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OBILLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITIPEITAPATA
19355-2019
1. HAUMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA ““‘ L LT -

HUMECYJIU ®APMIJIDH/I, 100 mr, TabiaeTku | é€$~ % ry

xPaHEHWN

2. KAYECTBEHHBII M KOJIMYECTBEHHBII COCTAB

Kaxxnas tabnerka cogepxut 100 Mr HuMecynua.
TToJHBIN TIEpedeHb BCTIOMOTATENbHBIX BELIECTB IPUBEIEH B rozpaszere 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTkwu.

TabeTKH CBETIO-XKENTOro 1[BETA, KPYTJIble, INIOCKUE, ¢ (ackoi, Ha OHOH CTOPOHE C PUCKOH.

JIuuus pazioma (prcka) MpeiHa3HaueHa JIMIIb /I pa3iaMbIBaHUs C LEIIBIO o0JIeryeHus MporiaTbIBaHuU,
a He JIUIS pa3/Ie/ICHUsl Ha PaBHbIE 03bI.

4. KIMHUYECKHUE JAHHBIE

4.1. [lokazaHusi K NPpUMEHEHHIO

I[Tpenapar HUMECVYJIN]] ®APMJIDH/I npuMeHsETCs y B3pOCIBIX M MOJPOCTKOB B BO3PACTE OT 12 no
18 J1eT mo clieayouM MOKa3aHUsIM.

e Jleuenue octpoit 6omu (cM. paszen 4.2)

e [lepBuuHas aucMeHopes.

JlekapCTBEHHBIN IpemnapaT MOXET Ha3HAYaThCs JIMINb B KA4eCTBE CPEJCTBA TEPANUM BTOPOH JIMHUH.
Pemenye 0 Ha3HAYEHHH HUMECYIHIA AODKHO OBITh OCHOBAHO Ha OIEHKE OOMIEro pHcKa y KaXIoro
KOHKPETHOTro nanuenTa (cM. pazaenst 4.3 u 4.4).

4.2. Pe;xuM 103UPOBAHUS M CI0CO0 MPHUMEHEHHS

IMpenapar HUMECVJIMJ] ®APMJIDH]] creayeT npuMeHATh B TEUEHHE KaK MOXKHO 0osiee KOPOTKOrO
BPEMEHH, MCXOMs W3 KIMHHYeCKUX moTpeGHocTed. C LENbl0 yMEHBIICHHUS YacTOTHI HEKEIAaTCIbHbIX
peakiuii JeKapCcTBEHHBIH Mpenapar HEOOXOXMMO HCIIOIB30BaTh B HauMeHblueH >(QQeKTHBHON 103€ B
Te4YeHHe KpaTyalllero BpeMeHH, HeoOX0MMMOTO0 JUIsi KOHTPOJISt CHMIITOMOB (CM. pasien 4.3).
MakcHMasbHas MPOI0IKUTENLHOCTD Kypea JIeUeHHsI HUMECYITHIOM COCTaBIIseT 15 IHed.

PexxuMm 103upoBaHus

PexoMmeHn ryemas 1103 JUIs B3POCIBIX M MOAPOCTKOB B Bozpacte oT 12 o 18 ner cocrasnser 100 Mr 1Ba
pasa B CyTKH.

OcoOpble rpynmnbl NanueHToB

Iayuenmer nodcunoeo ospacma

Koppekius pexxuma 1031upoBanus He TpedyeTcs (CM. paszen 5.2).

Jemu (0o 12 nem)

IMpenapar HUMECYJIUJ] ®APMJIDH/I npotuBomnokasas aeTsam 0 12 jet (cm. pasnen 4.3).
IToopocmku (om 12 0o 18 nem)

YunuteiBas (GpapMaKOKHHETHYECKHH TPODHIb y B3pOCIHBIX M (hapMaKOAMHAMHYECKUE XapaKTEPUCTHKH
HUMECYJTH/IA, HET HEOOXOAMMOCTH U3MEHATD 103y Y 9THX MalEHTOB.

ITayuenmoi ¢ HapyweHuem QYHKyuu noyex

VY NalMEeHTOB C JIETKOH WMJIM YMEPEHHOH MOYeYHOH HEeJ0CTaTOYHOCTBIO (KIMPEHC KpeaTHHHHA 30-80
MJI/MHH) KOPpPEKIMs pexnMma J03upoBanus He Tpebyercs. [Ipemapar HUMECVYJIU]] ®APMIIDH]I
MPOTHBOINOKA3aH MPH TSHKEION MOYEYHOW HETOCTaTOYHOCTH (kmupeHc kpeatHHHHA <30 MI/MHH) (cm.
paznens: 4.3 u 5.2).

ITayuenmol ¢ HapyuieHuem QyHKYuU nevenu




[Ipenapar HUMECYJIJT ®APMIJIOH]I npoTuBonokasaH NpH TIEYEHOUHON HEJI0CTaTOUYHOCTH (CM.
pa3nenst 4.3 u 5.2). }._U:l PS5
Cnocob npuMeHeHus
BHyTpB, nocI1€ €1IBI.

193565-2019

4.3. [IpoTuBONOKa3aHUHA

e [ UNepYyBCTBUTEIBHOCTD K JEHCTBYIOLIEMY BELIECTBY, APYTHM IIPOM3BOIHBIM cynb(GOHAMHUIOB HITH K
060MY U3 BCIIOMOTATENIbHBIX BEMIECTB, IEPEUHCIICHHBIX B moapas/ene 6.1

e Peakumy TUIEPUYBCTBUTEIBHOCTH (Hampumep, OpoHXOCHA3M, PHHUT, KpalHWBHHUIA, HA3albHBIC

MOJNUNBI) B OTBET HA [pUEM AUETWICATUIMIOBOM KHCIOTBI M JAPYrMX HECTCPOUIHBIX

IPOTHBOBOCTIATUTENBHBIX JiekapcTBeHHBIX cpeacTB (HIIBC) B anamuese

['enaroToKCHYECKHE peakiliy PU UCIOIb30BAHUH HUMECYIIH/Ia B aHAMHE3€

CoBMecCTHOE MPUMEHEHHE C TIOTEHIIHATBHO TeNaTOTOKCHYHBIMHU BEIIECTBAMH

AJIKOTOJIM3M, HAPKOMAaHHUS

ey mouHO-KHIIIEUHOE KPOBOTEUEHHE MM Tiepdopanys B aHaMHese, cBsizaHHbIe ¢ eyennem HIIBC

AKTHBHOE WIIM TIEpPEHECEHHOE PElUAMBHPYIOIIEE JKeIyJ0YHO-KHIIEYHOe KpOBOTeUeHHe/q3Ba (1Ba

1K 60J1ee OTAEbHBIX SMU30/1a U3BSI3BICHUS MM KPOBOTEUEHHS)

BHYTpHMO3roBoe KpPOBOM3IIHSIHHE WM JPYyrd€ KPOBOTEYEHHS WJIM HApyLICHHUS CBEPTHIBACMOCTH

KpPOBHU

Tsoxenble HapyLIEHUS CBEPTHIBAEMOCTH KPOBH

Tspkenast cepevyHas HeJOCTATOYHOCTh

Tspkenast moyeyHas HeI0OCTATOYHOCTD (KIIUpeHe KpeaTuHHHA <30 MJI/MUH)

[leyeHo4Hast HEAOCTATOYHOCTD

[TameHTs! ¢ TUXOPAAKON W/MIIM CUMIITOMAMH TPUIINa

JleTckuit Bo3pact no 12 net

Tpetuit TpuMecTp 6€PEMEHHOCTH M TPYIHOE BCKapMIMBaHUe (CM. pasaensl 4.6 1 5.3).

4.4. Oco0ble ykazaHus U MepPbI NPEI0CTOPOKHOCTH MPH MPHUMEHEHHH

Cnenyer m3Gerath mpumenenus npemapata HUMECYJIUJT ®APMIIDH]L oxnospemento ¢ HIIBC,
BKJIIOYAs CEJEKTHBHBIE HWHTHOMTOPBI LHUKIOOKCHreHasbl-2. Kpome Toro, mnaumueHTaM CIEAyeT
PEKOMEH/I0BAaTh BO3AEPKUBATHCS OT OJJHOBPEMEHHOTO IIPHEMA JIPYTHX aHATbI€THKOB.

HexenaTenbHble peakIUM¥ MOKHO CBECTH K MUHHMYMY, IIPUMEHsST HAUMEHBIIYIO 9(Q(QEKTHBHYIO 103y B
TeUeHHE KpaTyaiIero BpeMeH!, He0OX0IMMOTO JIsi KOHTPOJISI CHMIITOMOB (CM. pasaen 4.3).

[Ipy OTCYTCTBMH YJIydIlleHHs CHUMITOMATHKH Tepamuio mpernapatom HUMECYJIMI ®APMIIOH/]
Clle/lyeT NPEKPaTUTh.

Hapy1eHus co cTOpOHBI IEYEHU

B penkux ciyuasix cooOmanoch 0 BOSHUKHOBEHUH CEPBE3HBIX PEAKIHH CO CTOPOHBI MEYECHH, CBA3AHHBIX
C MIPUMEHEHMEM HUMECYJIU/I-COAEPIKAIIMX JIEKAPCTBEHHBIX Mpernapartos (cM. pasaen 4.8), B TOM 4YHCIIE B
OYeHb PEJIKUX CIIy4asX C JeTAIbHBIM HCX0A0M. [Ipy nosiBNeHUHU y MalMeHTOB, MPUHUMAIOIIUX MTpenapar
HUMECVJIUZ ®APMJIDH]/I, cMMOTOMOB, yKa3bIBAIOIIMX Ha TOBPEXKICHUE I€YeHH (AaHOPEKCHS,
TOLIIHOTA, PBOTA, 0O0JIb B JXHBOTE, MOBBILIEHHAs yTOMJISEMOCTh, IOTEMHEHHE MOYH), UITH MPH OTKJIOHEHUH
TMIEYEHOUHBIX MPOO OT HOPMBI Mperapar cjaeayeT OTMEHUTh. [[0BTOpHOE Ha3sHAUYeHHE HUMECYTHIa TaKuM
MaleHTaM MpOTHBOMOKazaHo. Coo0INanioch O TOpPaXEHUAX MEUeHH, B OOJBUIMHCTBE CIIy4yacB
00paTHMBIX, ITOC/IE KPaTKOBPEMEHHOTO ITPUEMa HUMECYIUA.

B cnywae ecnu y manuentos, mpuauMatommx npernapar HUMECYJIMI ®APMIIDH]L, nauamack
JIXOPAJIKA W/HITH TPUIINONOI00HbIE CUMIITOMBI, JTI€YEHHE JO/DKHO OBITh MPEKPALIEHO HE3aMeUTMTENBHO.
HapyIeHus co CTOPOHBI KEeNTyI0YHO-KHIIEYHOrO TPaKTa

JKenyoouno-kuweunoe kpoeomevenue, u3bs3GieHus U nepgopayuy: coodWasock 0 IKETyI0UHO-
KHMIIEYHBIX KPOBOTEUYEHHMSX, M3BS3BICHUSIX M Nepdopalusax, KOTOpble MOTYT MPUBECTH K JICTATbHOMY
McxXomy, BO Bpems nedenns Bcemu HIIBC B moGoe Bpems, ¢ HalM4ueM JIHOO OTCYTCTBHEM
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’KM3HEYTPOKAIOIIMX CUMIITOMOB, C HMEBLIMMHCS B aHaMHE3€ CEPbE3HbIMH HApYIICHUAMH JKEIyI01HO-
KHIIEYHOTO TPaKTa WK Oe3 HHuX. 10ZEE-72N10
PHck BO3HMKHOBEHMs KEJTyIOYHO-KHIIEUHOIO KPOBOTCUCHHS, SI3BBI HMJIH rrép‘c[)oﬁaékm t'r,ogbnheﬁ pH
npueme Beicokux 103 HITBC y mauueHToB ¢ s13B0i B aHaMHE3€, 0COOCHHO OCJIOXKHEHHOH KPOBOTEUCHHUEM
win nepdopanueit (cMm. paszgen 4.3), a TaKke y MaLKMCHTOB TMOXHJIOTO BO3pacTa. JIns ATUX MalUEeHTOB
JiedeHHe cilelyeT HAuyMHATh C HAaWMEHBLICH BO3MOMKHOW 103bl. Y NaHHBIX MAlMEHTOB, a TAKKe JHI,
koTopble mnpunumarorT npermapar HUMECVYIJIMI ®APMIJIDH][ coBMECTHO ¢ HHU3KAMH J103aMHU
ALETUICATUIMIOBON KHMCJIOTBl WM JPYTMMH Ipenaparamy, YBETHMYMBAIOIIMMHU PUCK BO3HUKHOBCHHA
KeJTyJIOYHO-KUIIEYHOro  3a00JeBaHus,  CIENYeT  pacCMOTPeTb  BO3MOXHOCTB  NPUMCHCHHS
KOMOMHMPOBAHHOM Tepanmuk C MPUMEHEHHEM TIacTPONPOTEKTOPOB (HANMpUMEpP, MH30MPOCTON  HIH
MHTHOUTOPBI TPOTOHHOM MOMIIBI) (CM. paszen 4.5).
TTauueHThl ¢ JKeMyJI0YHO-KMIIEYHBIMA HAPYLICHWSIMH B aHAMHE3€, OCOOEHHO MOXHIIOro BO3pacTa,
JIOJDKHBI COOOIATh O JIOOBIX HEOOBIYHBIX a0JOMHUHAIBHBIX CHMIITOMaX (B TOM YHCIE, O JKEJIyI04YHO-
KHILIEYHBIX KPOBOTEUSHHUSX ), 0COOEHHO Ha PAaHHMX JTarax JICUCHHUs.
JKenyIouHO-KMIIIeuHOe KPOBOTEUEHHE, A3Bbl WM Nepdopaluy MOTyT BOSHHKHYTh B JIKOOOH MOMEHT BO
BpeMs JIEUEHMs, HE3aBUCHMO OT HAJIMYUs CHUMITOMOB-IIPEJIBECTHHKOB WJIM HAJM4UA B aHAMHE3C
MaTOJIOTMH CO CTOPOHBI JKEIyJOYHO-KHMIIEYHOro TpakTa. I[Ipn pasBUTHH KENTyAOYHO-KHIIEIHOTO
KPOBOTEUEHHUS] WM HM3BS3BICHHS HUMECYTH] CleJyeT OTMEHMTh. Humecymun crenyer MpUMEHATH C
OCTOPOXKHOCTBHIO y MALMEHTOB C XKENYA04YHO-KHMIIEYHBIMH 3a00JI€BAHUAMH, B TOM YHCJIE C MENTHYECKOH
S3BOH B aHAMHe3e, JKETyJOYHO-KMIIEYHBIMH KPOBOTEUYEHHSIMH, S3BEHHBIM KOJHTOM HIH 00JIE3HBIO
Kpona.
Humecynua cieayer ¢ OCTOPOXKHOCTBIO Ha3HAuaTh MALMEHTaM, NPUHUMAIOIIAM MHBIE JEKapCTBEHHBIC
Cpe/ICTBa, KOTOPblE MOTYT YBEJIWYHUTh PHCK BO3HHMKHOBEHHS $3Bbl WJIH KPOBOTEYEHHs: NEPOPATbHBIC
KOPTUKOCTEPOH/IbI, AHTHKOATY/IAHTHl (BapdapHH), CENeKTHBHbIE HHIMOMTOPBI OOpaTHOrO 3axBaTa
ceporonuna (CMO3C) unu aHTHarperanTsl (aleTHIICATHIMIOBas KUCI0Ta) (cM. pasaen 4.5).
[Tpy BO3HUKHOBEHHHM JKEJYI0YHO-KHIIEYHOTO KPOBOTECUEHUS MM 00pa3oBaHus 3B y MAllHEHTOB, IPHEM
npenapata HUMECVYJIUJ ®APMJIDH]] cnenyer npekpatuts. HIIBC cnemyer HasHauaTh C
OCTOPOKHOCTBIO MAIMEHTAM C KeJIyOYHO-KHIIIEYHbIMH 3a00JI€BAaHUSIMH B aHaMHe3¢ (S3BEHHBIH KOJIHT,
Gose3nb KpoHa), MOCKOJIbKY 3TH COCTOSIHUS MOTYT 000CTpHUThCS (M. pasaen 4.8).
Hoocunvie noou. Y TOXAIBIX MALMEHTOB Yamle HabmomaioTcs Hexenaresnshble peakuuu Ha HIIBC,
OCOOEHHO JKEJyJ0YHO-KHMIIEYHbIe KPOBOTEUEHUS M Tepdopaluy, KOTOpble MOIYT MPHBECTH K
neTanbHOMY Hexomy (cM. pasmen 4.3). PekoMmeHmyeTcst Hajiexalnee KIMHHYECKOE HAONIOACHHE TaKHX
MaLKUEHTOB.
CeplIeuHO-COCYIUCThIE U 11EPEOPOBACKYIISIPHBIE HAPYIIIEHHUS
Y NalMeHTOB ¢ apTepHalbHOl ruMepTeH3uell /i OCTPOi CepACHHOH HEJ0CTATOYHOCTBIO OT JIETKOH 10
YMEpEHHOM! CTENeHH B aHaMHe3e TpebyeTcsi COOTBETCTBYIOIEE HAOMONCHHE, a TaKKe LelecooOpasHble
MpeANUCaHus, TaK KaKk COOOLIAIOCh O BO3ZHUKHOBEHHH 3aJEPXKKH JKUIAKOCTH B OPraHU3Me W OTEKOB B
cBs3u ¢ npumenenuem HITBC.
KiMHUYecKHe HCCIeIOBAaHUS W AMHAEMHOJOTMYECKHE J[IaHHbIE I10Ka3bIBAIOT, YTO HCIOJIb30BAHHE
nekotopblx HITBC (0co6eHHO B BBICOKHX J03aX M JUIMTEIBHO) MOXKET OBITH CBA3aHO C HEOOIBLINM
YBEIMYEHHEM DHCKa apTepHalbHBIX TPOMOOTHYECKHX COOBITHH (Hampumep, WH(ApPKT MHOKapaa WIH
UHCYIBT). VIMeeTcss HEIOCTATOYHO MAaHHBIX, 4YTOOBl HCKIIOYMTh TaKOW pPHUCK TMpPH MPUMEHEHHH
HUMeECYJIH/IA.
[lameHTaM ¢ HEKOHTPONMDYEMOM  apTepHalbHOW  TUMEPTEeH3WeH, 3acTOWHOH  CepAevHOH
HEJIOCTATOYHOCTBIO, HIIEMHYECKOH G0JIE3HBIO cepala, 3a00IeBaHIIMHI epu(epuuecKuX apTepuid u/uim
11epebpOBaCKY/IIPHBIMUA  3a00JI€BAHUSAMHM HHMECYJIHM] Ha3HAa4yaeTcss MOCe TIIATEJIbHOH  OLCHKH
COOTHOIICHUS PUCK/TIONB3a. AHAJIOTUYHO CIIEAYeT MOCTYNaTh Mepe Ha4yajaoM ATUTENBHOrO JICYCHHUS Y
MalMEeHTOB ¢ (DaKTOpaMH pHUCKa CEpPACYHO-COCYAMCTBIX 3aboJieBaHWd (apTepuaibHas TUIEPTEH3HS,
TUTICPJIMITHAEMUS, CAXapHbIH 1HabeT, KypeHue).
TTockoNbKY HHMECYJIMJ MOXKET BIHATH Ha (YHKLUHIO TPOMOOLUMTOB, €ro CJIEIyeT MNPUMEHSATE C
OCTOPOXHOCTBIO y MALMEHTOB C TeMopparuueckuM amatesoM (cm. pasgen 4.3).  llpenapar
HUMECVYJIU ®APMIJIDH]] He sBiseTCsS 3aMEHOW alEeTHJICATUIMIOBOM KHUCIOTBI MPH MPUMECHCHHH
1St PO UIIAKTHKH CEPEYHO-COCYAUCTBIX 3a00I€BAaHUH.
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HapyiieHus co CTOPOHBI OYEK 192 € -9

V NanueHToB ¢ MOYEYHON WM CeplIeUHON HeLxOCTaTqu’oc'rbé HeéGQoﬁnﬁ*a OCTOPOKHOCTB, MOCKOJIBKY
npumenenue npenapara HAMECYJIN ®APMIIOH/I MoKeT MPUBECTH K HAPYIICHHIO (GYHKILIUH TTOYEK.
B 5TOM clTyuae JeueHue CileayeT NpeKpaTuTh (cM. paszen 4.5).

PeakiMu cO CTOPOHBI KOKHBIX ITOKPOBOB

OueHb peaKo MpH NpuMeHeHHH coobuanock o pa3sutun HIIBC-acconuupoBaHHBIX TAKEIBIX KOMKHBIX
peaKkluii Takux Kak SKC(OIMAaTUBHBIA AEpMAaTHT, CHHIPOM CruBeHca-J[PKOHCOHA M TOKCHYECKHH
SMUAEPMATBHBIN HEKPOJIM3, HEKOTOPBIC U3 HUX GBUTH C JIeTAIBHBIM HCX00M (cM. paszen 4.8). Haubonee
BBICOKA BEPOATHOCTH PA3BUTHUs STHX PEaKIMi Ha paHHHUX CTaMAX TEparnuu: B GOJILIIMHCTBE CITy4YaeB B
TeueHHe MepBOro Mecana nedenus. IIpumenenue npenapata HUMECYJIA]L OAPMIJIDH]I mo/mKkHO
GBITH TIPEKPAILEHO NPH MEPBOM IOSBICHHH KOXKHOH CHIIHU, MOPAKEHAHN CITU3UCTBIX 000J104eK MK JTIOOBIX
APYTUX MPU3HAKOB THIEPYyBCTBUTEIBHOCTH.

Biusnue Ha pepTUILHOCTD

[IpyMeHEHHE HUMECYJIUIAa MOXKET CHIKATh JKEHCKYIO (epTHUIBHOCTB, MO3TOMY €T0 HE PeKOMEHIYCTCA
HA3HAYATH JKEHIIWHAM, UIAHHPYIOUIMM OEpPEeMEHHOCT. Y JKCHILMH, Y KOTOPBIX UMEIOTCS IPOOIeMbl ¢
3aYaTHEM WM MPOXOMAMIUX 00CNIeJoBaHUE Ha MIPEAMET OECIUIONHS, CIeyeT PaCCMOTPETh BOSMOKHOCTD
OTMEHBI HUMecCy i Ia (cM. paszzen 4.6).

4.5. BszaumoaeiicTBHe ¢ JAPYrHMH JIeKaDCTBEHHBIMH TpenapatamMM H Jpyrue dhopmel
B3auMOJAEHCTBHSA

dapmakoaMHaMUYECKHE B3aUMOAECHCTBUA

Jlpyeue necmepouduvie npoOmugogocnanumenbHvie cpeocmea ( HIIBC)

CoBMeCTHOE NPUMEHEHHE IeKapCTBEHHbIX MPENapaTos, coaepxkaiux Humecyua, u apyrux HIIBC, skatoyas
ALEeTHIICATMLMIOBYIO KHCJIOTY B TMPOTHBOBOCMAIMTENbHBIX 103aX (2:1 I OMHOKpPATHO WM 2:3 TI' B Ka4eCTBE
o0uiel CyTOYHOW [103bl), HE PEKOMEHIYETCS.

Kopmuxocmepouowi

KopTtukocrepounasl MOBBLIIIAKOT ~ PUCK  BO3HMKHOBEHUSl  JKEJIYJOYHO-KMIUCYHOH  A3BBI WU
kpoBoTeueHus (cM. pazaen 4.4).

Anmukoazynanmel

HITBC MoryT ycunupaTh NeHCTBHE AHTHKOATYNSHTOB, TakMX Kak BapdapuH (cM. paszien 4.4) unu
aleTHICANMUMIOBas KHCIOTa. M3-3a MOBBIIEHHOTO pHCKAa KPOBOTEUEHWIl Ha3HaYeHWEe YKasaHHOH
KOMOMHaUMK He pekoMmeHayercsi (cMm. pasaen 4.4) W MPOTMBOMNOKa3aHO MALMEHTaM C TXKCIBIMU
HapyuweHusMHu koarynauud (cM. pasgen 4.3). Ecau KoMOMHMpOBAaHHOW TEpanuu BCE KE HEIb3s
u36exaTh, HEOOXOAUMO OCYILECTBIIATH TIATEIbHbIH KOHTPOIb MOKa3aTe/eH CBEPThIBAEMOCTH KPOBH.

Anmumpomboyumapnvle cpeocmea u ceiekmusHble UHeUOGUMOpbL 06pamHoeo 3axeama cepomoHuHd
(CHO3C)

Aututpombouurtapueie cpeactea ¥ CHMO3C  yBenuuuBaiOT pUCK BO3HUKHOBEHWSA IKCITYAO04HO-
KHLIEYHOro KpoBoTeueHus (cM. pazzaen 4.4)

Jluypemuxy, — uneubumopvl. — anzmuomensunnpespawaiowezo  ¢epmenma  (uneubumopor  AIIP),
aHmazoHucmul peyenmopos anzuomensuna 11

HIBC ™oryT cHukaTh 3(GQeKTUBHOCTh AMYPETHKOB M APYTMX TMIOTEH3WBHBIX TpenapaTtos. VY
HEKOTOPBIX MAllMEHTOB C HapylleHHeM yHKIWH MoYek (Hanpumep, y NalHeHToB ¢ 00€3B0KHBAHUEM HITH
y MaLKEHTOB B MOXHMIOM BO3pPACTE) COBMECTHOE HasHaueHue MHruoutTopoB AIID WM aHTAarOHUCTOB
peuenTopoB aHruoreHsdHa I, a Takke JIEKApCTBEHHBbIX CPEIACTB, MOJAABJIAIOLUIMX  CHCTEMY
LIMKJIOOKCHI€Ha3bl, MOXET BbI3BAaTh JaibHeiillee CHWKeHHEe (GYHKUMM MOYEK BIUIOTH A0 OCTPOW
MOYEYHOM HEAOCTATOYHOCTH, KOTOPOE HOCHUT, KaK NMpaBuiio, 00paTUMBbIA Xapakrep.

JlaHHO€e B3aMMOJIEiCTBHE ClieayeT NMPUHUMATh BO BHUMAaHWE y MAUMEHTOB, MPUHUMAIOUIMX MNpenapar
HUMECVYJIUJT ®APMIJIDH]] coBmectHo ¢ uHruburopamu AIID M aHTaroHUCTaMH pEUCNTOPOB
anrnotensuna II. [03TOMy Npu Ha3HaueHHM JaHHOH KOMOMHALMM NpPEnapaToB CliedyeT cob.roaaTh
OCTOPOXKHOCTb, OCOOEHHO y TOXHIbIX MauMeHTOB. [lauMeHTbl JOJKHBI MOJNyYaTh A0CTATOYHOC
KOTMYECTBO JKUAKOCTH, U JOJDKHA OBITh PACCMOTPEHA HEOOXOAMMOCTH MOHHTOPUHIA MIOYCHHOH byHKLIUH
nocJje Hayajla KOMOMHUPOBAHHOM TE€paruu ¥ EPHOMUECKH BIIOCIEICTBAH.

DapMaKOKMHETHYECKHE  B3aUMOJICHCTBUS: BIMAHME HUMECYInaa Ha (apMakOKHHETHKY JPYIUX
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JIEKapCTBEHHBIX CPEJICTB 19355-2016
Dypocemuo J J LU 1| 3

Y 310pOBBIX J0OPOBOJIBIEE HUMECYJIHI BPEMEHHO CHMXKal JekcTBAE (ypoceMHIa Ha BBIBEACHHE
HATPHsi, B MEHbIIEH CTENIeHH, Ha BBIBEJEHUE Kalus, M CHIKal anyperuueckuit s(dext. CoBMECTHBIA
MpHeM HEMeCyJIuaa 1 GypoceMuaa NPUBOIUT K yMEHBIICHUIO (MpuOm3uTenbHO Ha 20%) Muiomau mnoj
KPHBOH «KoHIEeHTpanus-Bpems» (AUC) u cHiKeHHIO obmiel sKkckpeuuu pypocemuna oe3
M3MEHEHHUs MToueyHoro knupenca pypocemuaa. CoBMeCTHOE HazHaueHHe (pypocemMusia U JIEKapCTBEHHBIX
IIpenaparoB, COAEPIKAIMX HUMECYTHI, TpeGyeT OCTOPOIKHOCTH Y NalMEHTOB ¢ HAPYIIEHUSIMH MOYeYHOH
WK cepaeuHoi GpyHkuuit (cm. pasnen 4.4).

Jlumuui

Hmetotess nanueie o TtoM, 4yro HIIBC yMmeHbIIArOT KIHMPEHC JIMTHS, YTO NPHUBOAWT K IOBBILICHUIO
KOHIIEHTPAllMU JIHTHS B IUIA3ME€ ¥ YBEJIHYEHHIO €ro TOKcHYHOCTH. [lpu HasHaueHWH Mpenapara
HUMECVYIJIU]IT ®APMIJIDH]I nauueHTtam, MOJy4arol¥M TEPaIllMiO IIperaparaMu JIUTHS, CIENAYeT

OCYIIECTBJIATh YaCTbIA KOHTPOJIb KOHLIEHTPALIWH JIUTHS B I1JIa3Me.
Memompexcam

[Ipu Ha3zHayeHWH HUMECYJHa MeHee YeM 3a 24 vaca /10 WM MeHee ueM uepe3 24 yaca rmoclie nmpuema
MeToTpekcara TpedyeTcs coOmoIaTh OCTOPOKHOCTD, TaK KaK B TAKUX CJIyYasX YpOBEHb METOTpeKcara B
MJa3Me U, COOTBETCTBEHHO, TOKCHYECKHE I PEeKThl JaHHOTO Mpenapara MOryT MOBBIIAThCS.
Lurnocnopunbl

B cBsi3u ¢ neficTBHEM Ha MouYeyHble MPOCTArIaHANHbl MHTMOUTOPBI CHHTETA3 NPOCTArJIaH/IMHOB, K KaKUM
OTHOCHTCSI HUIMECYJIUJI, MOTYT MOBBIIIATh TOKCHYHOCTD [IUKJIOCTIOPHHOB.

BbutH mpoBeneHBl MCCIEeIOBAHMS i VIVO C LENbI0 BBISIBIEHHS BO3MOXHBIX (PApMAKOKMHETHYECKHX
B3aUMOJACHCTBUH ¢ TrIMOEHKIaMHIOM, TeOQWUIMHOM, Bap(apUHOM, AUTOKCHMHOM, LMMETHIHHOM U
aHTALMIHBIMH [IpernapaTtaMi (HarmpuMmep, KOMOHHAIIMS aTIOMHHUS ¥ MarHus ruapokcuia). Knunuyecku
3HAYMUMBIX B3aUMOJIEHCTBUI He HabMIOAAIOCh.

Humecynun nonasnser aktuBHOCcTh (hepmenta CYP2CY. [Ipu ogHOBpeMEHHOM IpUEME C IMPETapaToM
HUMECYJINJ ®APMIJIDH]I nekapCTBEHHBIX CPEJCTB, ABISIOMIMXCS cyOcTpaTaMH 3TOro (epMeHTa,
KOHLIEHTpAIMs JAHHBIX [TPENapaToB B IJIa3ME€ MOXKET ITOBBILIATHCS.

PapMaKOKMHETHYECKHE B3aMMOJIEHCTBUSA: BIMSHME JPYTUX MOpenaparoB Ha (HapMakOKHHETHKY
HUMeCYyIHu1a

WUccnenoBanus in vitro mokasaiy, 4TO B MeCTaX CBSI3bIBAHMS HHUMECYJIH] BBITECHAETCS TOJIOYTaMHIOM,
CAJIMLIMIIOBOH KHUCIIOTOH M BaJIbIIPOEBOH KUCIIOTOH. HecMOTpst Ha BO3MOYKHOE MOBBIIIEHHE KOHLEHTPALHH
HUMECYJIM/Ia B TIa3Me KPOBH, JTaHHBIE B3aUMO/ICHCTBHUS HE SIBIISIOTCS KIMHUYECKH 3HAUMMBIMHU,

4.6. DepTHIBHOCTD, GePEMEHHOCTD M JIAKTALHSA

DepTHIIEHOCTD

Kak u napyrue HIIBC, nekapcTBeHHBIE mpenapaThl, COAEp)KAIlHe HHMECYJIHI, HE PEKOMEHIYyeTCs
Ha3HayaTh JKEHIUIMHAM, INITAHUPYIOLUUM OepeMeHHOCTD (cM. paszzen 4.4).

bepemeHHOCTL

[TonaBnenue cHHTE3a MPOCTArJaHIMHOB MOXKET HEOIAronpHsTHO MOBIUATH Ha OEpeMEHHOCTh H/WIH
pasBuTHe 1UI0Ja. JlaHHBIE, MOTyYEHHBIE TP SMUIEMUOJOTMYECKUX UCCIIEI0BAHUAX, TO3BOJIAIOT CAENATh
BBIBOJI O TOM, YTO Ha PaHHUX CpPOKaxX OEPEMEHHOCTH MPUMEHEHHUE MPENaparoB, MOJABIAIOIINX CHHTE3
MPOCTArlaHIMHOB, MOXET YBEJIMYUTh PUCK CaMONPOM3BOJIBHOIO abopTa, BO3HUKHOBEHHS Yy I10Ja
MopoKa cepila M racTpoumsnca. AOCONIOTHBIH PUCK AHOMAIUHM CEpAEYHO- COCYAMCTOM CHUCTEMBI
TIOBBICHJICSI MeHee 4eM ¢ 1% mpumepHo 10 1,5%. CuuTaeTcs, YTO PUCK YBEIUYHBAETCS C MOBBILIEHUEM
J03bl ¥ JUTUTEJIBHOCTH TPUMEHEHHS.

Ha MBOTHBIX OBIIO MOKA3aHO, YTO HAa3HAYEHHE WHIMOMTOpA CHHTE3a MPOCTArJaHAWHOB MPHBOIMUT K
YBEIIMYEHHIO 10- M ¥ MOCTHMIUIAHTALIMOHHBIX IMOTEPh W YBEJIHYEHHIO SMOpHOHATBbHOH/(eTanbHOM
cMepTHOCTH. Kpome Toro, GpUTH MOJTy4eHB! JaHHBIE O TOM, YTO Yy JKHBOTHBIX, MOJy4aBIIMX HHTHOHUTOP
CHHTE3a MpPOCTarjJaHJIMHOB B MEPUOJ] OPraHOreHe3a, YBEIHUNIACh 4acTOTa BO3HHUKHOBEHHMsS pa3IUYHBIX
MIOPOKOB Pa3BUTHUS IJIOJA, B TOM YUCIIE CO CTOPOHBI CEPAEUHO-COCYUCTON CUCTEMBI.

VccnenoBanust Ha KpOJMKAX MPOJAEMOHCTPUPOBAIN ATHIIMYHYIO PEHNpPOAYKTHBHYKO TOKCHYHOCTB (CM.
paszmen S5.3), ucYepHBIBAIOIIME JaHHBIE O IPUMEHEHHM HHUMeCylIuaa y OEpeMEHHBIX IKECHIINH
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oTcyTcTBYIOT. ClIe/I0BATENBHO, MTOTEHIMANBHBIA PUCK IS 4E/0BEKA HEH3IBECTEH, MOSTOMY HE CleyeT
HasHayaTh HUMECYJMI BO BpeMs MEpPBOrO M BTOPOro TpHUMECTpa GepemenHocTH 0e3  KpaiHeH
HEOOXOIUMOCTH.
B ciydae Ha3HAueHHS HUMECYJIH/A XKCHIIMHAM, KOTOPBIC MbITAIOTCA 3a6epeMeHeTh, MO0 JKEHIINHAM B
MepBOM U BTOPOM TPHUMECTpax OEpeMEHHOCTH, CIEAYeT BBIOpaTh HAMMEHBLIYIO BO3MOXKHYIO 103y H
HAaHMEHBIIYIO BOZMOXHYIO JUIMTEIBHOCTD JICUCHHUS.
B TpeTheM TpUMeCTpe GEPeMEHHOCTH BCe HHTHOUTOPBI CHHTE3A IPOCTArIAHIMHOB:
1. MOTYT MPUBECTH K Pa3BUTHUIO y TJI0OAA:
[THEBMOKApANANBLHOTO TOKCHYECKOTo MOpaeHus (C MpekAEBPEMCHHBIM 3aKpBITHEM apTepHalIbHOTO
IPOTOKA U JIETOUHOM THIIEPTEH3UEH );
JMCYHKIMH TOYeK, KOTOpas MOXKET IPOrpeccHpoBarh A0 MOYEHHOH HEAOCTATOHHOCTH € pa3BUTHEM
MaJIOBOJIUS;
2, y MaTepH M IUI0/1a B KOHIIE 6€PEMEHHOCTH BO3MOXKHO:
yBeJIMYeHHe BPEMEHH KPOBOTEUEHHUs!, AHTHATPEraHTHBIN d((EKT, KOTOPBIH MOXKET BOSHHKHYTD JAXKE IPH
MPUMEHEHHUH OYEeHb HU3KHUX J103 TIpernapaTta;
TOJaBJEHHEe COKPATUTEIBHOMN AeSTENbHOCTH MATKH|, YTO MOXKET MPUBECTH K 3a[CPKKE WIH YITHHCHUIO
neproza poaos.
TT03TOMY HUMECYJIH/I IPOTUBOIIOKA3aH B TPEThEM TPUMECTPE OEPEMEHHOCTH.
Kopmienue rpyibio
Ha naHHBIE MOMEHT HEM3BECTHO, BbLNENSETCS ¥ HHUMECYJIMI B MaTepuHCcKoe Moioko. Ilpenapat
HUMECVYJIUJT ®APMIJIDH]] npoTuBOMOKa3aH Il NMPUMEHEHHs Yy JKEHIIWH B MEPHOA TPYAHOTO
BCKapMJIMBaHus (CM. pasziensl 4.3 u 5.3).

4.7. Bausinme Ha CNOCOOHOCTH YNPABJAATL TPAHCMOPTHBIMH CpPEACTBAMH H paborarh ¢
MeXaHH3MaMH

He IIPOBOJMJIMCH  HCCJIIENOBAHHUA  TIO BJIMAHUIO HHUMECYyJIHIa Ha CIIOCOOHOCTh yIpaBJICHUA
ABTOTPAHCIIOPTOM HIJIHA pa60Ty C JpYyrUMH [OBHXYIIMMHCA MexaHu3mamu. B ciay4yae ecin IpH
HCIIOJIb30BAHUH MpeIapaTta BO3HUKAIOT I'OJIOBHASA 6OHI>, TOJIOBOKPY>XE€HHUE HUJTH COHJIMBOCTD, HE0OX0AUMO
BO3ACpXaTbCsd OT BOXKICHHUA aBTOTPAHCIIOPTOM H 3aHATHH BHJAMHU JEATEJIbHOCTH, Tpe6leIllHMH
MOBBILIEHHOH KOHIEHTpalui BHUMaHHUA U 6bICTpOTbI IICUXOMOTOPHBIX peaKuHﬁ.

4.8. HeskesraTesibHbIE PEAKIHH

Pesrome npoduist 6e30nacHOCTH

COr/lacHO pe3y/nbTaTaM KIMHHYECKHX HCCIENOBAHMH M IMHACMHONOTHYECKUM [@HHBIM NPUMEHCHHUC
nekotoperx HITBC, 0cOGeHHO B BBICOKMX [03aX B TEYCHHE JUIMTENBHOrO BPEMCHH, MOMKCT
COMPOBOX/IATHCS HEKOTOPBIM YBEIMYEHHEM PpHCKA Ppa3sBUTHA MATOJIOTHH, BBI3BAHHOH TPOMOO30M
apTepuit (HanpumMep, HHPAPKT MHOKapa UK HHCYJIBT) (CM. pa3ien 4.4).

Ha done neuenus HIIBC coobGmanock Takke 00 OTekax, MOBBIICHHH ApTECPUATBHOTO NABICHMS H
CepAeYHOM HEAOCTATOYHOCTH.

Ipu npumenennu HIIBC nMerotcs nanHble 00 0YEHb PEIKHX CITydasx OyJIe3HBIX peaklui, B TOM YUCIIE
cunapoma CtuBeHca-/DKOHCOHA M TOKCHYECKOTO 3MHICPMAIBHOTO HEKPOJIU3a.

[Tpu nevennn HIIBC nHambGonee 4acThIMH HEXENATEIBHBIMU ABJICHHIMH ObUIM SIBJEHUSI CO CTOPOHBI
JKEITYIOYHO-KMIIEYHOTO TpaKTa. BO3MOXKHO pa3BUTHE MENTHYECKOH S3BEI, nephopaliy WK KEITYI0UHO-
KAIIEYHOTO KPOBOTEUEHHS, HHOTAA CO CMEPTETbHBIM HCXOIOM, OCOOCHHO Y TMAIlMEHTOB MOXKHIOTO
Bo3pacta (cM. pasaen 4.4). VIMeloTcs cBelEHMs O MOSBICHHA TOLIHOTEI, PBOTHI, IHapEH, METEOPH3MA,
3aropa, AMCIIENCHH, 00U B JKMBOTE, AErTe0OpasHOro CTyna, PBOThI KPOBBIO, S3BCHHOIO CTOMATHTA,
oGocTpennu konuta U Gonesun Kpona (cM. paszen 4.4) nocsie mpuema npernapara. Pexxe HaGmonancs
racTpur.

Tabnu4HoE pe3roMe HeXXeNaTeIbHbIX PeaKIMi

JlaHHbIE O MPUBENCHHBIX HUKE HEXENATCJBHBIX PEAKUHsX MONyYeHbl HA OCHOBAHWH pE3yJIbTATOB
KOHTPOJIMPYEMBIX KIHHHYECKHX HCCIIENOBaHUH (C y4acTHEM MPUMEPHO 7800 manMeHTOB) W JIAHHBIX
apmakonam3opa. HexenarelqbHble PEAaKUMA PACTPEICICHBI MO CHCTEMHO-OpraHHBM Kjlaccam U 10
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yactote BcTpeyaemocTu. Ciydau Hemenarenbnblx]pgaéu:ﬁ &naczc:lg)nluﬂnyromﬂ KaK OYE€Hb YacTo
(>1/10), wacto (>1/100, Ho <1/10), neuvacto (>1/1 000, HO <1/100), penxo (>1/10 000, HO <1/1 000),
ouenp penko (<1/10 000), yacToTa HEU3BECTHA (Ha OCHOBAaHWM MMEIOLIUXCS JIAHHBIX OLCHHTDH
HEBO3MOXKHO).

Co cTOpOHBI CUCTEMBI KPOBH
¥ TUM(aTHYEeCKOH CHCTEMBI

Penxo

Anemus*, 503uHOGHIHT*

OueHb peaKo

TpomGouuToneH s, NaHIUTONICHHS, ITypITypa

. Penxo ['Mnep4yBCTBUTEIBHOCTD™
Co cTOpOHBI HIMMYHHOM A ’
CHUCTCMBI OueHb peaKo Anadunakcus
Hapymenue metabonusma | Pemko ['unepriankemus™
Peniko TpeBora*, HEpBO3HOCTB*, KOLIMAPBI™
[Tcuxuyeckue HapyIIeHUS
Heuacto ["onoBokpyxeHue*

Co cTOpOHBI HEPBHOH
CHCTEMBI

OueHb peaKo

["onoBHast 60J1b, COMHOJIEHIIUSA, SHIE(anonaTus
(cungpom Peiie)

Co cTOpoHBI OpraHoB 3penus| Pezxo

[ToMmyTHEHHE 3peHus*

OueHb peaxo

Hapyienue 3penus

Co cTopoHBI OpraHoB

ciayxa u BectubynspHoro | O4eHb peko ["onoBokpyxeHue™*
anmnapara
Hapyuenus co cropossr | PEAKO Taxukapus™
cepama Heuacto Tuneprensus*
Co CTOpPOHBI CEPIEUHO- Peio I'emMopparuu*®, KoneGaHus apTepHaIbHOTO JaBICHHS ™,
COCYIUCTOH CHCTEMBI TMPUITABBI*
Heuacto Opprka*

Co cTOpoHBI
IBIXaTEJILHON CUCTEMBI

OueHb peiKko

[TpucTyn 6poHXHATBHON aCTMBI, OPOHXOCTIAa3M

Co CTOpOHBI KeJTyA0YHO-
KHIIEYHOTO TPaKTa

Yacto Juapes * tommHoTa*, ppoTa*
3amop*, MeTeopu3M*, XKeTyA0YHO-KHILIECHHOE
KPOBOTEUEHHUE, 5I3Ba U nephopaius 3Bl
Heuacto

JIBEHA/ILATUIIEPCTHON KHUIUKH, 13Ba U nepdoparius 3Bl
KeTyaxa

OueHb penko

[acTput*, 60716 B )KUBOTE, AUCIICTICHS, CTOMATHT,
MEJICHA

Co cTopoHBI
renaroOMIMapHON CUCTEMBI

Yacto

[IoBBIlIEHHE AKTUBHOCTH MMEYEHOYHBIX (i)epMel-lTOB*

OyeHb penko

[enaTtuT, QyIbMUHUHTHBIA FenaTUT (BKIIOYAs
JeTalbHbIE HCXOIBI), XKENITYXa, X0JIecTa3

HapyeHus co cTOpoHbI
KOXXH U TTIOJKOXKHON

HeuacTo

3yn*, pa3pakeHue*, MOBBIIEHHAs MOTIUBOCT™

Penxo

Dputema*, TepMaTHT*
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KICTHAEKM KpariBHILA, aHTHOHEBPOTHYECKHIT 0Tek KBHHKe, 0TeK
OueHb peaxo nuIa, noauMopdHas spuTema, cuuapoM CTHBEHCa-
JI>KOHCOHA, TOKCHUECKHH 3MMAEPMAJIbHBIA HEKPOJIN3

Penko Jluzypust™, rematypus®

Co cTOpOHBI IOYEK U

& *
MOUEBBIBOIAIIMX MyTeH 3az[ep>1<1<a MOYH ™, TTOYE€UHas1 HEJOCTAaTOYHOCTD,

Ouenb peaxo .
OJIMTypHsl, HHTEPCTHIMATBHBIA HEPPHUT

Heuacto Otexn*
O6imue HapymeHus Penxo O6uiee HegoMoraHue ™, acTeHus*
OueHb peaxo ['unotepmus

* JacToTa OCHOBBIBAETCS HA pe3ynabTaTax KIMHUYECKUX UCClIeIOBaHU N

Coo01IeHne 0 m0I03peBAEMBIX HEXKENIATEIbHBIX PEAKIIUAX

BaxHO c000mIaTh O MOA03PEBAEMBIX HEXKENATEIbHBIX PEAKLHMAX IMOCIe PEruCTpalyu JE€KapCTBCHHOIO
mpernapara ¢ ILedbl0 o0ecrnevyeHuss HEMpepbIBHOTO MOHHTOPHHTA COOTHOLICHHS «IIOjb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara.

MenuuuHCKUM pabOTHHKAM DPEKOMEHYeTCs HalpaBisTh HHGOPMAIMIO O JIOOBIX [1003PeBaEMbIX
HeXeNaTebHBIX PeakIUsX JIeKapCTBEHHOTO Iperapara Yepe3 HalMOHAIbHYIO CHCTEMY COOOLICHHS O
HEXXeaTEeIbHBIX PeaKIUsX.

PecnyGnuka benapych

PVIT «lleHTp 3KCnepTU3 U UCTIBITAHUH B 3[paBOOXPAHEHHH»
220037, r. Munck, nep. ToBapuiueckuii, 2a

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

®dakc: +375 (17) 242-00-29

Anpec a11. noutsl: repl @rceth.by

Caiit: http://www.rceth.by

4.9. IlepenozupoBka

CHMIITOMBI

CumnToMbl octpoii nepeno3upoBku HIIBC o0ObrMHO OrpaHMuUMBarOTCs amaTHYHOCTBIO, COHIIMBOCTBIO,
TOIIHOTOW ¥ pPBOTOH, OONBIO B  OSMHUracTpaJbHOH 001acTH, KOTOpas yMEHBIIACTCH  IPH
CHMIITOMATHYECKOM JIEYEHHH. BO3MOXHO BO3HMKHOBEHME KEJyJ0YHO-KHIIEYHOTO KpoBoTeueHus. B
PEIKMX CIyyasX BO3MOXKHO BO3HHKHOBEHHME AapTEpPUATbHOW TUMEPTEH3UH, OCTPOH IMOYECHHOH
HEJ0CTATOYHOCTH, YTHETEHMS JbIXaHus M Kombl. Co00IaeTcs O BO3HHKHOBEHHWM aHA(pUIIAKTOMIHBIX
peakuuii mpu npueme tepanetiuueckux 103 HIIBC u npu nepe1o3upoBke TaKUMH IpenapaTamMu.
Jleuenue

[pu mnepenosuposke HIIBC mokasana cuMITOMAarTWyeckas WM MOMNEPXKHBAIOMas Tepanus. Y
HUMECYJHa He CYIIECTBYeT cCrenuuueckoro aHtujaotra. HeT JaHHBIX OTHOCHTENIBHO BbIBEACHHS
HUMeCYJIHJa MyTeM TeMOAMAaIM3a, OJHAKO HA OCHOBAHHH BBICOKOTO YPOBHS CBsA3bIBaHHs ¢ OeJKamu
wiasMbl (10 97,5%) MOXKHO cHelaTh BBIBOA O TOM, YTO Juain3 Maio3()(EeKTUBEH MpPU MEpPeI03UPOBKE
npemnapara.

B Teuenne 4 4acoB Mocie MOABJICHHsS CHMITOMOB MEPEAO3UPOBKU MM MOCHIE MpHeMa OOJBIIOH H03BI
mperapata HeoOXOIMMO BBHI3BATh PBOTY, MPHMHATH AKTHBMPOBaHHBIA yromb (60-100 r mis B3poCIBIX)
W/WITH TIPUHATH OCMOTHYECKOE CIabUTEbHOE CPENICTBO.

TIpHHYAUTENBHBIA JUype3, MOMMENAYMBAHME MOYHM, TEMOJMATM3 WM Temomepdys3us MOryr OBITh
Hed((peKTUBHBIMH BCIEJICTBHE BBICOKOrO YPOBHs CBSI3bIBAHMA Mpenapara ¢ OelkaMH KpOBH. [Tpu
Tepeno3uPOBKE JOJDKHBI TIIATEIBHO KOHTPOJIMPOBATLCS QYHKIMH MTOYEK U MEUCHH.

5. PAPMAKOJIOTMYECKHUE CBOVICTBA
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dapmakoTepaneBTHyecKas rpymmna: [IpoTMBOBOCHAIUTENbHBIE M MPOTHBOPEBMATHUCCKUE MpeTapathl.
JIpyrue HecTepOUIHbIE IPOTHBOBOCTIATHTENBHBIE U IPOTHBOPEBMATHYECKHE MIPCIApaThI.

Kon ATX: MO1AX17.

MexaHu3M JeHCTBUS

Humecynua  sBIS€TCS  HECTEPOMAHBIM  MPOTHBOBOCHAIUTENBHBIM  CPEICTBOM (HIIBC) ¢
AHAIBIETHYECKUMH M IKapOTIOHMKAIOIIMMH CBOMCTBAMHM, KOTOPbIA NEHCTBYET MYyTEM HHTUONPOBaHHS
(epMeHTa UKIOOKCUTEHA3bl, y9acTBYIOIIEH B CHHTE3€ POCTarJIaHIHHOB.

5.2. ®apMaKOKHHETHYECKHE CBOHCTBA

Abcopbuus
[Ipy mepopajbHOM IIpUEME XOpOIIO BcachiBaeTcd. Ilocyie OAHOKpaTHOro mpueMa B 03¢ 100 mr

MaKCHMasbHas KOHLEHTPAIHMs B IIa3Me OTMEYaeTcs y B3POCIBIX uyepe3 2-3 4 M cocTaBiseT 3-4 Mr/i.
ITnomans mox Kpusoi «koHuenTpanus-spems» AUC cocraBnser 20-35 mr-u/in. He Obuio 0TMEYEHO
CTATUCTUYECKOM DPa3sHUIBI MEXAY BBIIIEH3JIOKEHHBIMU JaHHBIMH M BEJIMYMHAMM, IOJYYECHHBIMH IpU
npUMeHeHnH npernapara B 1o3¢ 100 Mr 2 pa3a B CyTKH B T€UEHHE 7 JHEH.

Pacnpenenenue

Jlo 97,5% Humecynuaa cBsi3bIBaeTCS ¢ O€IKaMH IM1a3MBl.

Buorpancdopmarus

Humecynua akTHBHO MeTaOOJU3UPYETCs B MEUEHH pa3jIMYHBIMU IMYTSIMH, B TOM YHCJIE C MOMOIIBIO
uutoxpoma P450 CYP2C9, akTHBHOCTH KOTOPOTO IPH OTOM YMEHBLIAETCS, YTO MOXET MPUBOAMTH K
YBEJIMYEHUIO B IJIa3Me€ KPOBM KOHLIEHTPALMH JIEKApCTBEHHBIX CPEICTB, METa0OIM3HPYIOLIHXCS MPH
nomotu uzodepmenta CYP2C9 (cMm. paszgen 4.5). OCHOBHBIM METaOOIUTOM SBJISICTCS Mapa- TMIPOKCH-
dbopma, obnanarontas GapmMakoI0OruuecKoil aKTHBHOCTBIO. PacueTHOe BpeMst 10 NOSBIEHUs MeTaboIuTa B
CHCTEME KpPOBOOOpallleHHs HE3HAauMTeNnbHO W cocTaBiaseT 0,8 4, OJHAKO KOHCTaHTa 0Opa3OBaHHSA
HEBEJIMKA W 3HAYUTEILHO MEHbBIIE KOHCTaHThI abcopOuuy HUMecynuaa. ['MApOKCHHUMECYTHL SBIIAETCSA
eIMHCTBEHHBIM META0O0JUTOM B IJIa3M€ M MPAKTUYECKH IMOTHOCTBIO KOHBIOTHPOBAH.

DJIUMUHALMS

[Tepron nonyseiBenerus (T12) THAPOKCHHUMECYTHIA COCTaBIsET OT 3,2 10 6 4. Humecy U BBIBOAUTCS
B OCHOBHOM ¢ Mo4oM (mpumepHo 50% ot BBemeHHOW n03bl). Tompko 1-3% SKCKpeTHpyeTCs B
HEM3MEHEHHOM BHUJE. | MIAPOKCHMHUMECYJIHI - OCHOBHOH MeTaboluT - OOHapyKeH TOJIbKO B BHIE
roKyponuaa. [pumepro 29% BBeIEHHOM /10361 BBIIEISAETCS TTocIe OHOTpaHCHOPMALMHU C KaJIOM.

Jluya nodxcunoeo eospacma

®apmakonHEeTHYECKUI NMpoduIb HUMECYJIUAa HE H3MEHSETCS Yy MAalHeHTOB IMOXKHIIOrO BO3pacTa INpU
OJTHOKPATHOM W TIOBTOPHBIX IpHEMax.

[Toueynas nedocmamournocms

B uccne0BaHMU ¢ TIPUEMOM OJHOKPATHOM J103bl, TIPOBOJMBIIEMCS C y4acTHEM MalMEHTOB C JIETKOH H
YMEpEeHHOW (hOpMaMH TOYEUHOM HEA0CTATOUYHOCTH (KiaupeHc kpeaTuHHHa 30-80 Mi/MUH) U 310POBBIX
JI06POBOIIBIIEB, MAaKCHMallbHas KOHLEHTpPALWS HUMECYJIHIa ¥ ero OCHOBHOrO MeTaboyiMTa B IIa3Me
MalKeHToB Oblla He OoJblie, YeM Yy 310pOBBIX 100poBOJbIEB. [Tnomans moa KpuBoi «KOHIEHTpAHs-
BpeMsi» AUC u 11epros nosyBeiBeieHus T2 Y AIMEHTOB ¢ TIOYEYHOM HeI0CTaTOYHOCThIO ObLii Ha 50%
BBIIIE, HO BCeraa B Ipenenax (apMaKOKHHETHYECKMX BEJIMYMH, HaAOIIOJAeMBIX MPH [PUMEHEHUH
HUMeECYJIUa Yy 3J0pOBbIX 10OpoBosibLeB. [IOBTOPHBIH MpHeM npenapara He IPUBOAMT K KyMYJISLIUH.
[levenounas Hedocmamo4yHocmo

HuMecynua npoTHBONOKa3aH NALMEHTaM ¢ HapyleHHeM QyHKIuK nedyenu (cM. paszaen 4.3).

5.3. JlaHHbIe JOKJIHHHYECKOH 0e30MacHOCTH

I[OKHHHH'—IGCKHC JaHHbIE, OCHOBAHHBIC HA TPAAUIIMOHHBIX UCCIENOBAHHUAX (bapMaKonomn 0e30MmacHOCTH,
TOKCUYHOCTH MHOTOKpAaTHBIX 103, T€HOTOKCHYHOCTH H KaHIEPOTr€HHOro IOTEHIHAalIa, HE€ BBIABUJIA
0co00if OMacHOCTH IS 4elloBeKa. B HcclieloBaHUM TOKCUYHOCTH MHOTOKPATHBIX 103 HHUMECYJIHI
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IIPOSIBUITI TOKCHYHOCTD B OTHOLICHHUH X(eﬂyHOHHO-KHmé:‘{EOF&) ﬁam“a/, HO'—;GR‘"H rneyedu. B uccinenoBaHusax
peHPOHYKTHBHOﬁ TOKCHYHOCTH ITPU3HAKH TEPATOTE€HHOI'0 HJIH 3M6pI/IOTOKCH‘{CCKOFO NoTeHIHaia
(HOpOKH Pa3BUTHs CKEJICTA, JuiiaTauys XXejaya04KoB TOJIOBHOTI'O M03Fa) Ha6JUOHaJTI/ICB Y KPOJIUKOB, HO HE
Y KPBIC, IMOJIy4YaBIINX JI03bI, HE TOKCHUYHBIE )1 CaMOK. v KpPBIC Haﬁmonann [TOBBIIICHHYIO CMEPTHOCTDb

NOTOMCTBA B PAHHEM [IOCTHATATBHOM TIEPHO/E 1 HeGIArONpHATHOE BIMAHHUE Ha (PEPTHILHOCT.
6. DPAPMAIIEBTUYECKUAE CBOMCTBA

6.1. Ilepevyenb BcmoMoraTe/ibHbIX BElIECTB

Kpaxman KyKypy3HbIi

Lenmr0n03a MUKPOKpUCTAIIITHYECKAs!

Tanbk OuHLIEHHBIH

[ToBumon K-30

Hatpust kpaxMairiaiukomasT

Maruus creapat

KpemHus AMOKCHA KOJUTOMAHBIN 0€3BOIHBIN

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rognocTu

3 roxa.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH MPH XPAHEHHH

XpaHWUTh MPU TEMIIEPATYPE HE Bbime 25 °C.

6.5. XapakTep u coaep:KaHHe MEPBHYHOH YNIAKOBKH

[To 10 TabeToK B KOHTYPHO# SUEHKOBOW yrnakoBKe. 1 UM 2 KOHTYpPHbBIE SUYCHKOBBIC YIIAKOBKH BMECTE C
JIUCTKOM-BKJIa/IBIIIIEM BO BTOPUYHON yIAKOBKE.

6.6. OcoOble Mepbl MPeIOCTOPOKHOCTH NMPH YHHYTOXKEHHH HCIOJIb30BAHHOIO JIEKAPCTBEHHOIr0
npenapara HJIM OTXO0J0B, MOJYYEHHBIX TMOCJe MPHMEHEHHS JIEKADCTBEHHOr0 mpenapara HJIH
padoThI ¢ HUM

Het ocobb1x TpeGoBaHMH.

7. AEPKATEJIb PETUCTPAIHIUOHHOI'O YIOCTOBEPEHMUSI
Benopyccko-royianickoe COBMECTHOE MpeAnpHsTHe OOIIECTBO C OTPAaHHYEHHOW OTBETCTBEHHOCTHIO
«DAPMIIDHI» (CTT OO0 «®APMIIDH/»)

Pecny6nmka Benapycs, 222603, Munckas o6nacTs, p-H HecBwkckuit, r. HecBux, yn. Jlennnckas, 124,
KOM. 3

E-mail: mail @pharmland.by
[IpeTen3un notpebuTeNneit HaPaBIATh B aAPEC AE€PIKaTeIsl pErUCTPAlHOHHOIO YAOCTOBEPEHHUS.

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHMSI
19/06/2226

9. JATA IEPBUYHOM PETUCTPALMU (NIEPEPET'MCTPALIMH)
05.06.2019

10. JATA IIEPECMOTPA TEKCTA
10
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