedenus mpenaparoM HumecyGen mauueHTy clielyeT BO3ACPKHUBATLCA OT IpHCMa
npyrux aHanbreTukon. Cienyer m3berars CONYTCTBYIOMIETO NMPHUMCHCHHS Humecybena u
npyrux HITBII, B TOM 4nClIe CENEKTHBHBIX HHTHOUTOPOB IIUKJIOOKCHT€HAa3bI-2.

Jins Toro, 4roObl CBECTH K MHHHMYMY HEXENATeIbHBIC PEAKIWH, CIeAyeT NPUHUMATH
HanMeHbInre 3((EKTUBHBIE 036! B TCUCHHE MUHUMAIBHOH IPOIODKUTEIBHOCTH JICICHHS,
He0OXO0IUMOI /Il KOHTPOJISI CUMIITOMOB 3a00JI€BaHHS.

IIpy OTCYTCTBHM YIIy4IICHHsS] CAMITOMATUKH TEPAITHIO IPENapaToM CIeAyeT OTMCHATD.

Hapywenus co cmoponbl ne4eHu:

Coo06manoch 0 PeIKUX CIIydasX CEephe3HBIX PEaKLHd CO CTOPOHBI MEYCHH, B TOM YHCIIC 06
OYEeHb PEJKHX CjlydasX JIETAIBHOTO HCXOJ@, CBS3aHHBIX C MPUMEHCHHCM HHMECYIHI-
CcoZlepIKAIIMX JIEKAPCTBEHHBIX Ipenaparos. [larueHTsl, OIIyIIAONUe CHMITOMEI, MOXOXHE
Ha CUMIITOMBI MIOPAXKEHHS NEUECHH (HApUMep, aHOPEKCHs, TOLIHOTA, pBOTA, 00JIb B XKHUBOTE,
yTOMJIIEMOCTh, TEMHBIH IIBET MOYM), BO BpEMs JICYCHHS NPCIApaToM HumecyOen, wimm
TALMEHTH], Y KOTOPBIX JaHHBIE JaOOpaTOPHBIX aHAIIM30B (yHKIMH MEYEHH OTKIIOHAIOTCSA OT
HOPMANBHBIX 3HAYEHHH, JIOJDKHBI [PEKPATHTh TPAMCHEHHE Mperapara. [ToBTOpHOE
Ha3HAYeHHE HUMECY/IH/a TaKUM MAlMeHTaM MPOTHBOIOKA3aHO. Coo001manocs 0 MOpaXKeHU!
fleyeHd, B OOJIBIIMHCTBE CIydaeB OOpaTUMOM, IOCJIE KPaTKOBPEMEHHOTO BO3JICHCTBHSA
npenapara.
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[lauMeHTH], TONyYaBIIMe HUMECYIHJ, H y KOTOPBIX Pa3BHIIMCh CHMIITOMBI, TOXOXHE Ha
TPHIIN WK IPOCTY/LY, JOJDKHBI IPEKPATHTh IPUMEHEHHE TIperapaTa.

Hapywenusi co cmoponbl Jceny004HO-KUUEYHO20 mpaKkma.

JKely10YHO-KHIIIEYHOE KPOBOTEUCHHE, A3Ba U NMPOOOACHHE S3BBI MOTYT YrpOKarh KU3HH
HalfeHTa, €cld B HMCTOpUH OOJE3HH HMMEIOTCS 3aliCh O BO3HHUKHOBCHHH 110J00HBIX
HeXeJIaTeIbHBIX peaknuil mpu npumenennr mooeix HIIBIT Bo Bpems jiedenus (HE3aBUCHMO
OT MPOIMIEIIIEr0 BpEMEHH ), IPU HAJTMYUM KM O€3 OIIaCHBIX CHMIITOMOB, 1100 MpH HAJIMYKHU B
aHaMHE3€ CEPhEe3HbIX HapyIIEHHH JKeITyI0YHO-KHIIIEYHOT0 TPaKTa.

PHCK BO3HUKHOBEHHS JKEIyIOYHO-KHMIIEYHOTO KPOBOTCUCHHS, S3Bbl WA IPOOOICHUS S3BBI
noBelmaercss ¢ yBenuuyenuem no3bl HIIBIIL, y manueHToB ¢ HAalIAYMEM s3BbI B aHAMHESC,
0COGEHHO OCJIONKHEHHOH KPOBOM3JIMSHMEM WIH IpobojaeHueM (CM. paszen 4.3), a TaKxe y
TOXKHMIIBIX TanMeHToB. JUIs TAKUX MAIMEHTOB JEYeHHe CIeAyeT HAuMHaTh C HAaHMEHBIICH
BO3MOXHOM 103bl. JIsl TakuX MAIMEHTOB, a TAKXXE IMAllMCHTOB, KOTOPHIC MPUHMUMAIOT
CONYTCTBYIOIIME HU3KHME 03Bl acIMpHHA WM JPYTUX NpPEenaparoB, YBEIHYHBAIOMHUX PUCK
BO3ZHUKHOBEHHS JKEJIyJ0YHO-KHIIIEYHOro 3a00JI€BaHus, CIEAyeT PacCMOTPETh BO3MOXHOCTE
NpUMEHEHUss KOMOWHMPOBAHHOM Tepanmud C [PUMEHEHMEM 3alUTHBIX IpPENapaTos
(HampHUMep, MU30TIPOCTONA MIIM HHIUOHTOPOB MPOTOHHOTO HAcoca) (CM. paszien 4.5).
TTalMENTHI C TOKCHYECKHM TTOPAXKEHHEM JKEJTyJ0YHO-KHIIIEIHOTO TPAKTa, 0COOCHHO MOKHUIIbIE
MAIMEHTHI, IOJDKHBI COOGIIATh O JOOBIX HEOOBIYHBIX CHMIITOMAX, BO3HUKAIOIMX B 0071aCTH
KEJTyJOYHO-KUIIIEYHOTO TpakTa (0COOEHHO O YKeyJ0YHO-KHIIECIHBIX KPOBOTEUECHHSAX). ITO
0COOEHHO BaXHO HA HAYAJIBHBIX CTAUAX JICUCHHUS.

B cilyyae BO3HHKHOBEHHS y NAIlMEHTOB, IOJyYarONIUX Ipenapar Humecy6en, >xerymo4Ho-
KHUIIEYHOTO KPOBOTEUCHHS MK A3BBI, JICYEHUE TIPETApaToM CICIYEeT OTMECHUTB.
JKenymouHo-KMIIIEYHOE KPOBOTEUECHHE, a TaKKe OOpa3oBaHHE S3B MM nepdopanuu
ormeuaroTes masi Bcex HIIBII Ha pasHBIX JTamax JIEYeHHS HE3aBHCHMO OT HaJIMYHA
CHMIITOMOB-IIPEIBECTHUKOB WJIM HAJM4Hs B aHaMHE3€ NAaTOJIOTUH CO CTOPOHEI XKKT. Ilpu
Pa3BHTHM JKEJyIOYHO-KHIIEYHOr0 KPOBOTEYCHHS MM M3BA3BJICHUS HUMECYIMJ CICIyeT
oTMeHHTb. HHMeCYITH I CleyeT ¢ OCTOPOXKHOCTBIO Ha3HAYaTh MALMEHTaM C 3a00/1CBaHMAMHU
KeJTyJOYHO-KUIIIEYHOTO TpaKTa, BKIIOYAs MENTHYECKYIO A3BY, KEIy/0YHO-KHIICIHOC
KPOBOTEUEHHE B aHAMHE3€, SI3BEHHBIN KOUT 1 60ne3ub KpoHa.

[TanueHTsl, TPUHUMAIOIINE COITyTCTBYIONIME IPENapaThl, KOTOPhIE MOTYT YBEIMYHTH PHUCK
BO3HUKHOBEHHUS $3Bbl MM KPOBOTEUEHHs, HAIpPUMED, MEPOpalIbHBIE KOPTHKOCTEPOHIEL,
AHTHKOATYJISHTHI, TAKUE Kak Bap(apyH, CeJeKTUBHbIE HHIHOUTOPBI HIOBTOPHOTO MOTTIOMCHH
CEPOTOHHHA, WM AHTHTPOMOOIMTApHBIE MpenapaThl, TAKME KaK ACHUPHH, JOJLKHEI OBITH
MH(GOPMHPOBAHBI O HEOOXOAMMOCTH COOJIONEHHUs OCTOPOXHOCTH TIpU NpHEME INperapara
(cM. paznen 4.5).

HIIBIT cnexyeT ¢ OCTOPOXKHOCTBIO Ha3HayaTh MMAlMEHTaM C KEJIyI0YHO-KHINCIHBIMH
3a60/IeBaHMAMH B aHamHe3se (HecmenuQuueckuil s3BeHHbIA Komut, OGonesup Kpona),
IIOCKOJIBKY BO3MOXHO 000CTpeHHe THX 3a0oseBanuii (cM. paszen 4.8).

Peakyuu co cmopotbl KOJUCHBIX NOKPOBOE:

Coobmanoch 06 OYeHb PEKHX CIydasX TSKeNbIX peakiyii co croponsl koxu Ha HIIBII, B
TOM 4Hcie 3KconuaTuBHOM aepmarute, cuuapoMe CruBeHca-/DKOHCOHA M TOKCHYECKOM
SMMIEPMATBHOM HEKPOJIU3€E, HEKOTOPBIE U3 KOTOPBIX MOTYT GBITh JIETAIbHBIME (CM. pasfen
4.8). Tlo Bceil BMAMMOCTH, HaMOONBIIEMY DPHMCKY Pa3sBUTHS PEaKIMi CO CTOPOHBI KOXH
NMAIMEHTH] TIO/IBEP)KEHBI B HA4YaJbHBIA mepuos Tepanuu. Crepyer NpeKpaTuTh NPUMCHCHHE
npenapara HumecyOen IpH IEpBBIX IIPU3HAKAX KOXHOM CBINH, TOPKCHUS CIM3UCTBIX
000JI04Y€eK U JIPYTUX MPH3HAKAX THIIEPYyBCTBUTEIIBHOCTH.

Coobmanoch 0 caydasx (uKCHpoBaHHOH jexapcTBeHHOH chmy (QJIC) npy NpUMCHCHHH
HuUMecyuaa. Humecynua He clielyeT MOBTOPHO Ha3HA4aTh MAalUCHTaM € ®JIC, cBsA3aHHOH C
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HEMECYJIHIOM B aHamHe3e (cM. paszien 4.8).

Hapywenus co cmoponsl NO4ex:

Heo6X0aMMO0 ¢ OCTOPOKHOCTBIO Ha3HAyaTh Iperapar ManueHTam ¢ HapyleHHEM GyHKIMH
[IOYeK MM CepAld, MOCKOIbKY NPUMEHEHHE HUMECYJIH/a MOXKET NPHBECTH K yXyILICHHIO
¢yuxuun noyek. B ciydae yxynmeHus JI€YCHAC He0OXO0IMMO TIpepBaTh (cM. pasaen 4.5).

Hapyuienus. co cmopoHbl cepoeyHO-CoCYOUCmot u yepeOpoBaACKYIAPHOU CUCHEM.:

[lanpeHTaM C apTepUabHOM THIEPTEH3UEH W/WIH c11a60ii/yMEPEHHOH OCTPOH CEpACIHOH
HEJIOCTATOYHOCTHIO B aHAMHE3€, a TAKKe IAlMeHTaM, Y KOTOPhIX OTMEYacTCs 3aJICpiKa
KHJIKOCTH B OpraHM3M€ H OTEKM KaK peaknus Ha TCparHio HIIBII, Tpebyercs
COOTBETCTBYIOIIHI KOHTPOJIb COCTOSIHUS U KOHCYJIbTAIMs Bpaa.

KIMHUYEeCKHE HMCCIIEMOBaHus M AIHIEMHOIOTHYECKUE JaHHbIEe TO3BOJIAIOT CICIaTh BBIBOX O
ToM, uto HekoTopsle HITBII, 0cOGEHHO B BBICOKMX 103aX M HPHU JUIMTEIPHOM IMPUMEHCHIH,
MOTYT TPHBECTH K  HE3HAYHMTENBHOMY  PHCKYy — BO3HMKHOBEHMs  apTEpHANLHBIX
TPOMOOTHYECKHX OCJIOKHEHHH (HAIpUMEp, uadapkTa MHOKapia WIM HHCYbTa). Jlns
MCKJIIOYEHHs] PUCKA BO3HUKHOBEHHS TaKMX OCJIOXXHCHHH IIpH NPUMEHCHHHM HUMECYIMNa
JTAHHBIX HEJOCTATOYHO.

[lanueHTaM ¢ HEKOHTPOJHPYEMOW apTepHalbHOM THIEPTCH3HEH, 3aCTOMHOM CepaeUHOM
HEJOCTATOYHOCTHIO, YCTAHOBJICHHOM WIIEMHYECKOH OOJE3HbIO CepaNa, 3a00JIeBaHUEM
nepuepUYECKUX apTepHil H/UimK 1epeOpOBacKyIIAPHBIM 3aboieBaHHEM, HUMECYJTH]T CIIeyET
Ha3Ha4aTh I0CJIe TIATENHHON OleHKH cocTostHuA. Takas jke TIaTeabHas OLUCHKA COCTOAHMA
JIOJDKHA OBITH BBIMOJIHEHA IE€pe/l HayajaoM JUIMTENIBHOrO JIEYEHUS MalMCHTOB C baxTopaMu
pHCKa pa3BUTUsS CEPAEYHO-COCYIUCTOr0 3a00JIeBaHMUs (HampuMmep, [pH AapTepHAIbHOK
TUTIEPTOHUM, TUIIEPIIMITAEMHH, CAXapHOM JHaleTe, IIpy KypEHHUH).

[TOCKOJIBKY HHMMECYIHJ MOXET BIHATH Ha (YHKIHMIO TPOMOOIIMTOB, €ro CIeayeT ¢
OCTOPOXKHOCTBIO Ha3HAYaTh MAlMEHTaM € IeMOPParkdeckuM IHaTe3oM (cm. paznen 4.3).
Onnako Humecyben He 3aMeHsSET alETHICAIUIMIOBYIO KHCIOTY IIpH npoduIaKTHKE
CEpIIeYHO-COCYIUCTBIX 3a00JICBAaHHH.

Iayuenmul nodicuno20 6o3pacma:

V IaIEEeHTOB MOKIIOro BO3PAacTa MOBHINIEHA YaCTOTa HEXeJaTeNbHbIX Peakiui Ha HIIBII,
0COBEHHO YACTOTAa JKEIyIOYHO-KHIIEYHBIX KPOBOTEUEHHH M IpPOOOJCHHS (B HEKOTODBIX
CIlydasx JaXe cO CMEPTENbHBIM MCXOJIOM), & TAKKe HapyIIeHHH GyHKIMH TOYEK, [IEYCHH H
cepana (cM. pasmen 4.2). ITosToMy PpEKOMEHIYETCS COOTBETCTBYIONICE KIMHUYCCKOC
HaOJIOICHHUE.

Brusinue na ¢hepmunornocmo:

[Ipumenenue npenapata HumecyGen MOXeT BIHATH Ha depTribHOCTD KEHIMH. [IpHem
npemnapara He PEKOMEHIOBAH JKCHIMHAM, IIAHUPYIOIHM OEPEMEHHOCTS. JIns SKeHIIMH,
KOTOpbIE HMEIOT IIPOGIIEMBI C 3a9aTHEM HITH POXOAST 00CIIE0BAHHE 110 IIOBOIY Gecrutous,
clIelyeT PacCMOTPETH 11e1ec000pa3sHOCTh OTMEHBI IIpenapara Humecy6en (cM. pasaen 4.6).

Bcnomozamenvhbvie gewjecmsa

[TanpeHTaM ¢ pEIKO BCTpedaromeiics HacleACTBCHHOH HENEPEHOCHMMOCTBIO TajlaKTO3BI,
feUUETOM JaKTas3hl JOMapeil MM TIOKO30-TalaKTO3HOH ManbabcopOrelt He Cclexyer
IPUHEMATh TOT IIPeIapat, MOCKOJIbKY OH COJCPKHUT JIAKTO3bI MOHOTHAPAT.

4.5. BiammopeiicTBue ¢ JAPYTMMH JIEKAPCTBEHHBLIMH IMpenaparaMu d Apyrue BHIbI
B3aUMO/JeHCTBUA

DapmakoOUHAMUYECKUE 83AUMO0CUCTBUAL

Jlpyeue HIIBII: COBMECTHOE IMPUMEHEHHE JICKApPCTBCHHBIX TpernapaTroB, COACPXKAIIUX
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HAMecyua (cM. paszen 4.4), u ApyruX HIIBII, BKIrOoYas aneTHJICAIMIUIOBYIO KUCIIOTY B
POTHBOBOCTIAMTEIBHBIX J103aX (=1 T' OJTHOKPATHO HIIH >3 1 B KauecTBe OOIIEl CyTOUHOH
JI03BI), HE PEKOMEHTyETCS.

Kopmukocmepouobl: TOBBINIAIOT PUCK BO3HMKHOBEHHSA YKeJTyIOYHO-KHIIEYHOH S3BBI M
KpoBoTeueHHs (cM. paszien 4.4).

Anmuxoazynaumer: HIIBIT MoryT ycHiIMBaTh MACHCTBHE AHTHKOAryJISHTOB, TaKHX KaK
Bapbapun (cM. pasfen 4.4) WM aneTHJICATANAIOBas KUCIOTA. M3-3a MOBBIMIEHHOTO PHCKA
KPOBOTEUEHUH, NPUMEHEHHE TAKUX KOMOMHAIMH HE PEKOMCHIYeTCA (cM. pasmen 4.4) u
IPOTHBONOKA3aHO MAIMEHTaM C TSDKEIBIMH HapYIICHHSIMH KOAry Il (cM. paspmen 4.3).
Ec/iu KOMOMHUPOBAHHOM Tepamuu Helb3s U30exaTh, HEOOXOMMMO MPOBOIUTE TIATEJIbHBIA
KOHTpOJIb TOKa3aTeseil CBEPTHIBAEMOCTH KPOBH.

Anmumpomboyumapneie npenapamel U CeleKMueHvle uneubumopvl. 06pamno20 3axeama
cepomonuna  (SSRIs): yBenu4uBalOT PHUCK  BOSHHKHOBECHHUA eIy JOYHO-KHIIEYHOTO
KpoBoTeueHus (cM. pazzien 4.4).

Jluypemuku, uH2ubUMOpbl aH2UOMEH3UH-Npespawaouyeco pepmenma (unzubumopuvt AIID),
AHMAZOHUCTbL aH2UOMeEN3UH0BbIX peyenmopos 2 muna (AIIA): HIIBII moryT cHuWXaTh
> (eKTUBHOCT JUYPETHKOB M JPYrHX THIOTEH3WBHBIX MpPCHapaTos. VYV HEKOTOpPBIX
TAIUEHTOB C HapylIeHueM (yHKIHHU MOoYeK (HapuMep, y MAlUeHTOB ¢ 00€3B0XKMBAHUEM HITH
y TAlMEHTOB MOXHJIOr0 BO3pacTa) COBMECTHOE HA3HAYCHHE uHruouTopo AII® wmu
AHTATOHHCTOB aHrMoTeH3WHa I, a TaKKe MpenaparoB, IOJABIAIOMUX — CHCTEMY
IMKIOOKCHTEHA3bl, MOXKET BBI3BATh JalbHEHINee CHIKEHHE (YHKIMH MOYCK BIUIOTH [0
OCTpOM TOYEYHOH HETOCTATOYHOCTH, KOTOPOE HOCHT, Kak IpaBHIIO, oOpaTUMBbI XapakTep.
JlaHHOE B3aMMOJEHCTBHE CIIENYeT NPHMHAMATh BO BHAMAHHC y MAllMCHTOB, MPUHAMAOIIHUX
Humecy6en coBmecTHO ¢ uHrubuTopamu AIID nmm AlIA. TTosToMy NpH Ha3HAUECHHH JaHHOH
KOMOWMHAIIMM TIPENaparoB CleayeT CoOMofaTh OCTOPOKHOCTE, 0COOEHHO Y MOXHIIBIX
narpenToB. [1alMeHTsl JOJDKHBI MOJNy4aTh JOCTATOYHOE KOJNMYECTBO JKHIKOCTH, TaioKe
clIeqyeT paccMOTpeTh HEOOXOIMMOCTh MOHHUTOPHHIA modeyHoi (YHKIMH IIOCNe Hadaia
KOMOWHHPOBAHHOM TepaIUH ¥ NEPUOJMICCKH B TEUCHHUE TCpaAllHH.

Ddapmakokunemuyeckue _e3aumooeiicmeus (6nusnue HUMecyIuoa _Ha __(apmMaKoOKuHemuxy
Opy2ux 1eKapcmeeHHblX Npenapamos).

®ypocemud: 'y 3I0POBBIX JOOPOBOJBLEB HUMECYTHA BPEMCHHO  CHIDKA] JIeiicTBHE
dypoceMua Ha BbIBEJCHHE HATPHs, B MCHBIICH CTENICHHM Ha BRIBCICHHUC KalHi, U CHMKAI
JMYyPETHYECKUNA OTBET.

CoBMeCTHBI mpHeM HuMecyntuaa u  Qypocemupa HPUBOIAT K YMCHBIICHHIO
(mpubnusutensHo Ha 20%) miomaaM IOA KPUBOW «KOHLEHTpAIMs — BPEM) (AUC) u
CHIDKEHHMIO KYMYJIATHBHOH SKCKpeuuu (ypocemuja 0e3 M3MEHEHHs NOYCHHOTo KIMpEHCa
bypocemua.

COBMeCTHOE HasHaueHHe (QypoceMua U JIEKApCTBEHHBIX IPEMNApaToB, COACPKAIIHX
HEMecCyNHjl, TpeOyeT OCTOPOXKHOCTH Y IMAlHEHTOB C HAPYIICHHAMH (GyHKIMM MOYEK WK
cepaua (cM. pazaen 4.4).

JTumuii: uMeroTes aannsie o ToM, yto HIIBIT yMeHbIIAOT KIMPEHC JIUTHA, YTO NPUBOIHT K
TOBBIIICHAIO YPOBHS JIUTHS B IIa3Me U TOKCHYECKOMY ACHCTBHIO JIATHS. [Tpy Ha3HAYEHHH
HumecyGena mamueHTaM, IIOJyYalOmMM — TEPAlMIO  NpenaparaMd  JIMTHA,  CICAYCT
OCYIECTBJIATH YACThIA KOHTPOJIb YPOBHS JIMTHS B ILIA3ME.

BeUIM  TPOBENEHBI ~ WCCIIEIOBAaHHA in  Vivo C  UEIbIO  BbIABJICHHA BO3MOJKHBIX
(hapMaKOKMHETHIECKIX B3aMMOJICHCTBHUH C 21UbeHKIAMUOOM, MEOQUINUHOM, 6APPHAPUHOM,
OUOKCUHOM, YUMEMUOUHOM W AHMAYUOHLIMU npenapamamu (manpumep, KOMOMHAIHSA
QTIOMMHMS ¥ MarHus ruapokcuna). KimHHYeckd 3HAYUMBIX B3aUMOJICHCTBUN HE
HaOTIOIAIOCh.

HuMecy/u/l TIOJABIISET aKTHBHOCTh (epMeHTa CYP2C9. Ilpx ofHOBPEMEHHOM NpHEME C
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Humecy6enoM TpenaparoB, SBJSIOMEXCS CyOCTpaTaMu 3TOTO ¢depmeHTa, KOHIEHTpALH
JIaHHBIX MTPETApaToB B IJIa3M€ MOXKET MOBBIIIATHCS.

[Ipy Ha3HAYECHHH HAMECYIIH/A MEHEE UM 3a 24 yaca 10 WX MeHee 4eM depe3 24 vaca mocine
npuema memompexcama TpeGyeTcs coOIofaTh OCTOPOXKHOCTD, Tak KaK B TaKUX CIIyJasx
YpOBEHh METOTpEeKCaTa B IUIa3ME M, COOTBETCTBCHHO, TOKCHHECKOE JIEWCTBHE ITaHHOIO
npenapara MOTYT ITOBBIIIATHCH.

B cBE3M C JCHCTBHEM HAa IOYEUHBIE NPOCTArNAHIWHBL, HMHTHOMTOPBI ~CHHTETA3
IPOCTArJIAHIMHOB, K KOTOPHIM OTHOCHTCS HUMECYIIAJ, MOTYT MOBBIIATE He(POTOKCHYHOCTD
YUKIIOCNOPUHOB.

DapmaxoKkuHemudeckue g3aumooencmeus (sruanue opyaux npenapamos Ha
BDapMaAKOKUHEMUKY HUMeCYIU0a).

WcciieioBauusl in vitro I1OKa3ajid, 4TO HUMECYJH BBITCCHACTCA H3 CalTOB CBSI3bIBAHHUS
monbymamuoom, canuyunosol KUCIOMOTI W 6A/IbNPOEBOU KUCIOMOU. HecmoTps Ha TO, YTO
JCCIIeIOBAHME JAHHBIX B3aHMOICHCTBHIT IIPOBOIMIIOCE B IJIA3ME KPOBH, yKa3aHHBIC s dexTs
He HabTIOATNCEH B ITPOIEcce KIMHUYECKOTO IPUMEHEHH S TIperiapara.

4.6. ®epTHILHOCTD, 0€PEMEHHOCTH H JIAKTAIMS

bepemennocmo

He cnenyer npumensts HIIBIT >kenmunam ¢ 20 Henmenu OEpEMEHHOCTH B CBA3H C
BO3MOXHBIM PHCKOM Pa3BUTHs HapyIIeHHH (YHKIMM MOYEK Y IO/, UTO MOMKET TIPUBECTH K
Pa3BUTHIO MaJIOBOAMS (CM. pasfen 4.3).

Kax u B ciydae ¢ apyramu HIIBII, npuMenenne npenapata Humecy0en He pEKOMEHTYEeTCs
JKCHIIMHAM, TbITAIONMMCS 3a0epeMeHeTh (CM.  pasien 4.4). TlonaBneHue CHHTE3A
IPOCTArJIAHIMHOB MOXKET ~OTPULATENBHO MOBIMATE HA  TCUCHHC OepeMEeHHOCTH U
BHYTpHYTpOOHOEe pasBuTHE IUofa. JlaHHbIE — SUHACMHONOTHICCKHX MCCIIe/I0BaHU M
CBUJIETENECTBYIOT O INOBBIIIEHHOM PHCKE BBIKHIIBIIIA W/WIM Pa3BUTHs IOPOKOB cepaua H
racTPOIIN3MCA T0CTEe NPUMEHEHHS HHIHOMTOPOB CHHTE3a MPOCTATTaHIMHOB Ha paHHHX
cpokax GepeMeHHOCTH. AGCOMOTHBIH PHCK CEPAETHO-COCYIUCTBIX MOPOKOB OBLT yBEIHYEH C
Mmenee ueM 1% 10 1,5%.

CunTaeTcs, 9To PUCK YBETHUIMBAETCS C YBETHYEHHEM 03Bl M MPOIODKHTEIBHOCTH JICHCHHIA.
BBUIO OKA3aHO, YTO Y JKHBOTHBIX BBEICHME WHTUOMTOPOB CHHTE32 MPOCTArTIAHIAMHOB
NPUBOJUT K YBEJIMYEHHIO Ipe- H [OCTHMIUIAHTALMOHHONW TOTEPH M  JIETAIBLHOCTH
smOpuona/mwiona. Kpome Toro, y JKMBOTHBIX, IOJyHdaBIIMX UHTHOMTOpPHl  CHHTE3a
IPOCTArIAHMHOB B [IEPHOJ OpraHoreHesa, ObUIa 3apErMCTPUPOBAHA TOBBIICHHAM 4acToTa
pa3JIMYHBIX TIOPOKOB Pa3BUTHSL, B TOM YHCJIE CO CTOPOHEI CEPIIEYHO-COCYIUCTON CHCTEMBL.
WccrenoBanysi Ha KPOJMKAaX MOKA3ald ATUIHMYHYIO PENpOMYKTHBHYIO TOKCHYHOCTH (em.
paznen 5.3). [Ipumenenue npenapara Humecy6en y 6epeMeHHBIX JKCHIIUH HE H3y1alloCh.

B nepuon Mexty 20-oit u 30-0i HeensIMH O€pPEMEHHOCTH HIIBII cnexyeTt Ha3Ha4aTh TOJIBKO
TIpH HAIUYAU 00OCHOBAHHON HEOOXOMMMOCTH, NP ITOM IPHEM HEOOXOIMMO OTPaHUYIHUTH
MUHAMATEHOM ) ()EKTHBHON 1030# B TEUCHAE KPATHAHIIETO NIEPHO/a BPEMEHH.

CrnemyeT paccMOTPETb BO3MOXHOCTH — IPOBEJIEHHSA  yJIBTPa3BYKOBOTO HCCIIeI0BaHUsA
OKOJIOTIOHBIX Boj py npumenenuu HITBIT Gosee 48 qacos.

[Ipy npUMeHeHHH WHTHOMTOPOB CHHTE3a MPOCTArlaHIMHOB B  TPETHCM TPUMECTPE
OepeMEHHOCTH Yy I1JI0/1a BO3MOXKHEL:

- DpeXIEBPEMEHHOE 3aKPBITHE apTePHAbHOTO MPOTOKA 1 JIETOUHAN THIIEPTEH3NUS,

- moueuyHas JAUC(YHKUIHUS, IPH MPOrpeCCHPOBAHUU KOTOPOM pa3BHBAETCs IOYCUHAS
HEI0CTATOYHOCTH C OJIMTOrMIPAMHHOHOM.

VY MaTepd W Y TLIONA/HOBOPOXKIEHHOrO BO3MOXHO YUIMHCHHE BPEMCHH KPOBOTEUECHHUS;
AHTHArPETalMOHHBIH 3GPEKT MOXKET BOSHMKHYTh J@XKe TOC/IE MpUeMa OYEeHb HH3KHMX 03
npenapara Humecyben. Ilpx mnpueme rpenapara Humecy6en B KoHIE OepeMEHHOCTH
BO3MOYHO pa3BUTHE cabOCTH POJIOBOM ACATENBHOCTH U yBCIMICHHC IPOIODKUTETHHOCTH
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POJIOB.

Kopmnenue 2pyovio
HewnsBecTHO, BBIIENAETCS JIM HUMECYJIHI C IPYAHBIM MOJIOKOM. [IpumMeHeHHe Impemnapara
Humecy6en B EpHOJL JIAKTALUK IPOTHBOIIOKA3AHO (CM. pa3fie 4.3.15.3).

4.7. BausiaMe HA CNOCOGHOCTH YNPABIATH TPAHCIOPTHBHIMH CPEICTBAMH H padoTath ¢
MeXaHH3MaMH

HccneqoBanuii 110 BIMSHMIO HHMMECYJIHJa Ha BO3MOXHOCTH YIPaBJIATbH TPAHCIOPTHHIM
CPEICTBOM HE TPOBOJMJIOCH, OJHAKO MAIMEHTHI, KOTOPBIE OTMEYAIOT IOJIOBOKPYKCHUC MM
COHJIMBOCTH IIOCJIE ITPUMEHEHHMs HHUMECYIHa, JOJDKHBI BO3JIEPKATBCSA OT YIPABICHHS
aBTOMOOMJIEM M MTOTEHIMAIBHO ONACHBIMH MEXaHU3MaMHU.

4.8. HexxkesaTeJbHbIE PEAKIHH

CornacHo pe3yibTaTaM KIMHAYECKHX MCCIIEJ0BAaHHH M OIHIEMUOJIOTHYCCKUM  JaHHBIM,
npumenenue Hekotopbix HIIBII, 0co6eHHO B BBICOKMX /032X M B TECHCHHE JUIATCIILHOTO
BpPEMEHH, MOXKET COIPOBOXKIATHCA HEKOTOPHIM YBEIMYCHHEM DHCKA PasBUTHA IATONOTHH,
BBI3BAHHON TpoM6030M aprepuii (Hampumep, HHpapkTa MHOKapha HIHA HHCYJIbTa)
(cMm. paznen 4.4).

Ha ¢one neuenns HIIBII coobmanock Takke 00 OTEKaX, MOBBILIEHAN apTCPHATLHOTO
JIABJIEHUS ¥ CEPJICYHOMN HEJOCTATOYHOCTH.

ITpu npumenennn HIIBIT coobmanoch 06 04eHb PeKUX CITydasx OyJUTIe3HBIX pPeaKldid, B TOM
gpcine cuaapome CtuBerca-J[DKOHCOHA M TOKCHYECKOM SMHIEPMATIbHOM HEKPOJH3C.

[Tpu nevennu HITBIT maunbosee dacTbIMU HEXEIATCNbHBIMH PEAKIHMAMH OBLIH peaKkiuy COo
CTOPOHBI JKEJY/IOYHO-KHINEYHOTO Tpakra. Bo3MOXHO pa3sBUTHE IENTUYECKON  S3BBI,
nephOpaIyy WK XKelyA04HO-KHIIEYHOTO KPOBOTEYSHHUS, HHOT/Ia CO CMEPTEIbHBIM HCXO/IOM,
0COGEHHO y TIALMEHTOB MOXMIOIO BO3pacTa (CM. pasjien 4.4). Coobmanoch 0O MOSBICHUH
TOIIHOTHI, PBOTBHI, [HAped, METeOpu3Ma, 3amopa, IHUCIEICHH, Ooneit B IKHMBOTE,
JerTe06pasHoOro CTya, PBOTHI C KPOBBIO, S3BEHHOrO CTOMATHTA, 000CTpEHUH KOJHUTa H
6onesnn KpoHa mocne npuema nperapara (cM. paszen 4.4). Pexe HabJIr01asICsl racTPUT.

Huwke MpeACTaBIeHB HeXXeNaTelbHbIE PEaKluH, HAOIIOIABIIMECS B KOHTPOIMPYEMBIX
KTHHAYECKUX MccenoBanmsx* (mpubmmsutensHo 7800 MalmueHToB) W MOCTMAPKETHHIOBBIX
HccnenoBanusx. HexenarenbHble Peakiiy CrpyNIMPOBAaHbI B COOTBETCTBHH C CHCTEMHO-
opranHoi knaccudpuxamueir MedDRA 1 4acToTOH BCTPEUAEMOCTH. YacToTy HEXeJlaTelbHbIX
peakiuii Kiaccu(UIMPOBAIHA CIETYIOMHUM 00pa3oM: 0YeHb JacTo (>1/10); gacro (>1/100, mo
<1/10); mewacro (>1/1000, mo <1/100); pemxo (=1/10 000, mo <1/1 000); ouyeHb pEIKO
(<1/10 000); wacTora HeW3BecTHa (Ha OCHOBaHMM MMEIOMMXCSH JIAHHBIX  {acTOTy
BO3HUKHOBEHUS OIPEIETUTH HEBO3MOXKHO).

Hapywenus co cmopoHel Kpoéu U Penxo Anemus*
qumMpamuyeckou cucmembl Do3uHOG M *
OdeHb peKo TpombouuTONEHHUS
[TaHuMTONEHUS
Iypmypa
Hapywienuss co  CMOpOHbL ~ UMMYHHOU Penxo I'MIepuyBCTBUTENBHOCTE*
cucmembl O4eHb peaKo Anadnakcus
Hapywenus memabonusma u numanus Penko ['unepkanuemMus ™
Icuxuyeckue napyuieHus Penxo YyBCcTBO cTpaxa™
HepBo3HOCTB*
Housnsle kolMapHbIe
cHOBHJICHUS*
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Hapywenuss ~co ~ CMOPOHbL ~ HEpBHOU Heuacto TonoBokpyxeHue*

cucmembl OueHb peaKo [onoBHas 60716
COHIIMBOCTB
DuuedanonaTus

(cunapom Peiie)

Hapywenus co cmopoHbl 0p2aHa 3peHus.

Penxo

Heuyetkoe 3penue*

OdeHb peaKo

Hapyuienue 3peHus

Hapywenusi co cmoponsl op2ana cnyxa u
nabupunma

OueHb peaxo

Bepturo

Hapywenusi co cmopoHbl cepoya

Penxo

Taxukapaus™

Hapywenus co cmopoHbt cocy008

Heuacto

ApTtepHanbHas
rUnepTeHsus™

Penxo

I'emopparus*
JIaGuIBLHOCTH
apTepUAILHOTO
naBJeHus
« [ TpustBBI»*

Hapywienusi co cmopoHbl OblXameibHou

HeuacTo

Opprmxa*

cucmembl, 0p2aHo8 2pyOHOU KIemKU U
cpedocmeHus

O4eHb peaKo

ActMa
bponxocnasm

JKenyoouno-kuwieyrole Hapyuwenus

YacTto

Juapest*
TommnoTra*
PBota*

Heuyacto

3anop*
Merteopu3m*
XKeny104HO-KHIIEYHOES
KpPOBOTEYEHHE
SI3Ba 1 nepdopanys
JIBEHA/ATUTIEPCTHON
KUIIKH
SI3Ba xemyaKa u €€
nephopanus

OueHb peaKo

[actput*
Bosb B ®UBOTE
Jucnencus
CroMatur
JlerteoOpa3HBIi CTYJI

Hapywenuss co cmoponbl neveHu U

2ICeNYe6bI600AUUX Nymel

Yacto

[ToBEIIIEHHBIN YPOBEHb
(epMeHTOB IIEYCHH

OueHb peaKo

['enatut
MoOJTHHEHOCHBIH
(pyeMUHAHTHBIN)
renaTuT (BKJIroYas
NeTaabHbIE CITydan)
XKenryxa
Xonecras

Hapywenuss co  CMOpOHbL  KOJCU U

NOOKOICHBIX MKAHel

HeuacTo

3yn*
Crpimp*
IToBelIeHHAS
MOTIUBOCTH™*
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Penxo Dpurema*
Jlepmatut*
OdeHb peKo KpanusHuna
AHTHOHEBPOTHYECKHH
OTeK
Ortex nuna
Dpurema noaudopMHast
Cunppom CtuseHca-
JI>xoHCOHA
ToxcuuecKui
SMHUIEPMAIIbHBIA
HEKpOJIU3
YacToTa HEU3BECTHA dukcupoBaHHas
JIeKapCTBEHHAs ChIb

Hapywenus co cmopoHel ho4exk U Penxo Juzypus™
MOYeBbI800AUUX nymell [ematypust™
OdeHb peaKo 3anepxkka Moun*
[Toueunas
HEJIOCTaTOYHOCTh
Ounurypus
WHTEepCTUIMAIBHBIH
HedpHT
Obwue HapyweHus u peakyuu 6 mecme Hewacto Orex*
66e0enus Penxo Henomoranue*
Acrenus*

OueHb pelIKo ['unoTepMus
¥ 4acTOTa OCHOBBIBACTCS HA Pe3yJIbTaTaX KIMHHYECKMX HCIIBITAHUH

CoofOmeHue 0 M003peBaeMbIX HeKeIaTeIbHbIX PeaKIUAX

BakHo COOOIIATh O MOXO3PEBAEMBIX HEKETATENbHBIX PEAKIHMAX MOCIe PErHCTpaLii
JIEKapCTBEHHOTO ~ Mpemapara ¢ UeNbi0  00ECNEeueHus —HENpephIBHOIO MOHHUTOPHHTA
COOTHOIICHHS «IIOJb3a — PHCK» JIEKApCTBEHHOro Ipenapara. MenuiuHCKIM paboTHHKaM
peKkOMeHIyeTcs coobuiarh O JOOBIX  [O03PEBAEMBIX  HEKEIATC/IBHBIX peaKIHIx
JNIEKapCTBEHHOTO IIpenapara 4epe3 HallMOHAIBbHYIO CHCTEMY COOOIIEHHS O HEXENAaTeTbHBIX
peaKuusx.

Pecmy6nuka benapych

Anpec: 220037, r.Musck, nep. ToBapuiieckui, 2a

VII «I{eHTp 5KCIEepPTH3 ¥ HCTIBITAHUHA B 3[PABOOXPAHCHUI

Tenedon: +375 (17) 242-00-29

daxc: +375 (17) 242-00-29

DnekTponHas noura: repl@rceth.by

Caitt: https//www.rceth.by

4.9. Ilepeno3upoBKa

Cumnmomsi octpoit nepeno3upoku HITBIT 00bIMHO OTpaHUIMBAIOTCA CIIE/YFOIIHM: ararus,
COHJIMBOCTB, TOIIHOTA, PBOTA M 6OJb B SIHUIaCTPaIbHOH 00JIACTH. [Ipu moAIepKUBAKOIICH
TEpali| 3TH CHMITOMBI OOBIMHO OOPATHMBI. B0O3MOXXHO BO3HMKHOBEHHE JKEIyJ0YHO-
KHIIEYHOro KPOBOTEYEHHs. B pelkux ciaydasX BO3MOXHO MOBBIICHAC apTepUaATbHOrO
J@BIIEHHs, OCTPasi OYedHAas HEOCTATOYHOCTh, YTHETEHHUE JIBIXaHUs 1 KOMA. Coobmranoch 0
BO3HMKHOBEHNH aHADMIAKTOMIHBIX PEaKIHi IIPH MPUMCHCHUH tepanepTryeckux 103 HIIBII

¥ TIPH TI€pEI03UPOBKE TAKUX MPEIapaToB.
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B ciayuae mnepenosupoBku HIIBII zevenue CUMIITOMATHYECKOE M IIOJUIEPXKHBAIOIICE.
Cremmbuueckoro axtuaoTa HeT. OTCYTCTBYIOT —JaHHBIC OTHOCHUTEJBHO BBIBEJICHUSA
HUMECYNMJa ITyTeM TIeMOJMaNu3a, OJHAKO C y4eTOM BBICOKOIO YPOBHSI CBSA3BIBaHHS C
Genkamu oIasMbl (10 97,5%) MOXHO clieaTh BBIBOJ O TOM, {TO JHAIH3 MmanodddexTuBeH
IpH TIepeNo3upoBKe mpenapara. lIpn Hamuuuu CHMITOMOB TIepeI03UPOBKA WA TI0CIIE
nprema OOJIBINOH 1031 Ipernapara, B TEUCHUS 4 4acoB TOCIIE TIPHEMA MTALMEHTaM MOTYT OBITh
Ha3HAUEHBI: BHI3BIBAHME PBOTHI H/HIM TPUEM aKTHBHPOBAHHOIO YIJIA (60-100 r mns
B3pPOCJIBIX) H/HIM IIPHEM OCMOTHYECKOrO CITaOUTENBHOr0 Tpenapara. [IpHHYIUTeTbHBIH
JMype3, OlIENa4yMBaHHE MOYH, TEMOAMAIM3 MM remoriepdy3uss MOTyT  OBITh
Heo()(GEKTUBHBIME BCIIEACTBHE BBICOKOTO YPOBHS CBSA3BIBAHHS Npelapara ¢ OenKaMu KpOBH.
CrnesyeT KOHTPOIUPOBATh GyHKIMHU MOYEK U MEUCHH.

5. PAPMAKOJIOT MYECKUE CBOMCTBA

5.1. ®apmakogMHAMHYECKHE CBOCTBA

dapmakoTepanesTudeckas rpynma:  Hecreponnubie IPOTHBOBOCHAIMTENBHBIE U
IPOTUBOPEBMATHIECKUE TIPEIapaThl.

ATX: MO1AX17.

HuMmecyu SBJSETCS HECTEPOMIHBIM NPOTHBOBOCHATUTEILHBIM IIPENIapaToM (HIIBII) ¢
QHAIBIE3UPYIOMME M JKAPOTIOHMIKAIOIMMA ~ CBOMCTBAMH, KOTOpPBI JIEHCTBYET Kak
MHrUOUTOP (epPMEHTA IMKIOOKCHIEHA3BI, OTBEYAIONIEr0 3a CHHTE3 IPOCTArJIaHAMHOB. B
ormume oT HecemekTuBHbIX HIIBII, HUMeCYIHa TIJIaBHBIM —00pa3’om HHTHOUpYET
nukinookcurenasy-2 (I{OI-2), TOPMO3MT CHHTE3 IPOCTariaHIMHOB B 04arc BOCIIQJICHU,
0Ka3bIBaeT MEHee BHIPAKEHHOE HHTHOUpyIoliee AeHCTBHE HA mmknookcurenasy-1 (IIOI'-1).

5.2. ®apMaKOKHHETHYECKHE CBOHCTBA

Abcopbyus

Humecynu/ XOpOIIO BCACBIBAETCS IPH MEPOPATBHOM IMPHEME. [locne mpuema OJHOKPATHOH
703B1, cocTaBisommel 100 MI HEMeCYJIHa, Y B3pOCIIBIX MAKCUMaTIbHAs KOHICHTpalii (Conax)
B IUIA3Me JOCTHMraeTcs depe3 2-3 dWaca W cocTaBiser 3-4 mr/n. Ilnomans TOA KpUBOH
«Konnentpanus — Bpemsi» (AUC) cocraBiseT 20-35 mrxu/n. Ilpu npuemMe HUMECYIHIa B
103¢ 100 Mr O/(MH WM JIBA pa3a B CYTKH Ha NPOTSHKCHAN 7 JNHEH HE OBLIO OTMEYEHO HUKAKUX
pasnuumii papMaKOKHHETHIECKUX CBOHCTB.

Pacnpeoenenue
ITo 97,5% HuMeCyIU/a CBSI3BIBACTCS ¢ OeIKaMH IIIa3MbL.

Buompancgopmayus

HuMmecynu aKkTHBHO MeTaGONM3MpPYETCS B IEUCHH PAsIUYHBIMH IYTAMH C y4acTHEM
usodepmenta mutoxpoma P450 (CYP) 2C9. [loatomy, B CiIyHasx COBMECTHOIO IPUMEHEHHUS
HUMECY/IHJa C TpenapaTaMd, KOTOpble METabOIM3MPYIOTCS MpH  yHacTHH JTAHHOTO
u30(epMeHTa, CJeyeT yYATHBATh BO3MOXKHBIC B3aMMOJEHCTBHS C JICKApCTBCHHBIMH
npenapatamu (cM. pasznen 4.5). OCHOBHBIM MeTaboUTOM SIBISETCS (HapMaKOJIOTHYECKH
AKTHBHOE MapardupOKCH-IPOM3BOJHOE HUMECYIHIA — TIUIPOKCHHUMECYIIAL. Bpemst 10
o6Hapy)XeHHs JAHHOTO METabOoIHTa B UPKYJTHpYIOIIER KpOBH HEOOIBIIOE (OKOJIO 0,8 gaca),
HO BeJIMYMHA ero 06pa3oBaHMs HEBEIMKA U 3HAYMTEIFHO MEHBIIC, YeM BEININHA abcopbrmu
HUMECYJIH/Ia. U IpOKCHHUMECY AT SBJISIETCS €/IMHCTBEHHBIM MeTa00IUTOM,
0OHapyXUBaeMbIM B Ti1azme. J[aHHBIH MeTabOUT MPUCYTCTBYET B OCHOBHOM B CBSI3aHHOM
BHJIE.

Dnumunayus
ITepuo/1 OTYBBIBEICHHSL COCTABIIACT OT 3,2 1o 6 9acoB.
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HuMecymu/| BHIBOJUTCS U3 OPTaHH3MA TJIABHBIM 00pa3oM ¢ mouoii (0kosio 50% OT MpUHSTON
n03s1). Tonbko 1-3% BBIBOAUTCS B HEU3MEHEHHOM BHIC. [ MIPOKCHHUMECYITH]] — OCHOBHOH
MeTaboNuT, 06HAPYKUBAECTCS UCKIIOYUTEIHHO B BUJIE ITIIOKYpOHATA. [Tpu6nusutensro 29%
OT NPUHSATOMN 035! BBIAEIACTCS B METAOO0IM3HPOBAHHOM BUJIE C KaJIOM.

IIpumenenue y nayuenmos NONHCUN020 603pacma
dapMaKOKMHETHYECKHH TPOQHIH HUMECYIHA Y JIMIl MOXHJIOTO BO3pacTa HE H3MEHACTCA
TP OPUMEHEHUH OJJHOKPATHBIX ¥ MHOTOKPATHBIX/IIOBTOPHEIX J103.

IIpumenenue y nayuenmog ¢ 3aboneeanuem noiex

B KpaTKOBPEMEHHOM OJKCIICPHMEHTAIBHOM WCCIICJIOBAHUH Yy TIAIMCHTOB C JIETKOH W
yMepeHHO# (opMamMu MOYEHHOM HETOCTATOYHOCTH (KJIMPEHC KpeaTHMHHHA 30-80 mur/MuUH) H
37I0pOBBIX J06POBONBIEB, Cpax HHUMECYIHIA M €0 OCHOBHOT'O MeTabomuTa B IJIa3Me
[AIHEHTOB 6bUIa He 6OJIbIIe, YeM KOHIEHTpAIHs y 310poBbIX 1o6poBonbues. AUC u nepuon
nosyBbIBeneHus (ty, beta) y MalMeHToB ¢ MOYeYHOH HEeJOCTaTOUHOCTHIO osuti Ha 50% BbILIE,
OIHAKO BCErJa HAXOMWIMCH B  JHanasoHe  (HapMaKOKMHETHYECKUX  3HAYCHHH,
HAGJIONABIINXCS Y 3/I0POBBIX JOOPOBOJIBLEB, MPHHAMABIIMX HuAMeCY M. IIpu MOBTOPHOM
NpYMEHEHHH aKKyMYJISIIUH HE HaOII0a0Ch.

Ipumenenue y nayuenmog ¢ ne4eHoYHot HeOOCMAmO4HOCMbIO
Humecymup  NPOTHBOIOKA3aH  NAlMeHTaM  C  [EYCHOYHOH  HEN0CTAaTOYHOCTHIO
(cM. pasznen 4.3).

5.3. JlanHble JOKJIHHHYECKOH 0€301aCHOCTH

JIOK/MHUYECKHE JaHHBIE, TOTY4eHHbIE B CTAHNAPTHBIX HCCIIENOBAHUSAX (HapMaKOIOrHIeCKOH
6e30macHOCTH, TOKCHMYHOCTH TPA MHOTOKpaTHOM BBCJICHHM, TI€HOTOKCHYHOCTH H
KaHIIEPOTEHHOr0 MOTEHIHANa, YKa3bIBAIOT HA OTCYTCTBHE CEPHE3HBIX PUCKOB JUI UCJIOBEKA.
B HcclemoBaHUSX TOKCHMYHOCTH IIPA MHOTOKPAaTHOM BBEICHUHM HHUMECYIHI IOKasall
TOKCHYHOCTH CO CTOPOHBI JKENyJOYHO-KMIIEYHOTO TpaKTa, TOYeK ¢ MedeHH. B
HCCIIeIOBAHUSX PENPOAYKTHBHOM TOKCHYHOCTH IPM BBEJICHHH IIpErnapara caMkaM B J103aX,
He OKA3BIBAIOMIMX TOKCHYECKOTO JEHCTBHS, SIMOPHOTOKCHYECKOE M TEPATOTEHHOE NEHCTBUE
(IOpOKH Pa3BHUTHs CKeJeTa, PACIIMPEHHE JXKEITyJ0UKOB TOJOBHOTO MO3ra) Ha0II01AI0Ch Y
KPOJIMKOB, OJIHAKO OTCYTCTBOBAJIO Y KPBIC. Y KpBIC HAOMIOJAIHMCE IOBBILIEHHAS CMEPTHOCTR
OTOMCTBA B pAaHHEM [OCTHATAILHOM IIEpHOJE M HeXenarelbHOe JICHCTBAE Ha
(bepTUITBHOCTD.

6. PAPMALIEBTUYECKHUE CBOMCTBA

6.1. IlepevyeHb BcoMOraTeJIbHbIX BEIIECTB
[{emmr0103a MEKPOKpPHCTAJUINYECKAS
Kpockapmerio3a HaTpus

[ToBunon K-25

[Tomcop6at 80

XJI0pHCTOBOAOPOAHAS KHCIIOTA

Kanbuus creapar

JlakT03bI MOHOTHIPAT

6.2. HecoBMeCTHMOCTD
He npumenumo.

6.3. Cpok rogHocTH
3 roga.
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6.4. OcoOble MepbI MPeI0CTOPOKHOCTH NPH XPaHECHHH
XpaHHTh B OPUTMHAIBHOM YIAKOBKe [UIsl 3allIATBI OT BIard M CBETA IPH TeMIepaType He
Beie 25°C.

6.5. XapakTep u coJepiKaHHe NEPBUIHOI YNIAKOBKH

[To 10 Ta6ieTok B KOHTYPHYIO SYEMKOBYIO YNAaKOBKY W3 IUICHKH MOJIMBUHIIXJIOPH/IHOM 1
ru6KOH YIIAKOBKM Ha OCHOBE (JOJIBIH AFOMHHHEBOH.

JlBe KOHTYpPHBIE AYEHKOBBIE YIIAKOBKH BMECTE C JIMCTKOM-BKJIA/IBIIIEM TIOMCIIAOT B MKy H3
KapToHa.

6.6. Ocobble Mepbl NPEIOCTOPOKHOCTH TpPH YHHYTOKEHHH HCIOIB30BAHHOTO
JeKAapCTBEHHOr0 IpenapaTta WIH OTX0J0B, TOJYYEHHBIX IOCIE NpUMeHEHHS
JIeKAPCTBEHHOr0 PEnapaTa WM padoTbl ¢ HUIM

Het 0oco0bIx TpeOOBaHMM K YTHIIH3AIHH.

Bech oOCTaBIIMifcs JIGKAPCTBEHHBIH Mpemapar W OTXOABI CIENyeT YHHHTOXHTH B
YCTAHOBJIEHHOM IIOPSI/IKE.

6.7 YcaoBusi 0TIy cKa
ITo penenrty.

7. IEPJKATEJIb PETUCTPAIIMOHHOTI'O YJIOCTOBEPEHMUS

PVII «benmenmnpenaparbn, (NME,
Pecny6nuka Benapyce, 220007, r. MUuHCK, * Cr— 9-,.
yi. ®abpunuyca, 30, s NI ol
ten./daxc: (+375 17) 220 37 16, vy "

e-mail: medic@belmedpreparaty.com

[IpeTensun 1OTpeOMTENeH HAmpaBIsiTh IO  aupecy  Jepikarelis PETUCTPAIIOHHOTO
yIOCTOBEPEHHUS.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMSI

9. TATA NIEPBUYHOW PETMCTPAIIUU (MIOATBEPK/JIEHUSI PETMCTPALINH,
INEPEPEI'UCTPALITNN)

Jlata nepBoii peructparuu: 2 Hos6ps 2007 r.
JlaTa TIOCIEAHETO TIOATBEPYKICHUS PETUCTPALMH (TIepEPErHCTPal|H):

10. IATA IIEPECMOTPA TEKCTA
11/2023.



