COOTBETCTBYET 3KCNEPTHOMY O
ot 09.10.2024 N= 21966

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Humecynua, 100 Mr, TaGneTky.

2. KAUECTBEHHBIM 1 KOJITMYECTBEHHBIA COCTAB

JleficTBy1o1I€€ BEIIECTBO: HUMECYIIH.

Kaxxnas tabnerka comepxut 100 Mmr HEMecyuaa.

BcrnomorarenbHble BelecTBa, HATMYKHE KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npemnapara: HaTpuil (cM. paszen 4.4.).

[TonHbli epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEIECH B pasnene 6.1.

3. JIEKAPCTBEHHASA ®OPMA
Ta0OeTku.
Kpyribie NBOSKOBBIYKJIBIE TaOJETKA OT CBETIO-XKEITOrO JI0 KENToro mpera. Jlomyckaercs

JICTKagd MPaMOPHOCTb U HC3HAYUTCIIbHBIC BKPAIIJICHHUA.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUI0

[Ipenapat Humecynua mokazaH K HPUMEHEHHMIO Yy B3pOCHbIX W jeTed crapumie 12 ser ans
Tepanuu ocTpoit Oou:

- 00J1b B HW)KHEH YaCTH CIIMHBI W/ 00J1aCTH TOSICHUIIBI,

- OoNIeBOM CHHIPOM, CBS3aHHBIM C 3a00JIeBaHUSIMH OIOPHO-IBUIaTEeNBHOIO ammnapaTa, B TOM
YHCIIe TeHIMHUTBI, OYPCUTHI;

- 60J1b IpH yIIMOax, pacTKEHUSIX CBSI30K U BbIBUXaX CYyCTaBOB;

- 3yOHast 00JIb;

- CUMIITOMaTHYECKOE JISYEHUE 0CTe0apTpo3a (ocTeoapTpuTa) ¢ 00JIEBBIM CHHIPOMOM;

- IEpBUYHAS aJIbTOAUCMEHOPES.

[Ipenapat mpenHa3HauyeH JUisi CAMOTOMATUYECKONW Tepanmuy, yMEHbIIEHUS 0OJIM U BOCHAJICHUS
Ha MOMEHT WCIIOJIb30BAaHUSA, Ha MporpeccupoBaHue 3aboseBaHus He Biuser. Humecynun
PEKOMEHYETCs [UIsl TEPAllMK B KaUeCTBE IperapaTa BTOPOM JIMHUH.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM o3upoBaHusg

Bspocnvie
100 mr HUMecynua 2 pas3a B ICHb MOCTIE €/Ibl.
MaxkcumanbHas cyrouHas qo3a coctasisger 200 mr.

MakcuManbHas MMPOAOJIKUTCIIBHOCTD JICUCHUS HUMCCYIIMIOM COCTABJIACT 15 JHEH.
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Kypc neuenus: 1o Ha3HaYeHUIO Bpaya. (MOCNEACBATENBHOCTE 0002)

Cnenyer mnpUHUMAaThb MHUHUMAIbHYIO 3()QEeKTHBHYIO 103y C MaKCHUMajJbHO BO3MOKHBIM
KOPOTKHUM KYPCOM JICUEHHUSI.

Oco0ble IpYIIILI MAIMEHTOB

THayuenmoi noscunozo éo3pacma
CHmXaTh CYTOYHYIO 7103y HET HEOOXOIUMOCTH.
Tayuenmoi ¢ napywenuem QynKyuu novex
Koppekimu 1036l y HalMEHTOB C JIETKUM M YMEPEHHBIM HapylIeHHeM (DYHKIMU TMOYeK (KIMpPEHC
kpeatununa (KK) 30—-60 mu/mun) 00b1dHO He TpeOyetcs. [Ipenapar Humecynua npoTHBONOKa3aH y
MAIMEHTOB C TsHKeJIbIM HapyiienueM ynkimu nodek (KK <30 mi/mun).
THayuenmoi ¢ napywenuem QynKyuu neveHu
[Tpumenenue npenapara Humecynua mpoTUBONOKa3aHo.
eTH
[Tpumenenune npenapara Humecynun y aereit mianmie 12 neT mpoTHBOIOKA3aHO.
[Tpumenenune npenapara Humecynun y moapocTkoB He TpeOyeT KOPPEKIIUH JTO3BI.

Croco0 rmpuMeHeHus

Buytps. IlpuHuMare nocie enpl, 3amuBas JOCTATOYHBIM JUI IPOIJIATHIBAHUS TaOJETKU
KOJIMYECTBOM BOJIbI.

4.3. IIlpoTuBONOKA3aAHUS

- 'unepuyBCTBUTENBHOCTh K HUMECYJIUAY WIM K JI0OOMY M3 BCIOMOIAaTEIbHBIX BEIECTB,
NIEPEYUCIIEHHBIX B pazfene 6.1., a Takke K IpYrMM HECTEPOUAHBIM NPOTHBOBOCHAINTEIBHBIM
npenapatam (HIIBIT);

- TIOJIHOE WJIM HETOJIHOE coYeTaHne OPOHXHUAIBHON acTMBbI, peUANBUPYIOLIETO MOJINII03a HOCA,
OKOJIOHOCOBBIX I1a3yX W HENEPEHOCUMOCTh alETUJICAIMIMIOBOM KHUCIOThl M aApyrux HIIBII
(B TOM 4MCIIEe B aHAMHE3E);

- FENaTOTOKCUYECKHUE PEAKLIMU Ha HUMECYJIU B aHAMHE3E;

- OJIHOBPEMEHHOE MPUMEHEHUE C IPYIMMHM JIEKapCTBEHHBIMH IMpenaparaMy ¢ MOTEHIHaIbHON
rernaToTOKCHYHOCTBIO (Hanpumep, apyrumu HITBIT);

- XpOHMUYECKHE BOCHATUTENbHbIE 3a001eBaHus KulleuyHnka (6one3Hb KpoHa, s3BeHHBIH KOJNT) B
daze obocTpeHus;

- IEpUO/ MOCIIE AOPTOKOPOHAPHOTO IIYHTUPOBAHUS;

- IMXOPAJIOYHBIN CHHIPOM MPU MPOCTYJE U OCTPHIX PECTTMPATOPHO-BUPYCHBIX MH(DEKIMSIX;

- IO/I03PEHHUE HA OCTPYIO XUPYPTUUYECKYIO MATOJIOTHIO;

- I3BeHHas 00JIe3Hb JKeJyIKa UIIH IBEHAIATUIIEPCTHON KUIIKH B (pase 000CTpeHus;

- 9)PO3HMBHO-A3BEHHOE MOpaXKeHue xenynodno-kumednoro tpakra (JKKT) B hase obocTpenus;
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(NOCNEQCBATENEHOCTE 0002)

- 3p0o3uBHO-sA3BeHHOE nopaxkenue XKKT B anamyese;

- iepopaIu WM KelyI09HO-KUIIIEYHbIC KPOBOTCUCHHS B AHAMHE3€, B TOM YHUCJIC CBSI3aHHBIE C
npeamecteyronien tepanueit HITBII;

- 1epeOpoBacKyIsipHble KPOBOTEUCHHS B aHaMHe3e, APYrue aKTUBHBIE KPOBOTEUEHHUS WIIU
3a00JIeBaHus1, COITPOBOXKAAIOIINECS TOBBIIIIECHHONH KPOBOTOUHUBOCTbIO;

- TSDKEJIbIe HAPYIICHHS CBEPThIBAHUSI KPOBU;

- TSDKETasi cep/ieuHas HeJI0CTaTOUYHOCTh;

- TspKenas moveuHas HepoctatouHocTh (KK <30 mi/mMun);

- Iporpeccupytoliee 3a00JeBaHuE MOYEK;

- MOJTBEPKICHHAS TUIIEPKAITUEMHUS;

- IEYCHOYHASI HEJIOCTATOYHOCTh, AKTHBHOE 3a00JICBAaHUE TICUCHHU;

- IeTCKUM Bo3pact 110 12 ner;

- 0EpPEMEHHOCTb U MEPUO IPYAHOTO BCKAPMITUBAHMUS;

- aJIKOT0JIN3M,

- HapKOTUYECKas 3aBUCUMOCTb.

4.4. OcoOble ykazaHusl U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOXHOCTBIO

- apTepualbHas TUIIEPTEH3US;
- hIeMuyeckas 0oJe3Hb cepaua;

- IepeOpPOBACKYJISIPHBIE 3a00JICBaHUS;

- TSDKETIasi cep/ieuHas HeJIOCTaTOYHOCTh;

- IMCITATTHIEMHUS/ THTICPITATTUIEMHUST;

- caxapHbIil Tuaber;

- 3a0051eBaHUs TIepUPEPUIECKUX apTepuid;

- FeMOpPpAaru4ecKuii 1uares;

- KypeHue;

- noueyHas HenoctarouHoCcTh (KK 30-60 mi/Mun);

- aHAMHECTHYECKHE JaHHBIE O PAa3BUTUM SPO3UBHO-si3BeHHOro nopaxeHus KKT, nanmuuume
undexun Helicobacter pylori;

- OKHWJIOW BO3PAcCT;

- marenbHoe npumenenne HIIBII;

- 4acToe ymoTpeOJeHHe aaKOTOoJsl, TSHKelble COMAaTUYecKrue 3a00JIeBaHus, CHCTEMHAs KpacHas
Bomyanka (CKB) u npyrue cucremusie 3a001€BaHUs COSAMHUTEIHHON TKAHM;

- CONYTCTBYIONIAs Tepanus CIASAYIOIMMMH TpernapaTaMy: aHTUKOATyJISHTHl (Hampumep,

Bap(hapuH), aHTHAarperaHTbl (HAampUMep, AaleTHICAIHIWIOBAasS KHCIOTa, KIOMUAOTPEN),
3
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HepopaibHbIe INIIOKOKOPTUKOCTEPOU B! (HaIpHMep, npgﬂﬁﬁ?&ﬁﬂ ),

oOpaTHOro 3axBaTa CEpPOTOHHMHA (HampuUMep, MHTajIonpaM, (IYOKCeTHH, MAPOKCETHH,
CepTpajuH).

Oco0ble yKazaHus

HexenaTenbHblE peaklMM MOXKHO CBECTM K MHHHMyMY IIpM IPUMEHEHHH IIpernapara B
MUHUMaJIbHOH 3} (eKTuBHONW H03¢ TNpPH MHUHUMAIBHOW JJIUTEIBHOCTH  MPUMEHEHHS,
HE0OXO0IUMOM JUIsl KyIUPOBaHUs 00JIEBOr0 CUHIPOMA.

HmeroTcs naHHbIE 00 OYEHb PEAKHMX CIIydasX CEphe3HBIX PeakLUil CO CTOPOHBI MI€YEHHU, B TOM
YHUCIIE CIy4dasxX JETAIBHOIO HCXOJa, CBA3AHHBIX C IPUMEHEHHEM HHUMECYJIHICOIEPKALINX
npenapatoB. I[Ipy mNOsABIEHMM CUMIOTOMOB, CXOXXKHMX C IpPU3HAKaAMH [OPAKEHUS IE€YEHU
(aHOpeKCHsl, KOXKHBIN 3y[, MOXKEITECHHE KOXXHBIX IOKPOBOB, TOIIHOTA, PBOTAa, OOJIM B KUBOTE,
INOTEMHEHHE MOYM, TIOBBIIIEHHE AaKTUBHOCTU «II€YCHOYHBIX» TpaHCAMHHA3) CJeIyeT
HEMEJUIEHHO MPEKpaTUTh NPUMEHEHHUE HHUMecCyiauaa U oOpatuThcst K Bpauy. IloBTopHOe
NpUMEHEHHEe HHUMECYJIHJIa Yy TaKWX TMAIUeHTOB IMpOoTHBomoKa3zaHo. Ilocme 2-x Henmenb
OpUMEHEHHs  TIpenapara  HEOOXOOuM  KOHTPOJbh  MoKaszaTenell  (QyHKIMHM  TI€YCHH
(«rpancaMuHa3zbl»). CooOlaercss 0 peakusiX cO CTOPOHBI MEYEHU, UMEIOIUX B OOJIBIIMHCTBE
cilyyaeB OOpaTHUMBII XapakTep, IpyU KPaTKOBPEMEHHOM IIPUMEHEHUH Mpenapara.

Bo Bpems nmpuMmeHeHUs HMMeECYJIMJa HAallMeHT JOJDKEH BO3JEP)KUBAThbCS OT IMpUeMa JIPYrux
aHaibpreTukoB, Bkiarodass HIIBII (B 1.4. cenekruBHbie uHrHOMTOPHI [[OI'-2).

Humecynua cienyer NpUMEHATh C OCTOPOKHOCTBIO Y NALMEHTOB C JKEIYJOYHO-KUIIEYHBIMU
3a00J€eBaHUAMU B aHaMHe3€ (A3BEHHbIM KoiuT, Oone3Hb KpoHa), MOCKOJIbKY BO3MOXKHO
o0ocTpeHue 3tux 3a0osieBaHUN. PUCK BO3HMKHOBEHHS KEIYAOYHO-KUILIEYHOTO KPOBOTEUEHHS,
NEeNTHYECKON S3BBI/TIEpPopanuy KeayaKa WIM JBEHAJIaTUIIEPCTHON KUIIKK MOBBIIIAETCS Y
nalnueHToB ¢ HamuuueM si3BeHHoro nopaxenus JKKT (s3BenHslit konut, 6one3ns Kpona) B
aHaMHe3e, a TaKKe y MOKUIBIX MalMeHTOB, ¢ yBennueHuem no3bl HIIBII, nmostomy nedenne
clelyeT HaYuHaTh C HAaUMEHbIEH BO3MOXHOW 103bl. TakKUM MallMeHTaM, a TakXe MallleHTaM,
KOTOpPBIM TpeOyeTcsl OAHOBPEMEHHOE MPUMEHEHHE HU3KHUX 103 alleTUJICATUIUIOBON KUCIIOTHI
WIM APYTUX CPENCTB, MOBBIIAOIINX PUCK BO3HUKHOBEHUS OcCioxHEHMHA co cTopoHbl JKKT,
pPEKOMEH/IyeTCsl JOMOJIHUTENIbHO Ha3HayaTh HPUEM TacTPONPOTEKTOPOB (MU30MPOCTON HIIH
OsiokaTopsl MpoToHHOU MoMITbl). [TanmenTs! ¢ 3aboneBanusamu JXKKT B anamHese, B 0COOCHHOCTH
MOKUJIbIE TALMEHTHI, JOJDKHBI COOOIIATh Bpayy O BHOBb BOZHUKIIHMX CHMITOMAax CO CTOPOHBI
KT (ocobeHHO 0 cuMNTOMax, KOTOPbIe MOTYT CBUAETEIBCTBOBATH O BOSMOXKHOM JKEITyJ0YHO-
KHIIEYHOM KPOBOTEUCHHH ).

Humecynua cnenyer Ha3HauaTh C OCTOPOXKHOCTHIO IMallME€HTaM, MPUHUMAIOIIUM Iperaparsl,

YBEJIMYUBAIOLIUE PHUCK H3BA3BICHHUSI WIM KpOBOTEUEHHUS (HepopajbHble KOPTHUKOCTEPOU/IBI,
4
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AHTUKOAry/ISHTBI, HampuMmep, Bap(apuH, celrexTHBHLI HHrMOATOpbr GBPAIHOFD- H4xbaTa

CEepOTOHMHA WJIM aHTUTPOMOOLIMTApHBIE areHTHl, HApUMEp, alleTUICATULIMIOBAs KUciaoTa). B
ClIy4ae BO3HMKHOBEHMS >KEIIYJAOYHO-KUIIEYHOIO KPOBOTECUEHHsI WM SI3BEHHOIO IIOPAXKEHUs
XKKT y mnauuMeHTOB, NpPUHUMAIOIIUMX HUMECYJIWJ, JEYCHHE MpernaparoM HeoO0XO0AUMO
HEMEJICHHO NTPEKPaTHUTb.

VYuursiBas cOOOIIEHHS O HApYyLIECHUSAX 3pEHMs Yy NAlUEHTOB, npuHuMaromux apyrue HIIBII,
OpU TOSIBIICHUH JIIOOOr0 HapylIeHHs 3peHUs NPUMEHEHHE HHUMECYJIuaa JOJDKHO ObITh
HEMEJUIEHHO IIPEKPAILEHO U MPOBEIEHO 0(TaabMOIOrH4eckoe 0ociel0BaHueE.

ITpenapaT MOXET BbI3BaTh 3aI€PKKY KUAKOCTU B TKAHAX, [I03TOMY ITALIUEHTaM C apTepUaIbHON
TUIIEPTEH3UEH, ¢ TOYEYHOW W/MIM CepIeYHOM HEJIOCTaTOYHOCTBIO, MIIEMUYECKOH OO0JIE3HBIO
cepama, 3aboneBaHueM — nepupepUUYECKUX — apTepuili W/ 1epeOpoBacKyIIsPHBIMH
3a00JI€BaHUsAMH, C HaJIM4YMeM (aKTOPOB PHCKA Pa3BUTHs CEPlIEUYHO-COCYAUCTBIX 3a00JieBaHUM
(HampuMep: THUNEPIUNHICMHEH, CaxapHbIM JAMa0eTOM, Yy KYypsIIMX) HUMECYIUI CIEAyeT
IPUMEHATH ¢ 0C000M OCTOPOKHOCTBIO. B citydae yXyZueHus: COCTOSIHYS JICUEHHE HUMECYIINIOM
HE00XO0UMO MPEKPATUTb.

KnmHnueckue uccienoBaHus U SIUAEMHOJIOIMUYECKHAE JAaHHBIE IO3BOJISIIOT CHENATh BBIBOJ O
toM, 4yro HIIBII, ocoGeHHO B BBICOKHMX /03aX M IpPH JUIMTEIbHOM NPUMEHEHUH, MOTYT
IPUBOJIUTH K HE3HAUUTEIBHOMY YBEJIMYEHUIO PUCKA BOSHUKHOBEHMS MH(papKTa MHOKapAa WU
UHCYynbTa. [Insl MCKIIOUEHUsT pHUCKAa BO3HUKHOBEHHUS TaKUX COOBITUH NpU HPUMEHEHUU
HUMECYJIN/IA JAHHBIX HEJOCTaTOYHO.

[Tpy BO3HMKHOBEHHM IMPU3HAKOB «IPOCTYbI» MU OCTPON peCHUpPaTOPHO-BUPYCHONW MH(EKINH
B IIpOLIecCe MPUMEHEHHUS] HUMECYJIN/Ia IIPUEM IIpernapara JOJKeH ObITh MPeKpallieH.

Humecynun MoxeT U3MEHATh CBOMCTBA TPOMOOLIMTOB, MO3TOMY HEOOXOAUMO COOMIOAATh
OCTOPO’KHOCTb IIpHU IPUMEHEHHMM IIpernapara y JUI ¢ IeMOPparu4eCKUM JHaTe€30M, OJHAKO
npenapar He 3aMeHsieT NPO(UIAKTUYECKOro NEeWCTBUS aleTHJICATUIMIOBON KHUCIOTHI MpU
CepAECUHO-COCYTUCTBIX 3a00IE€BAHUSAX.

Hmerorcss JaHHBIE O BO3HUKHOBEHHMHM B PEIKHUX CIIydasxX KOXHBIX peakuuid (Takux Kak
9KC(HOIMATUBHBIA JAepMaTuT, cuHApoM CTHuBeHca-/[)KOHCOHA, TOKCHYECKHH >NuaepMallbHBINA
Hekpoau3) npu npueme HIIBII, B ToM uncne u Humecynuna. Ilpu nepBeIx NposBIEHUSAX KOXKHOU
CBINH, TOPAKEHUU CIM3HUCTBIX O000JOYEeK WM JPYruX MpHU3HAKaX aJUIepruyecKoil peakuuu
IIPUEM HUMECYIIU]IA CIENYET HEMEUIEHHO NPEKPATUTb.

3adukcupoBaHBbI Cllydau BOSHUKHOBEHHSI PUTEMBI (PUKCUPOBAHHOM MPH NIpUEME HUMECYIH/IA.
Humecynun He cienyer Ha3Hayarh ITaMEHTaM C  OJIHM30JaMHM  PAa3BUTHUS  DPUTEMBI

(UKCUPOBAHHOM, CBA3aHHOW C MPHEMOM HUMECYIIH/Ia, B aHaMHe3e (cM. paszen 4.8.).
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PEKOMEH/IyeTCsI )KCHIIIMHAM, IITAHUPYIOLIUM OepeMEHHOCTh (CM. paszen 4.6.).

[TanmeHThl OKWJIOT0 BO3pacTa

[Toxxwmtble marMeHThl 0COOCHHO TOJIBEpKEeHbI HeOmaronpusaTHeiM peakiusMm Ha HIIBII, B Tom
YyHClie PUCKY BO3HUKHOBEHHS KEIyJIOYHO-KUIIEUHBIX KpPOBOTEUEHMH U mepdopaluii,
YIPOXKAIOIIUX KU3HU TMAlMEHTa, CHIKCHUIO (DYHKIMH MOYeK, meueHu u cepamna. [lpu mpueme
HUMECYJIU/IA [Tl JAaHHOW KaTerOpHH MalMeHTOB HEOOXOANM HaJUIekKAIIUN KIMHUYECKUNA KOHTPOJIb.

BcnoMorarenbpHEIC BEIECTBA

JlekapcTBeHHbIM  mpenapar  Humecynua — colepXUT — KapOOKCUMETHIIKpAaxmall — HaTpHs
(mpumorens). JlaHHbI npenapat coAepkuT MeHee 1 Mmodb (23 mr) Hatpust Ha 100 Mr, TO ecTb,
10 CYTH, HE COJEPKUT HATPUSL.

4.5. B3zauMmopeiicTBHe ¢ JAPYIMMH JIeKAPCTBEHHbIMH MNpenapaTamMH W JApyrue BHAbI
B3aNMOJAEHCTBUSA

I'niokoxopmuxocmepouodsl NOBBIIAIOT PUCK BO3HUKHOBEHUS SPO3UBHO-S3BEHHOIO IMOPAXKECHUS
HKEITyJ0YHO-KUILIEYHOI'O TPAKTa UM KPOBOTEUEHUSI.

Aumumpomboyumapusie cpeocmea u celeKmugHbvle UHSUOUMOPLL NOBMOPHO2O NO2NOUeHUs
cepomonuna (SSRIs), Hapumep, gryokcemun, yBeIUUUBAIOT PUCK BO3HUKHOBEHMS eIy JOUHO-
KHILIEYHOI'O0 KPOBOTEUYEHHUS.

Anmuxoaeynaumet. HIIBII MoryT ycrimBath JeHCTBHE aHTHKOATYJISTHTOB, TAKUX KaK 8aphapuH,
WIA  [pernapaTtoB,  OOJaJaloIIMX  aHTUTPOMOOLMTApHBIM  JIeficTBHEM,  TakuX  Kak
ayemuacaiuyunoeas Kucioma. V3-3a MOBBIIIEHHOTO PUCKAa KPOBOTEUEHUH Takas KOMOWHAIIMS
HE PEKOMEHAYEeTCS M NMPOTHBOIIOKA3aHA MAalMEHTaM C TSKEJIBIMH HapyIIEHUSMHU KOaryJsluu.
Ecnin koMOMHHMpOBaHHON Tepanmuu BCe K€ HeENb3sd U30ekaTh, HEOOXOIUMO MPOBOJIUTH
THIATEIbHBIM KOHTPOJIb IT0Ka3aTeIell CBEPTHIBAEMOCTH KPOBH.

Lpyaue HIIBII. ONHOBPEMEHHOE NPUMEHEHUE HUMECYIUACOAEPKAIINX TIPENapaToB C IPYrUMHU
HIIBII, Bxiroyas aneTuICAIMIIMIOBYIO KUCIOTY B pa30Boii j103¢ Oosiee 1 T miik B CyTOYHOM J03€
Oonee 3 T, HE pEKOMEHTyeTCSI.

Huypemuxu. HIIBII Moryr cHwxaTh JeicTBUE IUYPETUKOB. Y 370pOBBIX J0OPOBOJIBIIEB
HUMECYJIU BPEMEHHO CHMYKAeT BBIBEJACHUE HATPUs IMOJ JEHCTBHEM ¢hypocemuod, B MEHbLIEH
CTENeHH — BbIBEICHNUE KAJIUA U CHUXKAEeT COOCTBEHHO auyperndeckuit apdexr. OgHoBpeMeHHOE
NpUMEHEHHe HUMECYIUAa U pypoceMu/ia MPUBOAUT K yMeHbIeHuo (mpubnu3utensHo Ha 20 %)
TUTOIAU TI0J] KpUBO# «koHIeHTpauus-Bpems» (AUC) 1 CHMKEHHIO KyMYJISTHBHOM 3KCKpPEIUU
dypocemuia 6e3 U3MEHEHUsI TOYEUHOTro KiaupeHca ¢pypocemuia. OTHOBPEMEHHOE TPUMEHEHHE
bypocemusia 1 HUMECYIHAa TpeOyeT OCTOPOKHOCTH Yy MAIIMEHTOB C MOYEHYHON WM CepliedHON

HEAOCTATOYHOCTBIO.
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Hneubumopol aneuomenzunnpespawarowezo ¢ epMeHm'Jl t;lb&%qlcé%ﬁ%;ﬂ b1 Tp%i;@%'époe

aneuomensuna-11. HIIBII Moryt cHm>Xath nelicTBUE TMIIOTEH3UBHBIX MIPENAapaToB. Y NAIlMEHTOB
C TMOYCYHOM HEIOCTaTOYHOCThIO Jierkod u cpenneit cremenn (KK 30-60 mui/muH) npu
OJIHOBPEMEHHOM MpUMEHEHUH UHTUOUTOpoB AIID, aHTaroHucToB penentopoB anruotensuHa |l
U CPEJCTB, MOMABIAIOIINX cHcTeMy Iukinookcurenassl (HIIBII, anTwarperanthi), BO3MOXHO
JaNbHEWIee  yxyameHue (YHKIMM TOYeK W BO3HMKHOBEHHE OCTPOH  MMOYEYHOM
HEIOCTaTOYHOCTH, KOTOpas, KaK MpaBHUJIO, ObIBaET 0OpaTUMOi. DTH B3aUMOJCHCTBUS CIEAYET
YUUTHIBATh y MallMEHTOB, MPUHUMAIOIIUX HUMECYIU] B coueTaHuu ¢ uaruouropamu AllD mnm
aHTaroHUcTamu penenTtopoB anruoreHsuHa ll. TloaToMy onHOBpeMEHHOE MpPUMEHEHHUE ATHX
IpenapaToB CIEAYyeT OCYHIECTBISATh C OCTOPOXKHOCTHIO, OCOOEHHO Y MOMHWJIBIX MAI[EHTOB.
[TarueHTs! AOJKHBI [10JIy4aTh AJOCTATOYHOE KOJIMYECTBO KHUAKOCTH, TAKXKE CIEAYET TIIATEIbHO
KOHTPOJMPOBATh (PYHKIIMIO MOYEK MOCTIE Hayana OJJHOBPEMEHHOT'O TPUMEHEHUS.
Mugpenpucmon. B cBS3H ¢ T€OPETUYECKUM PUCKOM HU3MEHEHHS YP(HEKTUBHOCTH MUDETPUCTOHA
MOJT BIUSTHUEM HHTHOMTOPOB cuHTe3a npoctarianaunaoB HIIBIT He crieayer nmpuMeHATh paHee,
yeMm yepe3 8—12 cyt nmocie oTMeHbI MUBETIPUCTOHA.

Nwmerorcss nmannsle o toM, yro HIIBII yMeHpmiaroT KIMpEHC Jumus, YTO IPUBOAUT K
MOBBIIICHUIO KOHUEHTPALMU JIMTUSA B IUIa3ME€ KPOBUM U €ro TOKCUYHOCTU. IIpu nmpumenenun
HUMECYJIM/a Yy NAlMEeHTOB, HaXOJAIIMXCS Ha TEepanuu I[pernapaTamMd JIMTUS, CIELYeT
OCYIIIECTBIISATh PETYJISPHBIA KOHTPOJIb KOHLIEHTPALUHU JIUTUS B IJ1a3Me KPOBH.

KivHuueckn 3HAYUMBIX B3aUMOJIEHCTBHM C 2AUOCHKAAMUOOM, MEeODUIIUHOM, OUCOKCUHOM,
YUMEMUOUHOM U aHMAayUOHbIMU npenapamamu (HapuMep, KOMOUHAIMS AIIOMUHUSL U MASHUSL
2UOPOKCUO08) HE HADIIOAAIOCH.

Huwmecymun nonasisier aktuBHOCTh n3odepmenta CYP2C9. IIpu oqHOBpeMEHHOM NMPHUMEHEHHH
C HUMECYJHJOM IIpernapaToB, SBISIOMMUXCSA cyOcTparaMu 5Toro ¢epMeHTa, KOHIEHTpaIus
MOCJIETHUX B MJIa3M€ MOXKET MOBBIIIATHCA.

[lpn Ha3HAYeHHH HUMeECYNHIa MEHee YeM 3a 24 Jaca 0 WIM IOCIe TpueMa Memompexcama
TpeOyeTcs co0JII01aTh OCTOPOKHOCTD, TaK KaK B TAKUX CIydasX KOHIEHTpALUs MemompeKkcama
B IJIa3Me KPOBU M, COOTBETCTBEHHO, TOKCHUECKUE 3(P(PEKThI MOTYT MOBBIIIATHCS.

B cBs13u ¢ neificTBHEM Ha MOYeUHbIe MPOCTArIaHuHbBl MHTHOUTOPBI CUHTE3a MPOCTArJaHAMHOB, K
KaKUM OTHOCHUTCS HUMECYJIH/I, MOTYT MOBBIIIATh HEPPOTOKCUUHOCTD YUKIOCHOPUHOS.
Wccnenosanus in Vitro mokasaid, 4YTO HHUMECYJIHUJI BBITECHSICTCS M3 MECT CBS3bIBAHUS
Moa0ymamuoom, Caruyuio8ou KUciomou WM eanbnpoesoll kuciomoiu. HecMoTps Ha TO, 4TO
JMaHHBIC B3aMMOJCHCTBHsSI ObUIM OMpeeNieHbl B IUIa3Me KpPOBH, YKa3aHHbIE JI(PQPEKTHl HE

Ha0JII0/IATMCh B Mpoliecce KIMHUYECKOro MPUMEHEHUs Ipernapara.
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTALMS

bepemeHHOCTB

Kak u apyrue nmpenapartsl u3 kinacca HIIBIIL, koTopble HHTHOMPYIOT CHHTE3 MpOCTarjaHAWHOB,
HUMECYJIU MOXKET OTPULATEIbHO BIMATH Ha Te4YeHUE OEpPEeMEHHOCTH W/WIM Ha pa3BUTHE
SMOpHOHA M MOXXET NPUBOJUTH K MNPEXKICBPEMEHHOMY 3aKpPBITHIO apTEpPUaIbHOIO IPOTOKA,
TUIEPTEH3UHM B CHUCTEME JIETOYHOH apTepuMl IUI0[a, HAapYIICHUIO (YHKIMHM IOYEK, KOTOpPOe
MOKET IIEPEXOJUTh B IIOYEUHYIO HEAOCTATOYHOCTh C OJIUTYPUEH Y IIO/A, K IOBBIIICHUIO PUCKA
KPOBOTEUCHUM, CHMKEHMIO KOHTPAKTUIBHOCTH MAaTKH, BO3HUKHOBEHHIO IepH(pepruuecKux
oTekoB y Mmarepu. IlpuMeHeHue HuMecynuaa B nepuo]i OEpeMEHHOCTH INPOTUBOIOKA3aHO.
Jlakranus

IIpumMeHeHne HuMecynMaa B IEPHOJ TPYIHOIO BCKapMIIMBaHUS IIPOTHUBOIIOKa3aHo. llpu
HE00XO0IMMOCTH JIEUEeHUS NpenapaToM IrpyAHOEe BCKapMIIMBaHUE HEOOXOMMO NPEKPATUTD.

DepTUabHOCTD

[Tpumenenue npenapara Humecynu MOXET OTpULIATENIBHO BIUATH HA )KEHCKYIO (PEPTUILHOCTD
(HE peKOMEHIyeT s JKEHIIUHAM, IUTAHUPYIOLIHUM OEPEMEHHOCTD).

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAaMU W padoraThb C
MeXaHHU3MaMH

Bimsaue npenapata Humecynun Ha CKOpPOCTh IICHXOMOTOPHBIX PEAaKIUU CIIEHMAIBHO HE
u3ydanocb. Tem He MeHee, malueHTaM, y KOTOpPBIX IIocie npuema Ipenapara Humecynun
HaOJII01aeTCsl TOJIOBOKPYKEHHE UM COHJIMBOCTb, HEOOXOAUMO COOJOAATH OCTOPOKHOCTh MPU
YIPaBICHUU TPAHCIOPTHBIMU CPEACTBAMH M 3aHATHUSX APYTMMH TOTEHLMAIBHO OINAaCHBIMH
BUJAMH JESITEIbHOCTH, TPEOYIOIIMMH MOBBIIIEHHON KOHLEHTPAlUM BHUMAHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8. HexkenarejibHbIE peakKUNU

Pesrome mpoduis 6e3onacHOCTH

JlaHHBIE KIMHUKO-2IIMJAEMHUOJIIOTMYECKUX HCCIEIOBAHUM CBUIECTEIBCTBYOT O TOM, 4YTO
matenbHoe npuMmenenue moosix HITBIT (0coGeHHO B BBICOKHX [103aX) MOTCHIIMAIBHO MOXKET
COMPOBOXIATHCSI  YBEMUCHHEM pHCKAa BO3HHUKHOBEHUs Tpombo3a aprepuii (B T.4.
HPOSIBIISIOIIETOCS HHPAPKTOM MUOKAp/a UITH UIIEMUYECKHM HHCYIIBTOM).

Ha ¢one npumenenuss HIIBII B0O3MOXXHO pa3BUTHE OTEYHOIO CHHApPOMA, apTepUaIbHON
TUIEPTEH3UH, YCYI'yOJleHne TeUeHUsI CepAeUHON HelocTaTOUHOCTH. OueHb peiko coo0Ianoch o
BO3HUKHOBEHUHU CEPbE3HBIX KOXHBIX peakuuil, BKIto4ass cuHapoMm CruBeHca-/[koHCOHa U
TOKCUYECKHUH SMUACPMAIILHBIN HEKPOJIN3.

Yamre Bcero HaOJIOMAIOTCS pa3IMYHbBIC JKEITYJI0YHO-KHUIIEUHbIE PAacCTPOrCTBa (0COOEHHO Yy

NpeaApacIioIOKCHHBIX U MOXKUIIBIX .]'II/III): INEIITUYECKHUE SA3BbI, nepq)opaum[ CTCHKHU KCITyJOYHO-
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TOHIHOTA, PpBOTA, KpoOBaBad pPBOTA, MCTCOPU3M, oo B JKHUBOTC, auapcd, 3amop, MCJICHA,
CTOMATHUT, SI3BEHHBII KOJIUT, PCiKE HaGJIIOI[aIOTCSI IMPOABJICHUA IraCTpUTaA.

HI/I)KerI/IBe,Z[CHHBIe HCXKEIATCIbHBIC pCaKIMH Ha (bOHe IIpru€Ma HUMECyInaa OBbUIH BEISBJICHBI B
X04€ KOHTPOIHUPYEMBIX KIIMHUYCCKUX PICCJ'IGI[OB&HPIIZ, a TaKXC MapKETHUHI'OBBIX Ha6J'IIO,Z[eHHI>i.

PesroMe HexxenaTeabHbIX PeaKIUi

Knaccudukanus 4acToThl BOSHUKHOBEHUS HEXKEIATEIBHBIX PEAKIIUN COTJIACHO PEKOMEHIAIUSIM
BO3: ouenp ywacto (>1/10); wacto (>1/100, Ho <1/10); Hewacto (=1/1000, Ho <1/100); penko
(>1/10000, wO <1/1000); ouenp penko (<1/10000), ywacTtoTa Hew3BecTHa (HAa OCHOBAHUH
UMEIOIINXCS JJAHHBIX OIEHUTHh HEBO3MOKHO).

Hapywenusa co cmopoHvl Kpou u aumg@amuueckou cucmemvl. peoko — aHeMUsl, 303UHODUIHA,
reMOpparuy; OueHb peoKo — TPOMOOIUTONCHHS, MAHIUTONCHHS, IypIypa TPOMOOIUTO-
NICHUYECKAsl, YBEIMUCHUE JUTUTEIIBHOCTA KPOBOTCUCHHIA.

Hapywenus co cmopoHbl UMMYHHOU CUCMeMbl: peOKO — PEAKIUU TUIEPYYBCTBHUTEIHHOCTH;
ouenb pedko — aHa(UIIAKTOUTHBIC PEAKIIUH.

Icuxuueckue Hapywienusi: pedko — YyBCTBO CTpaxa, HEPBO3HOCTb, HOYHBIC «KOIIMAapHBICH
CHOBHU/ICHHSI.

Hapywenus co cmopoHbl HepeHOU cucmeMvl. Heuacmo — TOIOBOKPYKEHHUE, OueHb peoKo —
roJioBHas 00JIb, COHJIMBOCTD, dHIIearonaTus (CHHAPOM Peiie).

Hapywenus co cmoponvl opeana 3peHusi: pedko — HEYETKOCTb 3PCHHUS; OUeHb pPedKo —
HapyIIeHUEe 3pEHUSI.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma: o4eHs peoko — BEpTHTO.

Hapywenus co cmopoHbl cepoya: peoko — TaxuKapIusi, OITyIICHUE CepALleONeHNSI.

Hapywenus co cmopoHwvl cocy0os: Heuacmo — TOBBIIIEHUE apTePUATBHOTO JABICHUS; PEOKO —
1aOUITBFHOCTD aPTEPUATBHOTO AABIICHUS, «IIPUIIMBB) KPOBH K KOXKE JIHIIA.

Hapywenus co cmopoHnvl 0biXxamenbHOU CUCmeMbl, OpeaH08 epYOHOU KIemKU U CPeOOCmeHUs:
Heuacmo — OJIBIIKA; 0UeHb pedKo — 000CTpeHNnEe OPOHXHAIBHONW acTMBI, OpOHXOCIIa3M.
Kenyoouno-kuuieunvie HapyuwieHus: wacmo — Auapes, TOIIHOTA, PBOTA; Heuacmo — 3amop,
METEOPHU3M, TacCTPUT, KETyJOUHO-KUIIEYHOE KPOBOTEUEHHUE, A3Ba W/WiK mepdopanus KeryaKa
WIM JIBCHAIIATUTICPCTHOW KHUIIKH, OueHb pedko — OO B JKUBOTE, JHCIICIICHS, CTOMATHT,
JerTeo0pasHblil CTYIL.

Hapywenus co cmoponsl neueHu u s#ceniesbi8o0auux nymeli: 4acmo — NOBbIIIEHHE aKTUBHOCTU
«TEYEHOYHBIX» (EPMEHTOB; OueHb peoOKo — TemaTUT, MOJHUEHOCHBIH ((pyTbMHHAHTHBIN)

renaTuT (BKIIOYas JETATHHBIE UCXO/IbI), )KEITyXa, X0JIeCTas.
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Hapywenus co cmopoubl Kodxicu U NOOKONCKbIX miclidi= etems T E g Ckobrndd Ve,

MOBBIIICHHAS] TMOTJIMBOCTh; PeOKO — DJPHUTEMa, ACPMATUT, OUeHb pedKo — KpaluBHUIIA,
AHTHMOHEBPOTUYECKUN OTEK, OTeK JIMIa, MHOrogopMHas d3pureMa, cuHiapoMm CTHBEHCa-
JIKOHCOHA, TOKCHYECKHH »IUACpMalbHBIA Hekpoiau3 (cuHapom Jlaiemna), uwacmoma
Heuzéecmua — 3putemMa pukcupoBanHas (cM. pazzaen 4.4.).

Hapywenua co cmoponbl novex u mouesvbl8OOAWUX nymeli. pedKo — IU3ypus, TeMaTypus,
3aepKKa MOYCHUCIYCKAHUS; OYeHb pedKko — TI0Ye€YHAas HEAOCTaTOYHOCTh, OJHUTYpHS,
MHTEPCTUIIUANBHBIN HEPPUT, TUNIEPKATUEMUS.

Obwue napywienus u peakyuu 8 mecme 86edeHus. Heyacmo — nepudepruuecKue OTeKH; peoko —
HE/IOMOTaHUE, ACTCHUS; OYeHb PeOKO — TUIIOTEPMHUSL.

COOGH.ICHI/ISI 0 ITOA03PpEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATeNbHBIX PEaKIUsAX I[OCle pPEerucTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecredeHnsl HelPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO TNpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCs
Co00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBbHBIX PEAKIUAX JICKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHHS O HEXKENIATeNbHBIX PEaKIUsIX rOCyAapCTB — YICHOB
EBpaszuiickoro 3KOHOMH4ECKOI0 COI3a.

Poccniickas @enepanus

OdenepasibHas ciryx0a 1Mo HaBOpy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, Mocksa, CiaBsHCKas miomaisp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTponHas moyta: pharm@roszdravnadzor.gov.ru

Caiit B MH(}pOpMaMOHHO-TEIEKOMMYHUKAIIMOHHOMN ceTu «MHTEepHETY!
www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMIITOMBI

Amartusi, COHJMBOCTB, TOIIHOTA, PBOTA, OOJb B JMHUTACTPaIbHOM 00JIACTU. DTU CHUMIITOMBI
OOBIYHO OOpaTUMBI TPU TMPOBEIECHUU CHUMITOMATHYECKOW U TMOAJEPKUBAIOIICH TEparuu.
B03MOXXHO MOBBIIIEHUE APTEPUATIBHOTO JABJICHHS, BO3HHUKHOBEHHUE KENyI0YHO-KUIIEUYHOI'O
KPOBOTEYCHHS, OCTPOM  TOYEYHON  HEJOCTAaTOYHOCTH, YTHETCHHE JbIXaHUsd, KOMa,
aHa(UIAKTOUTHBIE PEAKIIH.

Jleuenue

CumnromaTrueckas U mojepkuBaroiias repanus. Crnenudpuieckoro aHTUAO0Ta HeT. B ciydae,
€CJIM CHMIITOMBI TEePE0O3UPOBKMA BO3HUKIM B TeUeHHME 4-X 4YacoB MOCJE MpUeMa Ipernapara,

HEOoOX0IMMO BBI3BaTh PBOTY W/WiKM oOecrednTh mpueM akTuBupoBaHHoro yris (ot 60 mo 100 r
10
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IUype3, TeMoAuanu3, remorepdys3us, 3alielladiBaHue Moud HEd(P(PEKTUBHBI U3-3a BBICOKOM
CTCIICHU CBA3BIBAHHMS HHUMECY/HMIa ¢ OenkamMu I1a3mbl kpoBu (mo 97,5 %). HeobOxomaum

KOHTPOJIb 3a COCTOSAHUEM q)YHKI_[I/II/I IIOYECK H IICUYCHU.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOHCTBA

®apmakorepaneBTuueckas rpynmna: [IpoTuBoBOCHAIUTENbHBIE W IPOTUBOPEBMATHYECKHE
npenaparbl; HECTEPOUHbIE MPOTHBOBOCHAIUTENIbHBIE M MPOTHBOPEBMATHUYECKUE IpEnaparsl;
JIpYyrue HECTEPOUIHbIE POTUBOBOCIATIUTENBHBIE U TPOTUBOPEBMATHUUECKHUE MPETIAPATHI.

Koxg ATX: MO1AX17

Mexanusm aeiictBus u hapMakoauHaMudeckue 3hheEKThI

Humecynua sBnsieTcss HECTEPOMAHBIM MPOTHUBOBOCHAIUTEIBHBIM CpPEACTBOM M3 Kjacca
cynbhoHamuioB. OKa3bIBaeT MPOTUBOBOCIIATUTENBHOE, 00€300JIMBaIOIIEe U )KAPOTIOHUKAIOIIIEEe
neiicreue. B ormimume ot HecenexktuBHbiXx HIIBII Humecynupa rinaBHeIM 00pa3omM MHTUOMpYyeET
nukiookcurenazy-2 (LIOI'-2), TOpMO3WT CHHTE3 NPOCTArIaHAWHOB B OYare BOCIAJICHUS,
OKa3bIBaET MEHEE BBIPAKCHHOE YIHETAOIIee BO3/ICHCTBIE Ha UKIooKcureHasy-1 (L[OT-1).

5.2. DapmakoKHHEeTHYECKHE CBOMCTBA

AOGcopouus

Humecynun xopoiio BcacblBaeTcss HpHU MpUEME BHYTPb (IPUEM MHUIIM CHUXAET CKOPOCTh
abcopOuuu, He BiMsis Ha ee creneHn). [locne omHokpatHoro mpuema 100 Mr HuMecynuia
MaKcUMallbHas KOHIeHTpamus B 1uiazMe KpoBH (Cmax) y B3pOCHBIX gocTuraet 3—4 wmr/m u
Habmromaercs uepes 2—3 vaca. CBs3b ¢ OenkaMu TU1a3Mbl KpoBH — 95 %, ¢ sputpormtamu — 2 %,
¢ nunonporenHamu — 1 %, ¢ kuciasiMu anbdal -rmukonporenaamu — 1 %. YBenudeHue 10361 HE
BIIMSIET HA CTENIEHb CBSI3bIBAHUS.

[lmomane mox kpuBoW  «koHIeHTparms-Bpems» (AUC)  cocraBmser 20-35 ML 9/11.
CraTtucTi4ecky 3HaUMMBbIX Pa3InyMil MKy STUMHU IapaMeTpaMu IOcjae OJHOKPATHOTO IpUeMa
Y Ha3HAUYCHUEM Ha NMpOoTsHKeHUH 7 qHel B qo3e 100 mr 2 pasza B 1eHb HE 0OOHAPYKEHO.

Pacnpenenenue

O6mwem pacnpenenenust — 0,19-0,35 n/kr. Jlerko npoHHKaeT yepe3 rucToreMaTHuecKkue 6apbepsl
(B TKaHAX OKEHCKHMX IIOJIOBBIX OpraHoB IIOCJI€ OJHOKPAaTHOTO TpUe€Ma HHUMECYJIHJa
KOHIIEHTpaIus coctaBisieT okoio 40 % OT KOHIIEHTpallUM B TUIa3Me€ KPOBH), B T.4. B KHCIIYIO
Cpely ouara BOCHAJICHUS W CHHOBUAIBHYIO XHAKOCTh (40 % u 43 %, COOTBETCTBEHHO, OT

KOHIICHTpAalUX B IJIa3M¢E KpOBI/I).
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BuoTtpanchopmanus (NMOCNEOOBATENEHOCTE 0002)

Metabonu3upyercss B MEUEHH C y4aCTHEM MOHOOKCUTEHA3, B T.4. CUCTeMbl uToxpoma P450
CYP2C9. OcHOBHOIT METaOONIUT — BOJOPACTBOPUMBIN 4-TUapOoKCHHUMECYTH (25 %), obnamgaer
CXO/IHOM ¢ HUMECYIHIOM (papMaKoIOrHuecKOl aKTUBHOCTBIO.

OJIMMHUHALNS

Humecynuy BeIBOAUTCS B OCHOBHOM ¢ MouoH (mpubnusutenbHo 50 % npunsaroit no3si). [lepuon
nonyBbiBeneHust (T12) HuMecynmuaa — 3—6 4acoB, 4-TUAPOKCMHHMECYIHIA — 3—5 YacoB.
4-rUIPOKCUHUMECYIIH]T BbIBOAUTCA mMoukamu (65 %) u c xemusto (35 %), moxaBepraercs
SHTEPOreNnaTu4ecKoil peLupKyIALIUH.

Beero 1-3 % nHuMmecynunaa BBIBOAWUTCS B HeM3MeHeHHOM Buje. [IpubnmsurensHo 29 % mo3el
BBIBOJMTCS B BHJIE META0OJIHNTA C KAJIOM.

dapMakOKMHETHYECKUN MpOoQMIb HUMECYIHJa y TMOXWIBIX JIIOJEH IMocie OJHOKPaTHOIo M
IIOBTOPHOTO IIpUeMa IMpernapara He MEHSeTCH.

VY ManueHToB ¢ JIETKUM ¥ YMEPEHHBIM HapylleHHeM (YHKIHU TMOYeK — KIMPEHC KpeaTWHWHA
(KK) 3060 mu/mMuH, Cmax HEMECYJHIa M €ro OCHOBHOTO METa0OJUTa B IUIa3ME€ KPOBH HE
IPEBBILIAIOT TaKOBBIE Yy 3JI0pOBBIX J00poBOJbLEB. [IOBTOpPHBI IpueM HHUMECyIuaa He

COIIPOBOKIACTCA €TI0 KYMYHSIHHeﬁ.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BCIOMOraTe/ibHbIX BelIECTB
Llemtro0s103a MUKPOKpUCTAJUINYECKAS

Kpaxmai Kykypy3HbIii

Kapb6okcumerniakpaxman HaTpust (IIPUMOTeNb)

Kpemuust nMokcu KoJJIOUIHBIN (a3pOCHIT)

Tanpk

Marnus creapar

6.2. HecoBMecTHMOCTDH

He npumennmo.

6.3 Cpok rogHoCTH (CPOK XpAHEHH)

3 roja.

6.4. OcoObIe MepbI IPEAOCTOPOKHOCTH NIPU XPAHEHUH
XpaHuTh pu Temneparype He Boime 25 °C.

6.5. XapakTep U cofep:kaHHe NEPBUYHOH YIAKOBKH
[To 10 TabneTok B KOHTYPHYIO SUYEHKOBYIO YNAKOBKY W3 IJICHKH TMOJMBUHWIXJIOPUIHON H

(dosIbru aMOMHUHNEBOM NeYaTHON JTAKUPOBAHHOM.

12



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.10.2024 N= 21966
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BKJIQJIBIIIIEM MOMEIIAIOT B TAUYKYy U3 KapTOHA.
6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH TP YHUYTOKEHUHM  HCIOJB30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM  OTX0A0B, TMOJYYEHHbIX TOcjde MpPUMEHEHUs:
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIyJsIUU C penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AIEPXKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanys

AO "Tarxumdapmnpenapars”

420091, Pecniyonuka Tarapcran, . Kazanp, yin. beinomopckas, 1. 260
ten.: 8 800 201 98 88, Ten./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

7.1. IlpencraBuTeJib AepaaTe/isi perHCTPAIMOHHOIO YA0CTOBEPEeHHUs!

IIpereH3un HOTDC6PIT€J'I€I>1 HAaIrpaBJIATh IO aAPECy.

Poccuiickas @enepanus

AO "Tarxumdapmnpenapatst”
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8. HOMEP PETUCTPAIIMOHHOT O YIOCTOBEPEHUS

9. IATA NEPBUYHOH PEIMCTPAIIMU (MOATBEPXKJIEHHUA PETUCTPALUM,
INEPEPETUCTPALINN)

[lata nmepBoii peructpanuu:

10. TATA IEPECMOTPA TEKCTA

OOmast  xapakTepuCTHMKa  JIEKapCTBEHHOro  mpenapata  Humecynmupy — goctynmHa  Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHUYECKOro co3a B HH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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