COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 05.02 2024 Nz 2010

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'G HPEHAPATA EHUCTE 0002]

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

Humecynua, 100 mr, TabieTku

2. KAYECTBEHHBIA U KOJIUYECTBEHHBIN COCTAB
JleficTByro1€€e BEIECTBO: HUMECYIIN]L
Kaxxnas tabneTka, HOKphITas IJIEHOYHOU 000109K0i, cogepkuT 100 Mr HuMecynua.

[TonHbIl IepeyeHb BCIIOMOraTeIbHbIX BEIIECTB MPUBENIEH B paznene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tabetku.

TabneTku Kpyriou, TBOSKOBBITYKIONH (POPMBI OT CBETIIO-XKEATOTO JI0 KEIATOTrO IBETa, C PUCKOU
Ha OJIHO¥ CTOPOHE ¥ THCHEHUEM B BHJIC CUMBOJIA «» Ha Apyroi CTOpoHe.

Jlunus paznoma (pucka) He MpeIHa3HAYEHA JIIsl pa3IaMbIBaHUS TAOIETKH.

4.  KIMHHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHHIO
[Tpenapat Humecynua rnokasan K IpUMEHEHUIO y B3pOCIbIX U AeTel B Bo3pacTe oT 12 go 18 ner
JUIs Tepanuu ocTpoi Oouu:
- 00JIb B H)KHEH 4acTH CIIMHBI /WM 00JIaCTH MOSCHULIBL;
- 00yIeBOI CHHIPOM, CBSI3aHHBIM € 3a00JIEBaHUSMH OTIOPHO-IIBUTATENBHOTO ammapara,
B TOM YHCJIC TCHIUHHUTHI, OYPCUTHI;
- 0Oousb ipu ymubax, pacTsHKEHHUSIX CBSI30K U BBIBHXaX CYCTaBOB;
- 3yOHast 60Ib;
- CHMIITOMAaTHYECKOE JICYCHHE 0CTe0apTpo3a (0CTeoapTpuTa) ¢ OOJIEBBIM CHHAPOMOM;
- TIepBUYHAS aJTbIrOAUCMEHOpES!.
[Ipenapat nmpenHasHaueH JJii CHMOTOMAaTHYECKON TEparuu, yMEHbIIEHUs OOJIM M BOCHAIECHUS
Ha MOMEHT HCII0JIb30BaHMsl, Ha MPOrpecCUpoBaHue 3a00JIeBaHMs HE BIUSET.
Humecynmua pekoMeHayeTcs Tl Tepanyy B Ka4eCcTBE TpernapaTa BTOPOH JIMHUH.
4.2. PexkuM 103MPOBAHMSA H CIIOCOO MPUMEHEH U

Pexxum mpo3upoBaHus

Bspocnvie

100 mr HUMecyuaa 2 pa3a B JISHb ITOCIIE SJIbl.
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Oco0ble rpynnbl NalUEeHTOB (NOCNEOOBATENEHOCTE 0002)

Tlayuenmul nodwcunozo eospacma
CHMXAaTh CyTOUHYIO /103y HET HEOOXOIMMOCTH.
Tlayuenmsi ¢ Hapywenuem hyHKyuu nouex
Koppekiius 10361 y MalMEHTOB € JITKUM B YMEpPeHHBIM HapymieHueMm ¢ynknuu modek (KK 30-
60 mu/muH) 00bIdHO He TpeOyercs. [Ipemapat Humecynun mpoTHBOMOKa3aH y MAalMEHTOB C
TsDKeNbIM HapyienueM ¢yHkuuu novek (KK <30 mur/mun).
THayuenmsi ¢ Hapyuenuem ynKyuu neyenu
[Tpumenenue npenapara Humecynua mpoTUBONOKa3aHO.
eTu
[Tpumenenue npenapara Humecynun y aereit mnaame 12 neT npoTUBOIIOKA3aHO.
[Tpumenenue npenapara Humecynua y moapocTKoB He TPEOYET KOPPEKIIUH JO3BI.

Cnoco6 IIPUMCHCHUA

Buaytpe. Ilpunumars mocie eapl, 3amuBas JOCTAaTOYHBIM JJIS TPOTJIATHIBAHHS TaOJIETKH
KOJIMYECTBOM BOJBI.

Cnenyer Ha3zHayaTh MHUHUMAIbHYIO J(PQGEKTUBHYIO 103y C MaKCUMaJIbHO BO3MOXHBIM
KOPOTKUM KYpCOM Jie4eHHs. MakcuMalbHas MPOJOJIKUTENBHOCT JICUCHHUS] HUMECYIHIOM
cocraBisieT 15 mHel.

4.3. TlpoTuBomoKa3aHusA

- ['unepuyBCTBUTENBHOCTh K HHUMECYIUIY WM K JIOOOMY U3 BCIOMOTaTElIbHBIX BELIECTB,
MEPEUNCIIEHHBIX B pazjene 6.1;

- TIOJTHO€ WJIM HETIOJHOE COueTaHne OPOHXUATBLHOM aCTMBI, PELUIMBUPYIOIIETO MOJIUII03a HOCA,
OKOJIOHOCOBBIX Ta3yX UM HEMEPEHOCHMOCTh AaleTHICATUIMIOBON KHUCJIOTHI U JAPYTHUX
HECTEPOUIHBIX MPOTUBOBOCTIATUTENbHBIX TipenapatoB (HIIBII) (B T.4. B anaMHe3e);

- TenaTOTOKCHUYECKUE PEaKLUU Ha HUMECYJIN]I B aHAMHE3E;

- OJHOBPEMEHHOE TMPUMEHEHHE C JAPYIMMH  JICKapCTBEHHBIMH  IIpernapaTtamMu ¢

NOTEHLIMAIbHON TeNaTOTOKCUYHOCThIO (Hanpumep, npyrumu HIIBIT);

XPOHHYECKHE BOCHAIMTENbLHBIC 3a00JIeBaHMs KUIIEYHUKA (00s1e3Hh KpoHa, sSI3BeHHBINH KOJIHT)
B (haze obocTpeHus;

- TMEPUO/J IOCJIe A0PTOKOPOHAPHOTO IIYHTUPOBAHHUS;

- JIUXOPaJOYHBIA CUHAPOM IIPH MPOCTYJI€ U OCTPHIX PECIUPATOPHO-BUPYCHBIX NH(EKIUSAX;

- TOA03PEHHE Ha OCTPYIO XUPYPTUUECKYIO TATOJIOTHIO;

- si3BeHHast 00JIC3Hb XKEIyIKa WK JIBEHAAIATUIICPCTHON KUIIKHU B (pa3e 000CTpeHHUS;

- 3PO3UBHO-SI3BEHHOE MOPAKEHHE JKEIYJOYHO-KUIIIEYHOTO TPaKkTa B paze 000CTpeHus;

- OPO3UBHO-A3BCHHOC MMOPAKCHUE KCITYJOYHO-KUIIICYHOI'O TPAKTa B AaHAMHE3E,
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¢ npeamecteyronie tepanueit HIIBII;

- 1epeOpoBacKyIsipHbIE KPOBOTCUCHHsI B aHAMHE3€, JPYTrMe aKTUBHBIE KPOBOTCUCHHS WU
3a00JIeBaHus1, COMTPOBOXK/IAIOIINECS TTOBBIIIEHHONH KPOBOTOUYUBOCTHIO;

- TsDKEIble HapYILEHUsl CBEPThIBAaHUS KPOBH;

- TsDKeJas cepJieyHasi HeAO0CTaTOYHOCTD (B CTAAUU JCKOMIICHCAIUH);

- TsDKelas Mo4eYHas Hel0CTaTOYHOCTh (KIMpeHC KpeatnHuHa MeHee 30 Mi/MuH);
- TIporpeccupyloiiee 3a00JeBaHUE MTOYEK;

- TOJTBEp:KIEHHAs TMIIEPKATUEMUSI;

- TIEYCHOYHAsl HEJJOCTATOYHOCTb, AKTUBHOE 3a00JI€BaHUE ITCUYCHH;

- JeTcKHii Bo3pacT 1o 12 mer;

- 0epeMEeHHOCTh U MEePUOJI TPYTHOTO BCKAPMIIUBAHUS;

- QJIKOTOJIU3M;

- HapKOTHYECKas 3aBHCUMOCTb.

4.4. OcoOble yka3aHUsA U MepPbI NPEA0CTOPOKHOCTH MPH MPUMEHEHUH

C 0CTOPOKHOCTEIO

- apTepualibHas TUIEPTEH3US;
- HIeMu4eckas 00JIe3Hb Cep/Ila;

- 1epedpoBacKyISIpHBIC 3a00JICBaHUS;

- TsDKelsas cepieyHasi HeI0CTaTOUYHOCTb;

- TUCITUNMIEMUS/TUICPIUITUIEMHUS;

- caxapHblii AuaderT;

- 3abosieBaHUs epUPEPUIECKUX apTEPHil;

- reMopparuyeckuil auares;

- KYypEeHHUE,

- TIOYeYHas HeOCTaTOYHOCTH (KiupeHc kpeatnHruHa 30-60 Mu/mMun);

- aHAMHECTHYECKHWE JaHHBIE O pa3BUTUM DPO3UBHO-S3BEHHOTO TMOPAKEHHS IKETYIOYHO-
kutreunoro Tpakta (OKKT), nHamnune undexiun Helicobacter pylori;

- TOXWIOH BO3PACT;

- nnurenbHoe npuMeHenue HIIBIT;

- yactoe ynoTpeOsieHHe aJKorojs, TsbKeIble coMaThuyeckue 3a00JieBaHus, CUCTEMHasl KpacHast
Bonyanka (CKB) u npyrue cucremuble 3a0071€BaHMs COETUHUTENBHOM TKaHU;

- CONYTCTBYIOULIas Tepamnusi CIEAYIOIIMMHU IIpernapataMi: aHTUKOAryJIsHTHl (Hampumep,
BappapuH), aHTHAarperaHTel (HampuMep, aUEeTWICAIUIMIOBAS KHCIOTa, KIOMUAOIpeN),

nepopajgbHble TIIOKOKOPTUKOCTEPOU B! (HAIpUMeEp, MPEAHU30JI0H), CEIEKTUBHBIE MHTUOUTOPHI
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00paTHOro 3axBaTa CEPOTOHHMHA (HAIPUMAD, unfﬁg'ﬂpaﬁ;':(fﬁﬁ%ﬁﬁ, C Tn%pbﬁt‘:é‘mH,

CepTpajuH).

HexenarenbHble peakuud MOKHO CBECTM K MHUHHUMYMY IIpM IPUMEHEHUHM IIpernaparta B
MUHUMaJIbHOH 3((eKTuBHOW 103¢ NpU MHUHUMAIBHOW  JJIUTEIBHOCTH  IPUMEHEHMS,
HE00X0AUMOM AJIs1 KyIUpOBaHUsI 00JI€BOI0 CHHpOMA.

HmeroTcs naHHbIe 00 OYEHb PEIKHMX CIIydasiX Cephe3HBIX PEaKIMi CO CTOPOHBI MEYECHU, B TOM
4uCIe, CIydasX JIETaIbHOTO HCXO0Ja, CBS3aHHBIX C IIPUMEHEHUEM HHUMECYIUACOAEPKALINUX
npenapartoB. IIpy mNoOsABIEHHMM CHUMITOMOB, CXOXKHX C IIPU3HAKAMH IOPAXCHUS IICUYECHU
(aHOpeKCHsl, KOKHBIN 3yJ], IOXKEITEHUE KOXKHBIX MOKPOBOB, TOLUIHOTA, PBOTA, OOJIM B JKUBOTE,
NIOTEMHEHHUE MOYM, [IOBBIIIEHUE AaKTHMBHOCTM «IIEUYEHOUYHBIX» TpPAaHCAaMUHA3) CIEAYET
HEMEUICHHO TPEKpaTUTh TNPHUMEHEHHE HUMeCYlIHJIa M o0paTHTbcs K Bpauy. lloBTOpHOE
IPUMEHEHHE HHUMECYIMJa Yy TakKWX [allMeHTOB MpoTHBONoOKa3aHo. Ilocne 2-x Hexens
OpUMEHEeHHUs  [penapara  HEOOXOOUM  KOHTpOJb  IOKa3aTenedl  (QyHKUMHM  NE€YEeHHU
(«rpancamuHa3zbl»). CooOmIaeTcss 0 peakusaX cO CTOPOHBI MEYEHHU, UMEIOMUX B OOJIBIIMHCTBE
cilydaeB OOpaTHUMBII XapakTep, TPy KPaTKOBPEMEHHOM IPUMEHEHUH Tpenapara.

Bo Bpems npuMeHeHUs HUMECYIuAa IALKUEHT JOJDKEH BO3JEP)KaTbCs OT IpUEMa APYTHUX
aHajpreTukoB, Bkarouas HIIBII (B 1.4. cenektuBHbe HTHOUTOPHI [[OI'-2).

Humecynup cnenyer NpUMEHATH C OCTOPOKHOCTBIO y IALMEHTOB C JKEIYyJA0YHO-KHUIIECYHBIMU
3a00JIeBaHUSAMU B aHaMHe3€ (SA3BEHHBIM KOJMUT, Oosie3Hb KpoHa), MOCKOJIBKY BO3MOXKHO
o0ocTpeHue 3Tux 3abosieBaHUM. PUCK BO3HUKHOBEHHS JKEINYJI0YHO-KHILIEYHOTO KPOBOTECUCHMS,
NEeNTUYECKON s3BbI/TIeppOpaluu KelyAKa WIM JBEHAIUATUIIEPCTHOW KHUIIKH IOBBIIIAETCS Y
NAlUEHTOB ¢ HaimuuueM si3BeHHoro nopaxkeHus KKT (s3BeHHblit komut, 6one3nbp Kpona) B
aHaMHe3€, a TaKKe Yy NOXWIBIX MMAalMeHTOoB, ¢ yBenudyeHueMm ao03sl HIIBII, mostomy ieuenue
CllelyeT HauYMHaTh C HAaUMEHbILIEH BO3MOXHON 03bl. TakMM NallMEHTaM, a TAKXKe MalMEeHTaM,
KOTOPBIM TpeOyeTcsi OAHOBPEMEHHOE NMPUMEHEHHE HU3KHUX /103 alleTHIICATULUIOBOM KHUCIOTHI
WIM JpPYTUX CPEACTB, TOBBIIIAIOMIUX PUCK BO3HUKHOBEHHUS OCJIOXHEHMH CO CTOpPOHBI
JKEIYJOYHO-KMIIIEYHOTO  TPakKTa, pPEKOMEHAYeTCs  JIONOJIHMTEIBHO  Ha3HAadaTbh  I[pUEM
racTpONpOTEKTOPOB (MU30IPOCTONI MJIM OJOKAaTOpsl MNPOTOHHON mommbl). [lanmeHTsl C
3aboneBanusaMu JKKT B aHamHe3e, B OCOOCHHOCTH TMOXKWJIbIE MAaLlMEHTHI, JOJDKHBI COOOIIATh
Bpauy O BHOBb BO3HHMKIIMX cumnTomax co ctopoHbl JKKT (ocobeHHO 0 cumnToMax, KOTOphIE
MOTYT CBHJIETEILCTBOBATH O BO3MOXHOM KEJTyI0YHO-KUIIEYHOM KPOBOTEUEHHUN ).

Humecynupn cnemyer Ha3HadaTh C OCTOPOYKHOCTHIO IMAllMEHTaM, NMPUHUMAIOIIMM IIpenaparsl,
YBEJIMYMBAIOLINE PHUCK HU3BSA3BICHUA WIM KpPOBOTEUEHHs (TepopajibHbleé KOPTHUKOCTEPOUIBI,
AQHTUKOAryJsSiHThl, Hampumep, Bap(apuH, CEIeKTUBHbIE HHTUOUTOPHI OOpaTHOroO 3axBaTa

CECPOTOHHMHA WA aHTI/ITpOM6OI_II/ITapHBIe Ar¢HThl, HANIPpUMEpP, AUCTUIICAITIMINIIOBAA KI/ICJ'IOTa). B
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XKKT y mnauueHTOB, NPUHUMAIONMX HUMECYIWJA, JIEUCHHE IpenapaToM HEOOXOIUMO
HEMEIJIEHHO MPEKPaTUTb.

YuuThiBas COOOIICHUS 0 HAPYIISHUAX 3PCHUS Y MallMeHTOB, mpuHuMaBiiux apyrue HIIBII, mpu
MOSIBJICHUU JIIOOOTO HApyIIECHUs 3PEHHs] IPUMEHEHUE HUMECYIUAa JOJDKHO OBITh HEMEJICHHO
IPEKpaIleHo U MPOBEICHO 0(TAIEMOJIOTHYECKOE 00CIeIOBaHHE.

[Ipemapat MOXET BbI3BIBATH 33JEPKKY JKMJIKOCTM B TKaHAX, I103TOMY IallUEHTaM C
apTepUalibHON TUIIEPTEH3UEH, C TIOYCUHON W/UITH CEPACUYHON HE0OCTaTOYHOCTHIO, HIIIEMUYECKON
OoJIe3HBIO cepjla, 3a0oJieBaHUEM MepuepruecKux apTepuil W/Wiau 1epeOpPOBACKYISIPHBIMU
3a00JIeBaHUAMH, C HAIWYHEM (PaKTOPOB PHCKA Pa3BUTHS CEPIACUYHO-COCYAUCTHIX 3a00JieBaHMIA
(Hanmpumep, THUNEPIUNUIEMUEH, CaxapHbIM AUA0ETOM, y KypAIIWX) HUMECYIUJ CIEIYEeT
OPUHUMATh C OCOOOH OCTOPOXKHOCTBIO. B cllydae yXyAlIeHUS COCTOSHUS, JICUCHUE
HUMECYJIHI0OM HEOOXOMMO MPEKPATUTb.

Knunuueckue uccienoBaHus U 3MHUAEMUOJIIOTMYECKUE JIAaHHBIE MO3BOJIAIOT CIEJATh BBIBOJ O
tom, 4yro HIIBII, ocoOeHHO B BBICOKMX 033X W MpPHU UIUTEIHHOM IPHUMEHEHHH, MOTYT
MPUBOJIUTH K HE3HAUUTEIHHOMY YBEIMYEHHUIO PUCKAa BOSHMKHOBEHHS MH(papKTa MHOKapa WU
UHCYJbTa. [N HCKIIOUEHUs pHCKa BO3HUKHOBEHHS TAaKUX COOBITHH MpU NpPUMEHEHUU
HUMECYJIN/Ia JaHHBIX HEJJOCTATOYHO.

[Tpy BOSHMKHOBEHHH NPU3HAKOB «IIPOCTYIBD» WM OCTPOH PECTIMPATOPHO-BHUPYCHOW MHQEKINH
B IIpoLIecCe MPUMEHEHHSI HUMECYIIH/Ia MPUeM IpernapaTa JOJIKeH ObITh MPEeKpallleH.

Humecynua MoXeT H3MEHSTh CBOHCTBA TPOMOOLMTOB, MOATOMY HEOOXOJMMO COOII0AaTh
OCTOPOXHOCTh IpPH NPUMEHEHHM Mpenapara y JIMI ¢ FeMOpPparddyeckUM JHMaTe30M, OJHAKO
npernapar He 3aMeHseT NPOPHIAKTUYECKOTO IEMCTBHS aleTHJICATMIMIOBOM KHUCIOTHl MpU
CepAEYHO-COCYTUCTBIX 3a00I€BAHUAX.

HmeroTcss naHHBIE O BO3HUKHOBEHHHM B PEIKUX CIydasx KOXHBIX peakiui (Takux Kak
SKC(OIMATUBHBIA AepMaTuT, cuHIpoM CTuBeHca-/[)KOHCOHA, TOKCHYECKUU SMUIACPMAIbHBIN
Hekponu3) npu npueme HIIBII, B Tom uncne u aumecynuaa. [lpu nepBeIX NposSBICHUSX KOXKHOU
CBIIIM, MOPAKEHUM CIM3UCTBIX O0O0JIOUEK WM JPYTUX MpPHU3HAKAX aJUIEPrHUecKOd peakluuu
IIPUEM HUMECYJIUA CIENYET HEMEUIEHHO IIPEKPATUTh.

3auKcUpOBaHbI Cllydad BOSHHUKHOBEHHS 3pUTEMBbl (PUKCUPOBAHHON MpU MpHEMe HUMECYIHIA.
Humecynun He cienyer Ha3HauaTh MAlUMEHTaM C  AMHU30JaMU  Pa3BUTHUS  DPUTEMBI
(UKCUPOBAHHOM, CBA3aHHON C MPHEMOM HUMECYNIH/A, B aHaMHe3e (cM. paszen 4.8.).
[IpumeHeHne mpenapata MOXKET OTPHUIATENBHO BIHATH Ha JKEHCKYIO (DepTHIBHOCTH M HE

PEKOMEHAYCTCA KCHINNHAaM, IJIAHUPYIOIIHUM 6epeMeHHOCTB.
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ITanmeHTHl TOKHUIIOTO BO3pacTa

CMNEPTHOMY OTYETY

[Toxuiible manueHThl 0COOCHHO MOJBEPKEHBI HeOmaronpusaTHeIM peakuusM Ha HIIBII, B Tom
YHUCI€ PUCKY BO3HUKHOBEHMS IKETYAOYHO-KUIIEYHBIX KPOBOTEUEHHWH M mepdoparmid,
YIPOXKAIOLMUX JKU3HU MALMEHTa, CHIKEHUIO (YHKIUM noyek, nedeHu u cepaua. Ilpu npueme
HUMECYIuAa U1 JAHHOM KaTeropuu NalMEeHTOB HEOO0XOAUM HaJUleXalluil KIMHUYeCKUH
KOHTPOJIb.
45. B3aumopeiicTBHe ¢ JAPYIMMH JIEKADCTBEHHBIMH IpenaparaMM M JApyrue BHABI
B3aHMMOJAEHCTBUSA
I'nioxokopmukocmepoudsl TOBBIIIAIOT PUCK BO3HUKHOBEHUS 3PO3UBHO-A3BEHHOIO MOPAXKEHUS
HKEITyJ0YHO-KUILIEYHOI'O TPAKTa UM KPOBOTEUEHUS.
AnmumpomboyumapHvle cpeocmea u celeKmughble UHSUOUMOPbL NOEMOPHO20 NO2NOWEHUs
cepomonuna (SSRIS), Hanipumep, giyoxcemun, yBEINIUBAIOT PUCK BOZHUKHOBCHHUS HKEITYI0YHO-
KHILIEYHOIO KPOBOTEUYCHHUS.
Anmuroaeynaumet. HIIBII MOTyT ycHIIMBaTh NeHCTBUE aHTHKOATYJISTHTOB, TAKUX KaK eapghapuH,
WIM  [penapaToB,  OOJAJaOIIMX  AHTUTPOMOOLIMTApHBIM  JACMCTBHEM, TaKuUX  Kak
ayemuncanuyunoeas Kucioma. VI3-3a MOBBIIMIEHHOIO PUCKAa KPOBOTEUEHUH Takas KOMOMHALUs
HE PEKOMEHAYETCSl M NPOTHUBOIIOKA3aHA NALMEHTaM C TSDKEJIBIMM HApPYIIEHUSMHU KOaryJisiLuu.
Ecnmu koMOMHHMpOBAaHHOW Teparmuu BCE JK€ HENb3s H30exarb, HEOOXOAWMO TPOBOAUTH
THIATEJIbHBIM KOHTPOJIb [10Ka3aTeJe CBEPThIBAEMOCTH KPOBH.
pyeue HIIBII. OnHOBpEeMEHHOE MPUMEHEHHE HUMECYIHICOAEPKAILUX PENapaToB ¢ APYyTUMHU
HIIBII, Bxitouas aneTUICAIULINMIOBYIO KUCIOTY B pa30Boi f03e 6osee | T miim B CyTOYHOM 03¢
Oonee 3 r, HE peKOMEHAYyeTCsl.
Huypemuxu. HIIBII Moryr cHuxaTh JeHCTBUE IUYPETUKOB. Y 3JI0pPOBBIX J00pOBOJIBLIEB
HUMECYJIU/l BPEMEHHO CHUXKAET BBIBEJIEHUE HATpHUs MOJ JIeHiCTBUEM ¢hypocemuoa, B MEHbLIEH
CTETIEHU — BbIBEJICHHE KaJlusl U CHUXKAeT cOOCTBEHHO auypeTudeckuil adext. OqHOBpeMEeHHOE
NpUMEHEHHE HUMECYJIUIa U pypocemMuIa MpUBOIUT K YMEHbIICHUIO (TprOIu3uTeabHo Ha 20 %)
IUIOMIAM TIO/1 KPUBOM «KOHIEeHTpauusi — Bpems» (AUC) M CHIDKECHHIO KyMYJISTHBHOM
AKCKpenuu ¢ypocemuja 0e3 M3MEHEHHs MOYEYHOro KiupeHca gypocemuna. OJHOBpEMEHHOE
npuMeHeHHe (GypoceMuia i HUMeCyIuaa TpeOyeT OCTOPOKHOCTH Y MAIlMEHTOB C MOYEYHOH M
CEp/IeYHON HEAOCTaTOYHOCTHIO.
HUneubumopor aneuomenzunnpespawarowezo gpepmenma (AIIP) u anmaconucmol peyenmopos
aneuomensuna-11. HIIBII MoryT cHMKaTh A€WCTBUE TMIIOTEH3UBHBIX MPENaparoB. Y MalueHTOB
C TIOYEYHOM HEJOCTaTOYHOCTBIO JIETKOM M CpefaHed creneHu (KIMpPeHC KpeaTHHHHA
30-60 wmu/MWUH) TIpH OJHOBPEMEHHOM TIpUMEHEHWH WHTHOUTOpoB AIID, aHTaroHWCTOB

penentopoB anruoteHsuHa |l u cpeacTs, momapisronux cucremy Iukiookcurenassl (HIIBII,
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aHTUArperaHThl), BO3MOXKHO JaJIbHEHIIee yXyalieHue @ﬁ&%ﬂ%@g&ﬁT@gﬁ%b&ﬁnkr Qc;llpoﬁ

CMNEPTHOMY OTYETY

MOYEYHOW HEJOCTATOYHOCTH, KOTOpast, KaK MpaBmiIo, ObIBaeT 00paTuMOii. DTH B3aUMOJCHCTBUS
ClIeZlyeT YYUTHIBAaTh y MAIMEHTOB, MPUHUMAIOIIMX HUMECYIU B COYETAaHUH C MHIHOUTOpaMu
AIl® wunm antaronucramu perentopoB anruoreHsuHa |l. Iloatomy omgHOBpeMeHHOE
IPUMEHEHHE JTUX [PEenapaToB CJEIYyeT OCYUIECTBIATh C OCTOPOXKHOCTBIO, OCOOEHHO Y
NOXKUJIBIX ManKueHTOB. [lalMeHThl NOJKHBI MOJIYy4YaTh JIOCTATOYHOE KOJIMYECTBO HKHUJKOCTH,
TaKXe CIeAyeT TIATeIbHO KOHTPOJIUPOBATh (PYHKIHMIO IMOYEK IOCIIE Hadyaja OJHOBPEMEHHOTO
MPUMEHEHHUS.

Mugenpucmon. B cBs3U ¢ TEOPETUUECKUM PUCKOM M3MEHEHUs 3PPeKTUBHOCTH MUETPUCTOHA
0] BIIMSIHUEM WHTUOUTOPOB cUHTe3a npocrarianauHos, HIIBIT He cienyeT nmpuMeHsTh paHee,
yeM uepe3 8-12 cyTok mocie oTMeHbl MH(ETIPUCTOHA.

Nwmerorcss nmannbie o toM, yro HIIBII yMeHpmaroT KIMpEeHC Jumus, 4YTO TPUBOAUT K
MOBBIIICHUIO KOHLIEHTPALUU JIUTUS B TUIa3ME€ KPOBU U €ro TOKCUYHOCTH. llpu mpumeneHuun
HUMECYJIM/Ia Yy TAalMeHTOB, HaXOJSIIMXCS Ha Tepanuu I[penaparaMyd JIMTUS, CIELYeT
OCYILIECTBIISATh PETYJSPHBIA KOHTPOJIb KOHIEHTPALUU JINTUS B IJ1a3Me KPOBH.

KimHMYeckn 3HAYUMBIX B3aUMOJCHCTBUM C 2aUOEHKAAMUOOM, MEOPUITUHOM, OUCOKCUHOM,
YUMEMUOUHOM U AHMAYUOHBIMU npenapamamu (HalpuMep, KOMOMHAIUS aTIOMUHHUS U MarHus
TUIPOKCHUIOB) HE HAa0III0/1aJ1ach.

Humecynun nogasisier aktuBHOCTh n3odepmenta CYP2C9. Ilpu oqHOBpeMEHHOM NMPUMEHEHUH
C HUMECYJHJOM IIpernapaToB, SBISIOMIUXCS cyOcTparaMu S5TOro (epMeHTa, KOHIEHTpaIus
MOCJIEAHMX B IUIa3ME MOXKET MOBBIILIATHCS.

[Tpu Ha3HaueHHM HUMECYIHJla MEHee 4eM 3a 24 yaca J0 WIM MOCje IpUeMa Memompekcama
TpeOyeTcs coOt0/1aTh OCTOPOKHOCTh, TaK KaK B TaKUX CIIydasx ypOBEHb METOTpeKcaTa B
IU1a3Me KPOBHU M, COOTBETCTBEHHO, TOKCHUECKHE 3()(HEKThI MOTYT MOBBIIIATHCS.

B cBs3u ¢ neiicTBrEeM Ha MOYEYHbIE MPOCTAriaHIuHbl, MHTHOUTOPBI CHHTETa3 MPOCTarJaH/AnHOB,
K KaKUM OTHOCHUTCS HUMECYJIU, MOTYT MOBBIIIATh HEPPOTOKCUUHOCTD YUKTIOCNOPUHOS.
HccnenoBanus in Vitro mokas3aiy, YTO HHUMECYJHI BBITECHSICTCS W3 MECT CBSI3bIBAaHHS
Moa0ymamuoom, Caruyuio8ou Kuciomou u eanvnpoegoi kuciomoi. HecMoTpst Ha TO, 4yTO
JTaHHbIE B3aMMOJIEHCTBHs OBUIM OINpEAEieHbl B IUIa3Me€ KPOBH, YKazaHHble 3(PQeKTsl He
Ha0JII0/IAJTHCh B MpoLiecce KIMHUYECKOTo MPUMEHEHHs Ipernapara.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDH U JIAKTALMS

bepemenHOCTD

Kak u npyrue npenapatsl u3 kinacca HIIBII, koTopbie HHTUOUPYIOT CHHTE3 MPOCTAriIaH/INHOB,
HUMECYJIN MOXKET OTpPULATENbHO BIMATH HAa TEUYeHHE OepeMEHHOCTH W/WIM Ha pa3BUTHE

HMOpHOHA M MOKET NPUBOAUTH K MPEXKAECBPEMEHHOMY 3aKpPBITHIO apTepHaIbHOTO MPOTOKa,
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MOET MEPEXOUThH B MOYECUHYIO0 HEJOCTATOYHOCTh C OJIMTYPUEH y TI0/1a, K MOBBIIIEHUIO pUCKa
KPOBOTCUCHHM, CHIIKEHHIO KOHTPAKTHIBLHOCTH MATKH, BO3HUKHOBEHHIO TEepU(EePUICCKUX
OTEKOB y Matepu. [[pumMeHeHrne HuMecynuaa B mepuoj; 0epeMEeHHOCTH ITPOTUBOIIOKA3aHO.
JlakTamus

[IpumeneHnre HUMeCYIIHU/1a B IEPUO/] TPYIHOT'O BCKApMIIMBAHUS POTHUBOIIOKA3aHO.

DdepTUabHOCTD

[Tpumenenue npenapara Humecynua MoXeT OTpUIATENFHO BIUATH HA KEHCKYIO (DEpTHIIBHOCTh
(He peKOMEeHIyeTcs KEHIIMHAM, TUTAaHUPYIOIIUM OepeMEHHOCTB ).
4.7. Bausinme Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CpPeACTBAMH H PadoTaTh €
MeXaHU3MaMH
Bnusnue mnpemapata Humecynua Ha CKOpPOCTh INCHXOMOTOPHBIX pPEaKIUil CHEIUAIBHO HE
u3ydagocb. TeM He MeHee, MalUeHTaM, Y KOTOpBIX Iocie mpuema mpemnapara Humecymnun
Ha0JII0/1aeTCsl TOJIOBOKPYKEHUE WM COHJIMBOCTh, HEOOXOAUMO COONIOAATH OCTOPOKHOCTH IpU
VIPaBICHUN TPAHCIIOPTHBIMU CPEACTBAMH M 3aHATHUSX JPYTUMHU IMOTEHIIMAILHO OMACHBIMU
BUJAMH JESITENbHOCTH, TPEOYIOIIMMH TOBBIIICHHON KOHIEHTPAllMd BHUMAHUS H OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUH.
4.8. HexenatelbHbIe peaKIUu
JlanHble KIMHUKO-3IUJEMHOIOTMYECKUX HUCCIEJOBAHUM CBUJETEIBCTBYIOT O TOM, 4YTO
murtenbHoe npuMeHeHue Jo0bix HIIBIT (0co6eHHO B BBICOKHX J103aX) MOTEHIIMAIBHO MOKET
COMPOBOXKAATHCS  YBEJIMYEHHWEM pHCKa BO3HUKHOBEHHUS TpombOo3a apTtepuii (B T.u.
MPOSBISAIOLIErOCs THPAPKTOM MUOKap/a WM UIIEMUYECKUM UHCYIBTOM).
Ha ¢one npumenenuss HIIBII BO3MOXHO pa3BUTHME OTEYHOIO CHHApPOMA, apTepUaibHOU
TUIEPTEH3UH, YCYTyOIeHne TeUeHHs ceplledHON HeJocTaTouHOCTH. OUeHb peaKo coo0Ianoch o
BO3HUKHOBEHUHU CEPHhE3HBIX KOXKHBIX peakiuil, BkIoyas cuHApoMm CrtuBeHca-J[)KOHCOHA U
TOKCHYECKHUH 3MHUIEPMAIIbHBIN HEKPOJIN3.
Yamie Bcero HaOMIOAIOTCS Pa3IMYHBIC JKETYJA0YHO-KUIIEYHBIE PacCTporcTBa (OCOOEHHO Y
MPEIPACTIONONKEHHBIX M MOXKUIBIX JIUI): TENTHYECKUE S3BBI, MepPoparus CTCHKH KEIyI0YHO-
KHIIEYHOTO TPaKTa, Pa3BUTHE MOTEHIUATBHO TSKENBIX JKETYJOYHO-KUIIEYHBIX KPOBOTECUCHHIA,
TOIIHOTAa, pPBOTAa, KpPOBaBas pBOTA, METEOPU3M, OOJIM B JKHUBOTE, AMApes, 3amop, MeEJeHa,
CTOMATHT, SI3BEHHBII KOJUT, peke HAaOI0Ial0TCs MPOSBIECHUS TacTPUTA.
HwxenpupeneHHbie HeXXeNaTeIbHbIC peakiiuy Ha (JOHE TIpUeMa HUMECYIH/Ia ObUTH BBISBIICHBI B
X0J1e KOHTPOJIUPYEMBIX KIMHUYECKUX MCCIEAOBAHUMN, a TAK)KEe MAPKETHHTOBBIX HAOIOICHHIA.
YacroTa BO3HUKHOBEHHS] HEKEJIAaTENbHBIX pEaKIUil olpeaensiach B COOTBETCTBHH CO

creayromiel kmaccudukanueii: ogenb gyacro (> 1/10); gacto (> 1/100 u < 1/10); meuacto
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( > 1/1000 u < 1/100); peaxo (= 1/10000 u j< 1/1000)26udab pEKEHLETH0000)) Hherora

HEU3BeCTHA (He MOXKET OBITh MOJICYMTAHA HA OCHOBAHUH UMEIOIIUXCSI TAHHBIX ).

Hapywenua co cmoponst Kposu u JIuUM@PAMUUECKOU CUCMEMbl: peOKo — aHEMHA,
S03UHO(UIINS, TEMOPpPAruu; oueHb peoko — TPOMOOLMTONEHUS, MAHLUTONCHUS, MypIypa
TPOMOOLIUTONICHUYECKAsA, YBEIIMYCHHE TUTETbHOCTH KPOBOTEUCHHIA.

Hapywenusa co cmopoHbl UMMYHHOU CUCHIEMbL: PeOKO — PEAKIMH TUIIEPYyBCTBUTEIBLHOCTH;
0YeHb peoxo — aHa(UIIAKTOUTHBIC PEAKITUH.

Hapywenusa ncuxuku: peoko — 4yBCTBO CTpaxa, HEPBO3HOCTb, «KOIIMAPHbBIE)» CHOBUACHHUS.
Hapywenusa co cmoponsl HEPEHOII cUCHEMbl: Heuacmo — TOIOBOKPYXKEHHE, OUeHb peoKo —
roJioBHast 00JIb, COHIMBOCTD, dHIIe(aionaTus (CHHAPOM Peiie).

Hapywienua co cmoponvl opzana 3peHus: peoko — HEUYETKOCTb 3PEHUS, OUYeHb DPeOKO —
HapyIICHUE 3PEHHUSI.

Hapywenus co cmoponst opzana ciyxa u 1a0upuHmHusle HAPYWeHUA: 04eHb peOKo — BEPTUTO.
Hapywenus co cmoponst cepoya: peoko — TaXukapaus, OIIyIeHHe ceparieOneHus.
Hapywenusa co cmoponst cocyoos: Heuacmo — NOBBIIIEHUE apTEePUAIBHOTO JABICHUS, PeOKO —
1aOUITBHOCTD APTEPUATBHOTO JaBIICHUS, «IIPUIIMBBD) KPOBH K KOXKE JIHIIA.

Hapywenusa co cmopousl ObIXGMeIbHOU CUCHIEMbl, OpP2AHO8 2PYOHOU KIemKu U
cpedocmenua: Hewacmo — OJBIIKA; OueHb pedko — O0OCTpEeHHE OpOHXWAIBHOW AacTMBI,
OpoHxOCMa3M.

Hapywenusa co cmoponsl >ceny00uyHo-KUWIEeUHO020 mpaKkma: uyacmo — Juapes, TOUIHOTa,
pBOTa; Heuacmo — 3amop, METEOPU3M, TaCTPUT, >KETyJOUYHO-KUIIEYHOE KPOBOTEUEHHUE, S3Ba
u/vim niepQoparus KerryaKa Wi ABEHAANATHIICPCTHON KUIIKH; 0YeHb peoko — 00NN B )KUBOTE,
JIMICTICTICHSI, CTOMATHT, IerTe00pa3HbIi CTYII.

Hapywienua co cmoponst neueHu u HcenuegvleoOAWUX nymeil: uacmo — TIOBBIIICHUE
AKTUBHOCTH  «IIEUYEHOUYHBIX» (EPMEHTOB; OueHb pedko — TeNaTuT, MOJIHUEHOCHBIN
(pynpMUHAHTHBIN) renaTuT (BKJIIOYAs JIETAIbHbBIE HCXO/IbI), KEITYXa, X0JIECTas.

Hapywenus co cmoponsvl Kodxcu U ROOKOMCHBIX MKAHeEN: Heuacmo — 3yI, KOXHas CHIIb,
MOBBIIIEHHAs] TOTJIMBOCTh; peoKo — OHpPUTEMa, JAEPMATHT, OueHb pedKo — KpamnuBHUIIA,
AHTMOHEBPOTHYECKUI OTEeK, OTeK Iuia, MHOrodopMHas sputema, cunapom CTHUBeHca-
JI>KOHCOHA, TOKCHYECKUI dMHIepMaIbHbIM HEKpoau3 (cuHapom Jlaiiemna); yactora HEM3BECTHA
— sputema puKCHupoBaHHas (CM. pazaen 4.4.).

Hapywenusa co cmoponst nouek u mouesvlgo0AuUX nymei: peoko — IU3ypusi, remMarypus,
3aJepKKa MOYEHUCHYCKAHUS; OYeHb pedko — TI04eYHas HEeAOCTaTOYHOCTh, OJHUTYpHS,

MHTEPCTULUAIBHBIN HEPPUT, TUNIEpPKATUEMUS.
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Oougue paccmpoiicmea u HaApYyUEHUA 8 MeCIE seederiits ;te-ltg%fﬁ%éi;ﬁqgékﬁe'&éKn,

PpeoKo — HelIOMOTaHue, aCTCHUS; OUYeHb PeOKO — TUTIOTEPMHUSL.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coob1iaTe 0 moJ03peBaeMbIX HeKeIaTeNbHbIX PEeaKIUIX MOCJIe PEruCTpaluu npenapara
C 1enpl0 oOecrnevyeHHus HENpephIBHOIO MOHHUTOPUHIA COOTHOILIEHHUS <II0JIb3a — PHUCK»
JICKapCTBEHHOTO Mpernapara. MeIuMHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MO/I03PEBACMbBIX HEXKEJIATENbHBIX PEAKIUAX JICKApCTBEHHOTO Mperapara 4yepe3 HallMOHAJIbHbIC
CUCTEMBbl COOOILEHHSI O HEXKeJIaTeNbHbIX peaKIUsIX TOoCydapcTB - uieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas Penepanus

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)
109012, Mocksa, CnaBsiHCKas TuIomaas, a. 4, crp. 1

Ten.: (495) 698-45-38, (499) 578-02-30

Caiir: https://roszdravnadzor.gov.ru/

4.9. Tlepeno3upoBka

CUMITOMBI

Anatus, COHJIMBOCTb, TOLIHOTAa, PBOTA, OOJb B 3MMracTpajbHOW 00JacTU. DTH CHUMIITOMBI
OOBIYHO OOpaTUMBI TPU TPOBEACHUH CHMITOMATHYECKOW U TOAJEP)KUBAIOIICH TEparuu.
B03MOXXHO TOBBIIIEHWE ApTEPUANBHOTO JIAaBJICHHS, BO3HHUKHOBEHHE JKEIYJI0YHO-KHIIEYHOTO
KPOBOTEUCHMsI, OCTPOM  IOYEUHOW  HENOCTATOYHOCTH, YIHETEHHE JbIXaHUs, KOMa,
aHa(pUIAKTOUTHBIE PEaKIHH.

Jleuenne

CumnromaTtnueckas U nojaepxuBatonias repanus. Cnenupuueckoro aHTHA0Ta HeT. B ciydae,
€CIIU Tepelo3UpoBKa MPOU30IILIa B TeUeHUE 4-X 4acoB IOcie MpHeMa mpenapaTa, He00X0AUMO
BbI3BaTh PBOTY /WM 00eCHeunTh NpueM akTuBupoBaHHoro yris (ot 60 no 100 r miast B3pocioro
YEJIOBEKa) W/WIM OCMOTHYECKOTO cilabutenbHOro cpenactBa. DOpCHpOBaHHBIA  JTUype3,
remMoauanu3, remonepdysus, 3alieradyuBaHue MOYM HEIPPEKTUBHBI U3-32 BBICOKOW CBS3H
npenapata ¢ Oenkamu Iu1a3mbl KpoBu (10 97,5 %). HeobGxonuMm KOHTpOJIb 3a COCTOSSHUEM

(YHKLUY MOYEK U TEYCHH.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmaxkoanHamMHU4YecKHe CBOICTBa

dapmakoTepaneBTHUECKasi TIpyMNa: MOPOTHUBOBOCHIAIUTENbHbIE U  MPOTUBOPEBMATHYECKHE
npemnaparbl; HECCTCPOHUIHBIC IMPOTHUBOBOCHAIUTCIBHBIC W NMPOTHUBOPEBMATHYCCKUC IIPCIIapaThl;

APYyru€ HECTCPONAHBIC TPOTUBOBOCTIATIUTEIIBHBIC U IIPOTUBOPEBMATHYCCKUC ITPETIApaThl.
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Kox ATX: MO1AX17. (NMOCNEOOBATENEHOCTE 0002)

Mexanusm neiicteus. Papmakoauaamudeckue 3QdeKTol

Humecynuyn sBasieTcss HECTEPOUIHBIM TMPOTUBOBOCHAIMTENIBHBIM CPEICTBOM U3  Kiacca
cynbhoHamuioB. OKa3pIBaeT IPOTUBOBOCHAIUTENbHOE, 00€300JIMBaIOIIEE U )KAPOTIOHUKAIOIIIEEe
nericreue. B ortiamume ot HecenektuBHbIXx HIIBII HUMecynun riaBHBIM 00pa3oM HHTHOUpPYET
uukinookcurenazy-2 (LOI'-2), TOpMO3UT CHHTE3 NPOCTAarjIaHAMHOB B OYare BOCHAJICHUS;
OKa3bIBaCT MEHEE BHIPAKCHHOE YTHETAOIIEe BO3IeHCTBIE Ha MKIooKcureHasy-1 (LIOT-1).

5.2. dapMakoKHHeTHYEeCKHE CBOWCTBA

AGcopbuus

Humecynun xopoino BcacklBaeTcsi MpU IpHEME BHYTPb (IIPUEM MHUIM CHUXKAET CKOPOCThb
abcopbumu, He BiUsAsA Ha ee creneHb). llocne omHokpaTHOro mpuema 100 Mr HHMecynHIa
MakcuMaibHag KoHueHtpamus (Cmax) B IuiasmMe KpOBH Y B3pPOCIBIX JOCTUTaeT 3-4 Mr/i u
HaOmroaercs uepes 2-3 yaca. Cs3b ¢ OenkaMu miasmel KpoBu — 95 %, ¢ sputponutamu — 2 %, ¢
munonporenHamu — 1 %, ¢ kucnbivMu anbdal -rmukonporennamu — 1 %. YBenndyeHue 10361 He
BJIMSICT HA CTETICHb CBSI3bIBAHMS.

[Tnomanes mox kpuBod «koHIeHTpamusa-Bpems» (AUC) cocraBaser 20-35 wr 49/m.
CTaTHCTHYECKU 3HAUMMBIX PA3IMUUid MEXIY dTUMU [apaMeTpamMu MOCJe€ OJJHOKPATHOTO MprUemMa
Y HAa3HAUYCHUEM Ha NMpOoTsDKeHUH 7 qHel B go3e 100 mr 2 pasza B 1eHb HE OOHAPYKEHO.

Pacupenenenue

O6bem pacrpenenenus — 0,19-0,35 n/kr. Jlerko mpoHHKaeT yepe3 TUCTOreMaTH4ecKre Oapbepbl
(B TKaHAX IKEHCKHX TIOJOBBIX OpPraHOB TIOCIE OJHOKPATHOTO TIpHEMa HUMECYIuIa
KOHIIEHTpanusi coctaBisieT okoio 40 % oT KOHIEHTparuy B IIa3Me KPOBH), B T.4. B KHCIYIO
Cpelly oudara BOCHAJIEHHS W CHHOBUAIbHYIO XHUAKOCTb (40 % u 43 %, COOTBETCTBEHHO, OT
KOHIIEHTPALUH B IJIa3Me KPOBH).

BI/IOTDaHC(bODMaHI/IH

Merabonusupyercst B MEUYEHU C y4acTMEM MOHOOKCHUI€Ha3, B T.4. cMCcTeMbl nutoxpoma P450
(CYP) 2C9. OcHoBHOW MeTa0ONMHT — BOAOPACTBOPHUMBINA 4-TUapokcuHUMecynua (25 %),
o01ajaeT CXOAHOM ¢ HUMECYIUI0M (PapMaKoIOrHUeCKOW aKTUBHOCTBIO.

DJIMMUHALNS

Humecynua BBIBOAUTCS B OCHOBHOM ¢ MO4o# (pubnusutensHo 50 % npunaroit no3el). [lepros
nonyBbiBeneHus (T1/2) Humecymuma — 3-6 4acoB, 4-TUAPOKCHHUMECYNHIA — 3-5 YacoB.
A-TUAPOKCHHUMECYIIUA BBIBOAUTCS moukamu (65 %) u ¢ xemusio (35 %), moaBepraercs
SHTEPOTeNnaTuYeCKO PeLUPKYIISIIHHU.

Bcero 1-3 % HuMecynuaa BBIBOIUTCS B Hew3MeHeHHOM Buje. [IpubmumsutensHo 29 % mo3ml

BBIBOOUTCA B BUIC MeTa0O0JIUTa C KaJIoM.
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MIOBTOPHOTO MIpHUEMa Ipernapara He MEHsSIeTCS.
VY MNanueHToB ¢ JIETKMM M YMEPEHHBIM HapylleHHeM (YHKIMHU MOYEK — KIUPEHC KpeaTWHUHA
(KK) 30-60 mu/muH, Cmax HMMECYJIMJIAa M €O OCHOBHOTO MeTabosiuTa B IIIa3Me€ KpPOBHM He
NPEBLIIAIOT TAKOBBIE Y 3JI0POBBIX J0OpOBOJBIEB. IIOBTOpPHBIN IpHeM HHUMECYJIHIA HE

COIIPOBOXKAACTCS €T0 KYMYJISLIUEH.

6. ®APMAIIEBTUUECKHWE CBOWCTBA

6.1. IlepeuyeHb BCIOMOraTe/bHBIX BEIIECTB

Lemron03a MUKPOKPUCTAIIIAYECKAS

Kpaxman kykypy3HbIi

Hatpus kpaxmMaiaraukoasaT (Tam A)

Konosuaon

[TonmATUIEHT TMKOITb

[Tomucop6at 80

Marnus cteapar

Kpemuus 1MoKcuI KOJIIOUAHBIN

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHHus)

3 roxa.

6.4. Oco0ble Mepbl NPETOCTOPOKHOCTH MPHU XPAHEHUH

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE MpHU TemIiepatype He Bbiiie 25 °C.

6.5. XapakTep M cojiep:kaHue NePBUYHON YIIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IUJICHKH MOJWBUHUIXJIOPUAHON U

(boJIbru aMIOMHUHNEBOM NEYaTHON JTAKUPOBAHHOM.

Ilo 1, 2, 3,4, 5, 6 unn 10 KOHTYPHBIX SYEUKOBBIX YIMAKOBOK BMECTE C JIMCTKOM-BKJIAJbIIIEM

MOMEIIAIOT B AYKy U3 KapTOHA KOPOOOUHOTO.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TPH  YHUYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Tpenapara WJIM OTXOA0B, IMOJYYEHHBIX TMOCjJde NPUMeEHEeHUs!
JIEKAPCTBEHHOT'0 MPenapara, uid padoTbl ¢ HUM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanusa

12
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00O «M3Bapuno dapmar, Poccust (MOCNEOOBATENBHOCTE 0002)

108817, r. Mocksa, kM BHykoBckoe mocce 5-ii (. Buykosckoe), apna. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;
daxkc: +7 (495) 232-56-54.

DnexkrTponHas moyra: info@izvarino-pharma.ru

7.1. IlpeacraBuTenb Jep:KaTelisi peruCTPALMOHHOIO YI0CTOBEPEeHHU

IIperen3un HOTDC6I/ITGJICI71 HalpasJIATH 110 aAPECyY.

000 «M3Bapuno Papmay, Poccust

108817, r. MockBa, kM BHykoBckoe mocce 5-# (. BuykoBckoe), agma. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

OnekrponHas nmoura: info@izvarino-pharma.ru

8.  HOMEP PETUHCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NEPBUYHOI PETUCTPALIMW/IIOATBEPKIEHUS PETUCTPALIAU
(MEPEPETMCTPALINN)

Jlara nepBoii peructpanumu:

10. JATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHUKA JICKApCTBCHHOT' O Iperapara HI/IMCCYJ'II/I,[[ AOCTYIIHA Ha
I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHUKAIMOHHOM cetn «HTepHe™» https://eec.eaeunion.org/
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