COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.08.2025 N= 19585

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHIOFO TPEITAPATA U025

1. HAUMEHOBAHME JIJEKAPCTBEHHOTI' O ITPEITAPATA

Kamnopusa, 10 Mr, TabsieTku, AUCIIEPTUPYEMBIE B IIOJIOCTH PTa.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByrolee BEIECTBO: PU3ATPUIITAH.

Kaxnas tabnerka comepxut 14,53 mr pusarpunrtana OeH3oaTa B IEpecUeTe HAa PU3ATPUIITAH
10 mr.

BcrniomoratenbHble BelecTBa, HaJM4We KOTOPBIX HA0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npenapara: acnapram — 2 mr, MmaHHuTous (E 421) — 91,62 mr (cm. paznen 4.4.).

[TonHbIif epedeHb BCIOMOTaTeIbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Tabnerku, nucneprupyemslie B OJIOCTH PTa.

Kpyrnsie miockonunuaapudeckne TabaeTku 0enoro ngera ¢ (ackoit u rpaBupoBkoii «HP» Ha
OJIHOM CTOpPOHE, «239» — Ha Ipyroii, ¢ 3a1aXOM MSTBHI.

4. KIMHUYECKHUE JAHHBIE
4.1. Moka3zanusi K NpUMeHEeHHU 0

[Tpenapar Kanopusza moka3aH K NPUMEHEHHUIO y B3POCIBIX ¢ 18 5eT ais JedeHus MpucTymna
MUTPEHU C aypoil uiu 6e3.

4.2. Pe:xuM 103MPOBaHUS U CMIOCOO NMPUMEHEHH

PexxuM n103upoBaHus

Pexomennyemas nosza — 10 mr.

[Tpu mosiBIEeHUM MHUTPEHO3HOW TOJOBHOW Ooim mpemnapar Kamopusa cienyer mpHHHMATh Kak
MO>KHO paHblIle, OJJHAKO Tpenapat dGPexkTuBeH u Ha 0oJiee MO3IHEN CTaIuu TPUCTYIIa MUTPEHH.
IloeémopHuiti npuem: MEXAy NMPUEMaMHU 103 JOHKHO MPONTH HE MEHEe 2 4YacoB; HE CIeayeT
MpUHUMATH OoJiee ABYX 7103 B CYTKH.

Ilpu peyuouge conosnoii 6oru 6 meyenue 24 uacos: ecnu nocie KymupoBaHUS IEPBOHAYATEHOTO
MPUCTYIa, TOJIOBHAs 0OJIb BO3HUKAET BHOBb, MOXKHO MPHUHATH eme oaHy ao03y. Criemyer
coOIOAaTh YKa3aHHBIE BBIIIE MPEAEIbl JO3UPOBAHUS.

Ilocne omcymcmeusi omeema: 3pPEKTUBHOCTb BTOPOM 03Bl Ui JIEUEHHs] MEPBOHAYAILHOTO
npucTyna, B ciydae Hed(()EKTHBHOCTH TMEpBOM [103bI, HE H3y4alach B KOHTPOJIHUPYEMBIX
uccienoBanusax. CrenoBaTeabHO, €CIU TAIMEHT HE OTBEYaeT Ha MEPBYIO 703y, HE CIEeayeT
MPUHUMAThH BTOPYIO /103y BO BPEMS OJIHOTO U TOTO K€ MPUCTYIA.

Knuanueckune wmcciaenoBaHus MOKa3alH, YTO IMAIMEHTHI, KOTOPhIE HE PEarupyroT Ha JICUYECHUE
TEKYIIEro MPUCTYIa, MOT'YT pearupoBaTh Ha JEUEHHUE MOCIEAYIOIUX TPUCTYIIOB.

Oco0ble TPYNIIBI TAIUEHTOB

Ilayuenmur cmapwie 65 nem

be3onacHocTh 1 9PPEKTUBHOCTH pHU3aTPUIITAHA Y TTAIMEHTOB CTapIe 65 JeT HE OLICHUBAIHCH.
Tayuenmoi ¢ Hapywenuem hyHKkyuu novex

[TanmeHTamM ¢ MOYEYHOW HEAOCTATOYHOCTBIO JIETKOW WJIM CPEAHEH CTENEHU TSKECTH CIEHAYET
MPUHUMATH 0OJIee HU3KYIO 103y pU3aTPUNITAHA — 5 MT.

Iayuenmul ¢ nHapywenuem ynKyuu neveru

[TanmeHTaM ¢ MEYEHOYHOM HENOCTATOYHOCTHIO JIETKOM M CPEIHEN CTEIEHU TSKECTH CIEAYET
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MPUHUMATH 0OJIee HU3KYIO 103y pU3aTpUNTaHa + 5 MI.

Tlayuenmsi, npunumaioujue NPonPanoaon
[TarmenTam, MoMyyaroLUUM MPOMPAHOIION, CIEAYET IPUMEHATh PU3ATPUIITAH B J103€ 5 MI. Mexay
IIPUEMOM pU3ATPUNTAHA U IPUEMOM IIPOINPAHOJIOIA JOJKHO MPOMTH HE MEHEE JIBYX YacoB (CM.
paznen 4.5.).

eTu
be3onacHocTh u 3 dexkTuBHOCTH Npenapara Kanopusa y aeteit u moapocTKoB B Bo3pacte 10 18
JIET HE YCTAHOBJICHBI.
Crnoco0 npuMeHeHus
[Tpenapat Kanopusa He cieayetr npuMEHSTH U MPOPUIAKTUKA TPUCTYIIOB MUTPEHH.
TabneTku, nucreprupyeMsie B MOJIOCTH PTa, HE CIIEYET 3alUBaTh KUAKOCTHIO.
[Ipu HEOOXOIMMOCTH TMPUMEHEHHUs Npemnapara B go3e MeHee 10 Mr cienyer HCHOIb30BaTh
pHU3aTPUIITaH B COOTBETCTBYIOIIEH JO3UPOBKE.
W3Bnekute TaONETKy, AWCHEPTHPYEMYIO B IIOJIOCTH PTa, CYXMMH DPYKaMH H3 OJHCTEpHOM
YIIAKOBKU U MOJIOXKHUTE TaOJIETKY Ha A3BIK, OJI0KIUTE €€ PACTBOPEHHUS U MPOTIIOTUTE CO CIFOHOM.
[TarueHTOB cienyeT NPOUHCTPYKTUPOBATh HE U3BJIEKATh TA0JIETKY, TUCIEPTUPYEMYIO B IIOJIOCTU
pTa, u3 OJHUCTEPHONM YHNAKOBKH 10 HEMOCPEACTBEHHOro mipuema TabneTku. Tabnerkw,
JUCIIEPrUpyeMbI€ B IOJIOCTH PTa, MOTYT UCIOJIb30BAaThCS B CUTYaLUAX, KOT/la IPUEM KUAKOCTU
HE SIBIISIETCS] BO3MOXHBIM, THOO BO M30€KaHue TOIHOTHI U PBOTHI, KOTOPHIE MOTYT COIIPOBOXIATh
pUeM TabJIETOK C KUIKOCTHIO.

4.3. IIpoTBONMOKA3AHUS

— T'Mrep4yBCTBUTEIBHOCTh K PU3ATPUIITAHY WIIA K JIFOOOMY M3 BCIIOMOTATEIIBHBIX BEIICCTB,
MepeUYrCICHHBIX B pazjene 6.1.

— OpHOBpeMEHHBIH TMpHeM HHTUOMTOPOB MoHoamuHOKcHnazbl (MAQO) wumum  mpuem
pU3aTpUNTAaHa B TEUEHUE JABYX HEEIb MOCie NpeKpalleHus Tepanuu uHruoutopamu MAO.
(cm. pasmen 4.5).

— Tskenas meueHOYHAs! WIH TsDKENAs MOYeYHasi HeIOCTATOYHOCTb.

— [Tlammentam ¢ paHee mepeHEeCEHHBIM HapyIIeHHeM MO3roBoro kpooobparmienus (HMK) nim
TpaH3UTOpHOU nemuueckoi arakoi (THA).

— YMepeHHO TshKeNast Wid TsDKesasi TUIIEPTEH3Hs, WIIW HeJleueHas JIeTKasi TUIIePTEH3US.

— VYcraHoBneHHas uiieMuyeckas 06one3np cepauna (UBC), BKiIOUas HUIIEMHYECKYIO OOJIe3Hb
cepana (creHokapausi, WH(ApKT MHUOKapJa B aHaMHE3€ WIM 3aJ0KyMEHTHPOBaHHas
Hemas/0e300seBas UIeMusl), TPU3HAKKH U CHMITOMBI UIIEMUYECKOW OOJIE3HU cepala WIn
creHokapauu [IpuHimerana.

— 3aloneBaHus nepuepudeckux CoCyaoB.

— OpaHOBpEeMEHHBIN NIPUEM pH3aTPUIITAHA M IPrOTAMUHA, TIPOU3BOIHBIX CITOPHIHBY (BKIIIOUAs
METHCEPTHJI) WU IPYTUX arOHUCTOB petenTopoB 5-HT1p/1p. (cM. pa3aen 4.5.).

4.4. OcoOble yka3aHusl 1 Mepbl PeI0CTOPOKHOCTH NPH NPHUMEHEHU U

[Tpenapar Kamopusa crieayer Ha3HayaTh TOJIBKO MAIlMEHTaM, Y KOTOPBIX YCTAHOBIIEH AMArHO3
murpenu. [Ipemapatr Kamopusa He crenyeT Ha3zHauyaTh ManMeHTaM ¢ Oa3wIsIpHOW MM
TEMHUILIETUYECKON MUTPEHBIO.

[Tpenapar Kamnopusa He NMPUMEHSIOT AJIS JIEYEHUS «ATUITUYHBIX» TOJOBHBIX 0OJeH, TO eCTh TeX,
KOTOpBIE MOTYT OBITh CBSI3aHBI C MOTEHIIMAILHO Cepbe3HbIMU 3a0oieBanusMu (Hanpumep, HMK,
pa3pbIB aHEBPU3MBI ), IIPU KOTOPBIX LIEPEOpOBACKYISIPHAS BA3OKOHCTPUKIUS MOXKET OBITh OMAaCHOM.
[Ipuem puzaTpunTaHa MOXKET CONPOBOXKIATHCS MPEXOMAIIMMH CHUMITOMaMH, BKJIIOuYas OOJib B
IPyad U YyBCTBO CTECHEHHUS, KOTOPble MOT'YT ObITh MHTEHCHBHBIMU M 3aTparuBaTh ropjiao (CM.
paznen 4.8.). Ecnu npeamnonaraercs, 4To TakKke CUMIITOMBI YKa3bIBAIOT HA UIIEMUYECKYIO O0JIE3Hb
cepLa, HeoOXOAMMO OTMEHMTB NpernapaT U 00cIeJ0BaTh NallUeHTa.
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[IPEIBAPUTEILHOTO o0clie0BaHus HaleHTam, y KOTOPBIX BEPOSITHO
HEpaCMO3HaHHOE/HEIMarHOCTUPOBaHHOE 3a00JIeBaHME CepAlla, WM [alUeHTaM C PHCKOM
umemuyeckoit 6onesnn cepaua (MBC) (mampumep, MamueHTH ¢ apTepPUAIBLHON TUIEPTEH3UEH,
MalMEeHThl C CaXapHbIM JaMabeTOM, KypWIbLIUKM WJIM NAIllMEeHThl, HaXOISAIIMecs Ha HHUKOTHUH-
3aMECTUTEIbHON Tepanuu, MyXUuHbl crapiie 40 JeT, )KEHIIMHBl B IIOCTMEHONAay3€e, MalUeHTHI,
UMEIoOIUM OJIOKaay HOXEK Iydyka I['mca M manmueHTel ¢ cemeiiHbiM aHamHe3oM HWBC).
Kapauonorunueckue o0cie0BaHus HE BCETAa MOTYT HE BBISIBIIATH KKJ0TO TMALMEHTa C CEPACYHO-
COCYIUCTBbIM 3a00JIeBaHMEM, M B OYEHb PEIKHUX CIy4asX CEepbe3HbIE CEplIeUHbIE COOBITHS
NPOM3OILIH Y MAIMEHTOB 0€3 OCHOBHOTO CEPJIEYHO-COCYAMCTOrO 3a00I€BaHMsl, KOTIa BBOIUIIUCH
aronuctsl 5-HT1. Tem, y koro ycranosiena MBC, He cienayer HasHayath npemnapar Kamnopusa (cm.
paznen 4.3.).

[Tpuem aronucroB penentopoB 5-HT1p/1p cBS3aH ¢ KOPOHAPHBIM Ba3zocma3MoM. B penkux ciyyasx
cooOmanock 00 umemMun WM UHPApKTe MUOKap/a MpH MPUMEHEHUH arOHHCTOB PELENTOpPOB 5-
HT1g/1p, BKJIrOUast pusarpumnTan (cM. pasaen 4.8.).

Hpyrue aronuctsl 5-HT1g/1p (Hanpumep, cyMaTpHUIITaH) HE CIIEAYyeT HCII0JIb30BaTh OHOBPEMEHHO
C pu3aTpunTaHoM (cm. paszen 4.5.).

Pexkomennyercs nmonokaaTb He MEHEE ILIECTH YacoB IOCIE IpUeMa pU3aTPUITAHA, IPEXKIE YeM
NPUHUMATh JIEKAPCTBEHHBIE CpEACTBA OJProTAMUHOBOTO TUMA (HAmpuMmep, HSProTaMuH,
JUruaposproraMud win meruceprun). [locne nmpuema mpenapara, cofepiKallero 3proTaMuH, 10
NPUMEHEHHs pHU3aTpUNTaHA JOJDKHO NpolTH He MeHee 24 yacoB. XOTS B KIMHHUYECKOM
(apMaKoJIOrH4eCKOM UCCIIE0BaHUY, C ydacTheM 16 310pOBbIX MY)KUMH, B KOTOPOM OHU IOJIy4ally
pHU3aTPUNTAH MEPOPATLHO M MapeHTEpaTbHO JProTaMmuH, Ba3ocmacThHueckue 3(QexTor He
Ha0JI0 1T Ch, Takue 3G GEKTh TEOPETUUECKH BO3MOXKHBI (CM. paszen 4.3.).

Coo0manocs 0 CEepOTOHHHOBOM CHHAPOME (BKJIIOYash M3MEHEHHOE TCHUXWYECKOE COCTOSHHE,
BEreTaTUBHYI0 HECTAaOWIBHOCTh M HEPBHO-MBIIIEYHBIE HApPYIIEHUS) IOCIE OIHOBPEMEHHOTO
JIeYeHUs! TPUNTAaHAMH U CEJIEKTUBHBIMU MHIHOUTOpamu oOpatHoro 3axBata ceporonuna (CHO3C)
WIA MHTHOUTOpaMu o0paTHOro 3axBaTa cepoToHuHa M HopaapeHanuHa (MO3CH). Otu peakuuu
MOTryT ObITh cepbe3HbIMU. Eciu comyTcTBytomiee sieuenue puzarpuntanom 1 CUO3C unmu MO3CH
KJIMHUYECKH OITPAaBIaHO, PEKOMEH IYEeTCSl COOTBETCTBYIOIIEE HAOII0IeHUE 32 TALIUEHTOM, 0COOEHHO
B HayaJle JICYCHUS, IPH YBEJIIMUYEHUU JI03bI WM TPU JOOABIEHUH JIPYroro CepOTOHNHEPIUYECKOTO
npernapara (cM. paszaen 4.5.).

HexenarenbHble 3(dekTsl MOryT ObITH 0OOJiee 4YacTBIMH INPU OJHOBPEMEHHOM HPUMEHEHHH
TpUNTAaHOB (aroHUCTOB 5-HT1p/1D) U IEKAPCTBEHHBIX MPENAPATOB PACTUTEILHOTO POUCXOXKACHUS,
cozepxariux 38epoboit (Hypericum perforatum).

AHTMOHEBPOTUYECKHH OTEK (HalpuMep, OTEK JIUIa, OTEK sI3bIKa U OTEK FOPTaHU) MOKET BO3HUKATh
y TAlKEHTOB, NPHHUMAIOIIMX TPUINTAHbl, B TOM 4HCIE pu3aTpunTtad. Ecim  BO3HUKaeT
AQHTMOHEBPOTUYECKUI OTEK SI3bIKa WJIM TOPTaHU, MalMeHTa CIeIyeT IOMECTUTh MO MEIUIIMHCKOE
HaOMIOJICHHEe 70 HCYE3HOBEHHMs] CHUMOTOMOB. JledeHue crienyeT HEMeIUIEHHO MpPeKpaTuTh |
3aMEHHTH MPernapaToM, IpUHAAISKAIIUM K IPYyroMy Kilaccy.

Crnenyer yuuThIBaTh BO3MOKHOCTh B3aUMOJECHUCTBHUS NPU Ha3HAYEHWU pU3aTpUIITaHA NAllMEeHTaM,
npuanMaromm cyoctparet CYP 2D6 (cm. pasaen 4.5.).

JlekapcTBEHHO-UHJIYIIMPOBaHHAs rojioBHas 60k (JINT'B)

[TpoaomKUTENBHBIN TIPHEM JTIO00TO 00€300MBAIOIIETO CPEACTBA OT TOJIOBHOW OOMM MOXKET
yeyryounsate ee. Ecnu Takas cuUTyanusi BOSHHMKAeT WJIM IOJ03PEBAETCA, CIEAYEeT OOpaTUThCS 3a
MEIWIMHCKON MOMOIIBI0 M Ipekparutb JjedeHue. [uarnoz JIMI'B cnemyer 3amono3puths y
MAlMEHTOB, Y KOTOPBIX YacTO WM €XKEJHEBHO BO3HUKAIOT FOJIOBHBIE 0OJIM, HECMOTPS Ha (WU 13-
3a) peryJsipHBIN TPUEM JICKapCTB OT TOJIOBHOW OOJIH.

BcnomorarenbHble BeliecTsa

DEeHUTIKETOHYPHSI: TAUEHTHI ¢ (EHUIIKETOHYpHUEH TOHKHBI OBITh MPOUH(OPMUPOBAHBI O TOM, UTO
npernapar COAEpKUT acmapraM (McTouHMK (enmnananuna). Kaxmas TalneTka mpenapara
Kanopwusa, nucnieprupyemas B mojioctu pra, 10 Mr coaepkut 2 mMr acraprama.
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mannuTona (E 421), KoTopslii MOKET OKa3bIBaTh C1a00e Cl1abuTeNbHOE JIeHCTBHIE.

4.5. BzaumoaeiicTBue ¢ JPYrMMH JIeKAPCTBEHHBbIMHM MpenapataMM W Jpyrue BH/bI
B3auMOelCTBUS

OproramMuH, IPOU3BOAHbBIE CHOPBIHBY (BKJIOYAsi METUCEPIU), APYTUE arOHUCTHI PELIENTOPOB S-
HTignp: w3-3a amgutuBHOro 3(ddekra OAHOBPEMEHHOE NPUMEHEHHWE pH3aTpUNTaHa M
3ProTaMrHa, IPOU3BOAHBIX CHOPBIHBU (BKJIIOYAash METUCEPruj) WIM JPYTHX aroHUCTOB
penentopoB 5 HT1g/1p (Hanpumep, cymaTpuIitad, 30JIMUTPUIITAH, HAPATPUIITAH ) MOBBIIIAIOT PUCK
Ba30KOHCTPUKIIMY KOPOHAPHBIX apTEPUI M TUIIEPTOHUU. JTa KOMOMHALIMS IPOTUBONOKA3aHa (CM.
pazmen 4.3.).

WHruOuTOphl MOHOAMUHOKCH/IA3bI: PU3ATPHUIITAH META0OIU3UPYETCS B OCHOBHOM C MOMOIIBIO
MoHoamMuHOKcHAa3bl noatuna A (MAO-A). KoHueHnTpauuu pusaTpuritaHa U €ro akTUBHOTO N-
MOHOJIECMETUJIOBOTO MeTaboyiMTa B IUIa3Me€ KPOBH YBEIMYMBAIUCH TPU OJHOBPEMEHHOM
MPUMEHEHUU CEeNIEeKTUBHOTO oOpatumMoro unruouropa MAO-A. IlogoOubie uan Golee cUIbHBIC
3 HEKTH 0XKHUIAIOTCS IPU HCIIOJIb30BAHUH HECEIEKTUBHBIX, 00PaTUMBIX (HaIpUMep, TMHE30JIN)
U HeoOpaTuMbIix HHTHOUTOpoB MAOQO. M3-3a pucKka Ba30KOHCTPUKIIMU KOPOHAPHBIX apTepuil u
MPUCTYIOB TUIIEPTOHUHN HA3HAYEHWE PU3ATPUIITAHA TMAlUEHTaM, NMPUHUMAIOIIUM WHTUOUTOPHI
MAO, npoTuBomoKasaHo (cM. paszaen 4.3.).

bera-afipeHOOI0KATOPBI: KOHLIEHTpALMs pU3aTpUIITaHA B IUIa3ME MOJKET YBEIMUUBATHCSA IPU
OJIHOBPEMEHHOM TPUMEHEHUHU NPONPAHONIONA. DTO YBEIMYEHHE, CKOpee BCEro, CBS3aHO C
METa0OJMYECKUM B3aUMOJICHCTBUEM TIEPBOTO IMPOXOXKACHUS MEXAY ABYMS NpenapaTamu,
nockolibky MAO-A urpaer posib B MeTa0OIU3Me Kak pU3aTpUIITaHa, TaK U MPOMpPaHOIIoNa. ITO
B3anMojeiicTBre npuBoauT K cpenHeMy yBennmdeHHo AUC u Cmax Ha 70-80 %. IlamuenTawm,
MOJIyYarOU[UM MPOMPAHONIO, CIEAYeT IPUMEHATh PU3ATPUNTAH B 03¢ 5 Mr. Mexay npuemMom
pH3aTpHIITAHA U TIPHEMOM ITPOTIPAHOIIONA TOJDKHO MPOMTH HE MeHee ABYX yacoB (cM. pazaen 4.2.).
B wuccnenoBaHuM JeKapcTBEHHOTO B3aUMOJCHMCTBUSL HAJIOJOJA W METOIPOJION HE BIUSIM Ha
KOHLEHTPALlUU pU3aTPUNTAHA B IIJIa3Me.

CenekTUBHBIE HHTUOUTOPBI 00paTHOro 3axBarta cepoToHrnHa (CUO3C) / ”HTUOUTOPBI 0OPaTHOTO
3axBara CepOTOHUHA U HopaapeHannHa (HopanuHedhpuHa) (MO3CH) 1 cepOTOHUHOBBIN CHHIPOM:
OBLTM COOOIIEHUS, OMHCHIBAIONINE MAIlEHTOB C CHUMIITOMAaMH, CXOJHBIMH C CEPOTOHHHOBBIM
CUHAPOMOM (BKJIIOYas M3MEHEHHUE ICUXMYECKOr0 CTaTyca, BEreTaTUBHYI0 HECTaOWJIBHOCTh U
HEPBHO-MBIIIIEUHbIE HapyiieHus) nociue ucrnoiab3oBanus CMO3C unu MO3CH u TpuntanoB (cMm.
paznmen 4.4.).

UccnenoBanus in Vitr0 mMOKa3bIBalOT, YTO PHU3aTPUNTAH HHTHOMpyeT nutoxpom P450 2D6
(CYP2D6). [lanHble O KIMHAYECKOM B3aUMOJCHCTBHHM OTCYTCTBYIOT. [IpM Ha3HaYeHUH
pu3aTpuIiTaHa TMalueHTaMm, npuHuMarommM cyoctpatel CYP2D6, cnemyeT y4yuThIBaTh
BO3MO>KHOCTH B3aMMOJIECHCTBHS.

4.6. ®epTHWIBLHOCTDH, 0EPEMEHHOCTD U JIAKTAIUS

bepemeHnHoCTH
be3onacHocTh MpUMeHEHHS pU3aTpUNTaHa MpU OEPEeMEHHOCTH He ycTaHOBiIeHa. MccnenmoBanus

Ha KUBOTHBIX HE TMOKAa3aJll BPEJIHOTO BO3JCHUCTBUS B OTHOIICHHH 3MOPHOHAIHLHOTO Pa3BUTHSI,
TEYCHHsS] OCPEMEHHOCTH, POJOB U IIOCJICPOJIOBOTO PA3BUTHSA, MPU TNPUMEHEHHH J03,
MPEBBIIAIOIINX TEPANIEeBTUYECKUE.
[TockonpKy MccaenoBaHusl Ha KUBOTHBIX HE BCErjia MO3BOJSIOT MPOTHO3UPOBATH 3G (dEKT npu
NPUMEHEHHUH Yy YeJIOBEKa, pU3aTPUNITaH CIEAYeT NMPUMEHATh BO BpeMsi OEpEeMEHHOCTH TOJIBKO B
ciIydae KpaiiHel He0OOXOAMMOCTH.

JlakTamus
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0 MPOHUKHOBEHUH pU3aTpUnTaHa (MeTab0JIMTOB) B IPYJHOE MOJIOKO YETIOBEKA OTCYTCTBYIOT.
Cnenyer coOmogaTh OCTOPOXKHOCTh HpPU HA3HAUYEHUU PU3ATPUNTAHA >KCHIUHAM, KOPMSIIUM
rpyapio. Bo3zaeiicTBue Ha MIIaJeHIEB CIEIyeT CBECTH K MHUHUMYyMY, Hu30eras TpyIHOTO
BCKapMJIUBaHUs B T€YEHUE 24 4acOB IOCJE JICUEHHUS.

DepTUIIBEHOCTD

Bnusinue Ha QepTUIBHOCTH YeIoBeKa He UCCIIeN0BaNIOCh. McecaenoBanus Ha )KUBOTHBIX BBISIBUIIN
JUIIbF MUHUMAJIBHOE BIIMSHHE Ha (DEPTHIIBHOCTh MPH KOHIIGHTpAIMSIX B TUIa3Me, HAaMHOTO
MPEBBIIIAIOIINX TepareBTUYECKUEe KOHIIEHTpaluu i yenoBeka (6onee yem B 500 pas).

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM H padoTaTrh C
MeXaHNu3MaMu

Kanopusza oxasbiBaeT cnaboe/HE3HAUNTENbHOE BIMSHME HAa CIOCOOHOCTh  YHPABIIAThH
TPAHCHOPTHBIMM CPEICTBAMHU U pabOTaTh C MEXaHU3MaMHU.

[TockonpKy Ipu mpreMe pu3aTpulTaHa MOTYT pa3BUBAThCSl TAKUE HEKEIATEIbHbIE PEaKLUU KaK
COHJIMBOCTb, T'OJIOBOKPYKEHHE, HEOOXOJMMO COOJIIOJaTh OCTOPOXKHOCTb IPH YIPABICHUU
TPAHCIIOPTHBIMU CPEACTBAMU U PabOTE ¢ MEXaHU3MaMH.

4.8. HexkesaTeJIbHbIE PeaKIIUH

Pestome npodust 6e30nacHOCTH

[TpumeHeHue pusaTpunTada OblI0 oLeHEeHO Ha Oosiee yeM 8630 B3pOCIIbIX MALMEHTAX B TEUEHUE
HepuoJia 10 OJTHOTO T'0/1a B KOHTPOJIMPYEMBIX KIMHUYECKUX HcciaenoBanusax. Hanbonee yacteiMu
HEeXenaTeNbHBIMA 3 (dexkramu, OlEHMBACGMBIMA B KIMHUYECKHX HCCIEIOBAaHMIX, OBUIN
rOJIOBOKPY>KEHHUE, COHJIMBOCTh U ACTEHUS/yTOMIISIEMOCTb.

Pesrome HexenaTenbHbIX PeaKIUi

Crenyromue HexenaresnbHble 3()(eKThl ObTM OLIEHEHb! B KIMHUYECKUX HCCIIEAOBAHUIX W/UIN
3aperucTpUpOBaHbl B IOCTMAapKETUHIOBOM Nepuoze. YacToTa BOZHUKHOBEHUS HEXKeNaTeIbHbBIX
peakuMii ompezensiack B COOTBETCTBUM C kiaccupukanuedt Beemupnoit Opranuzanueit
3npaBooxpanenus (BO3): wacto ot > 1/100 go < 1/10, newacto ot > 1/1000 mo < 1/100, penko ot
> 1/10000 no < 1/1000, ouens peaxo < 1/10000, yacTotra HeM3BECTHA (HEBO3ZMOXKHO OIPEIETUTD
Ha OCHOBE MMEIOIINXCS TaHHBIX).

Hapywenus co cmopoHbl UMMYHHOU cucmemvl. PEAKO — THIIEPUYBCTBUTEIBHOCTS,
aHauIaKTHYECKast/aHAQUIIaKTOUIHAS pEaKIusl.

Hapywenus ncuxuxu: 4acTo — 0ECCOHHUIIA; HEYACTO — JIe30pUEHTALUs, HEPBO3HOCTb.
Hapywenus co cmoponwi HepeHoii cucmempl: 4aCTO — FOJIOBOKPYKEHUE, COHIIUBOCTb, TAPECTE3MS,
roJoBHasi 00JIb, TUIIECTE3Us, CHI)KEHHE YMCTBEHHOW aKTUBHOCTH; HEYacTO — aTaKCHs, TPEMOp,
BEPTHrO, JUCTEB3US/HEIPUATHBIA TPUBKYC, OOMOPOK; YaCTOTa HEU3BECTHA — CYIOPOTH,
CEpPOTOHUHOBBIN CHHIPOM.

Hapywenus co cmoponvl opeana 3penus: He4acToO — HEUETKOCTh 3PEHHUSL.

Hapywenusa co cmoponvl cepoya: 4acto — cepAaledueHne; HeyacTo — apuTMHUs, TaXUKapaus;
PEAKO — HapyIIEHWEe MO3TOBOT0 KpOoBOOOpaIieHust (0 OOIBITMHCTBE U3 ATUX MTOOOYHBIX PEAKITHA
coo01Iaoch y MalMEeHTOB ¢ (aKTOpaMU PUCKA, MO3BOJISIOIIMMH ITPOrHO3UPOBATh 3a00JIeBaHNe
KOPOHAPHOM apTepun), OpaauKapIus; 4acTOTa HEU3BECTHA — MIIEMHs I HH(apKT Muokapaa (o
OOJNBIIMHCTBE 3THX MOOOYHBIX pEAKIMH COOOIIATIOCh Yy TMAlMeHTOB ¢ (hakTopamMu pHCKa,
MO3BOJIAIOIIMMYU TPOTHO3UPOBATh 3a00JIeBaHNE KOPOHAPHON apTEepPHH).

Hapywenusa co cmoponvl cocy0os: HeYaCcTO — apTepuaibHas THUIEPTEH3Ms, IPHIUBHI,
MPUCTYNO0Opa3HOE ONIYIICHHE Kapa; YaCTOTa HEU3BECTHA — UIIEMHUSI TEpUPEPUUECKUX COCYIOB.
Hapywenus co cmoponbl OblxamenbHou cucmemyl, 0peaHo8 epyOHOU KIemKU U CpeoOCmeHUs.:
4acTo — TUCKOM(OPT B ropJie; HeYacTO — OJBIIIKA; PEJKO — XPHUIIBI.

Kenyoouno-kuweunvle Hapywienus: 4YacTO — TOUIHOTA, CYXOCTb BO PTy, PBOTa, AMapes,
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1010 VB Hi 026
JIHCIIENICHUs, OOJIM B )KHBOTE; YaCTOTA HEM3BECTHA — I/IIJ_IGI\IAII-/}‘TGCME‘I/IJ EJIbHOCTE 0026)

Hapywenus co cmoponvl Kodxcu u NOOKONCHbIX MKAHel. YaCTO — IPUJIMBbI; HEYaCTO — KOXKHBIN
3y[, KpamlWBHHIIA, aHTHOHEeBpoTHueckuii oTek (ortek Ksuuke) (cm. pasmen 4.4.), Chilb,
MOTIMBOCTbH; YACTOTA HEM3BECTHA — TOKCUYECKHH dMUICPMaTbHBIA HEKPOJIH3.

Hapywenus co cmopoHbl Mbluteunol, CKeremHol cucmembvl U COeOUHUMENbHOU MKAHU.! 9acTo —
TSOKECTh B KOHEYHOCTSX, OOJbh B Iee, CKOBAaHHOCTh, HEYACTO — HAIPSHKCHHOCTh MBIIIIII,
MBIIIEYHAS C1a00CTh, MUAJTUS.

Obwue napyulenus u peakyuu 8 Mecme 68e0eHusi: 9acTo — aCTCHHsI/yTOMIIIEMOCTh, OOJIH B TPY/IH;
HEYacTo — XKaXkaa, 00JIb B JIHIIE.

Jlabopamopnvie u uncmpymenmanvHule OanHvle: He4acTo — oTkIoHeHnsa DKI'.

Coo011eHue 0 M0103PEBAEMbIX HEKEIATEIbHBIX PEAKIIUAX

BaxHo coo0mare O M0A03pEBAEMBIX HEXENaTeIbHBIX pPEAaKLUUAX I[OCIe perucTpanuu
JIEKApCTBEHHOTO Iperapara ¢ Helbl0 00eCTIeYeHUsT HEPEPHIBHOIO MOHUTOPUHTA COOTHOIIICHHS
«I10JIb3a — PHUCK» JIEKapCTBEHHOI'O Ipenapara. MeIuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo0ImaTh O JIIOOBIX MOJO3PEBAEMBIX HEXKEIATEIbHBIX PEAKIMIX JEKAPCTBEHHOTO IIperapara
yepe3 HALlMOHAJIbHBIE CUCTEMbI COOOILEHHUS O HEXKENATEeNbHBIX PEAKLUAX FOCYJapCTB — WICHOB
EBpazuiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

denepanbHas ciry:x0a 1o Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109074, r. Mocksa, CraBstHCKas II0IIab, 1. 4, ctp. 1

Tenedon: +7 (495) 698-45-38

®daxc: +7 (495) 698-15-74

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Anpec B unTepHere: www.roszdravnadzor.gov.ru

Pecnyonuxa Apmenus

«Hayunbiit LleHTp sKchepTusbl JIEKapcTB U MEAWLMHCKUX TEXHOJOTMH UM. AKaJeMuka
9. lNabpuensinay AO3T

Anpec: 0051, r. EpeBan, np. Komutaca 1. 49/4

Tenedon: + (374 10) 23 08 96

dakc: (+374 10) 232118, 232942

OnekTpoHHas nouta: vigilance@pharm.am

Anpec B HHTepHETe: WwWw.pharm.am

Pecnyonuxa Benapyco

PecmyOnmukanckoe  yHuTapHoe mpeampustue «LleHTp oKkcmepTM3 W HCOBITAaHWA B
3/IpaBOOXPAHEHUM»

Anpec: 220037, r. Munck, ToBapuiieckuii mep., 1. 2a

Tenedon: + 375-17-299-55-14

dakc: +375-17-299-53-58

OnexTpoHHas noyra: repl@rceth.by

Anpec B untepHere: rceth.by

Pecnyonuxa Kazaxcman

PITI na [IXB «HauuoHanbHbIA LEHTP JKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX
uznenuitn» MunucrepcrBa 3apaBooxpanenus Pecriyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi1. A.lmanoBa, 1. 13

Ten.: 8 (7172) 235-135

OnexTponHas noyra: farm@dari.kz

Anpec B uaTepHere: www.ndda.kz



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 06.08.2025 N= 19585

(MOCNEOOBATENBEHOCTE 0026)

Kueipevizckasn Pecnybnuka

JlenmapTaMeHT JEKapCTBEHHOrO OO0eCleueHUs U MEAULIMHCKOW TEeXHUKU Npu MUHHCTEpCTBE
3npaBooxpaneHust Keipreizckoit PecrryOnuku

Anpec: 720044, r. bumkek, yi. 3-s auHus, 1. 25

Tenedon: +996 312 21-05-09, +996 312 21 92 86

®axc: +996 312 21 05 08

Onekrponnas nmoura: dlomt@pharm.kg; ddp-me@elkat.kg

Anpec B uaTepHere: www.pharm.kg

4.9. Ilepeno3upoBKa

CuMnTOMBI

PuzarpunTan 40 Mr (BBOAMMBIN B BUJIE PA30BOi 1036l UIIH JABYX 103 C JBYX4aCOBBIM HHTEPBAIOM
MEXIy TMpHeMaMHu) Xopomo mnepeHocwics Ooxee uemM 300 B3pOCHBIMH MAalMEHTAMHU:
TOJIOBOKPY>KEHHUE U COHJIMBOCTb ObUIM Hanbosee yacTbIMU OOOYHBIMU 3 (eKTaMU, CBI3aHHBIMU
C IPUEMOM IIpenapara.

[Tpu mepeno3upoBKe BO3MOXKHO BO3HUKHOBEHUE TMIIEPTOHUM WM JAPYrMX Oojiee Cepbe3HbIX
CEpJICYHO-COCYAUCTHIX CUMIITOMOB.

Jleuenue

VY nanueHToB C MOJO3PEHHMEM Ha MEpPEeO3UPOBKY pPHU3ATPUNTAHA CIEAYET PACCMOTPETh
BO3MOXKHOCTh JIEKOHTAMHHALMU JKEJTyJJOYHO-KUIIEYHOI'0 TpakTa (Hampumep, HpOMbIBaHHUE
Kelyaka € [OCIENyIOIMM  IPUEMOM  aKTUBHpoBaHHoro yrig). KiuHunueckuit u
3JIEKTPOKAPAUOTpapUUECKUIT MOHUTOPUHT CIIEAYeT MPOJ0JIKATh He MeHee 12 JacoB, axe eciu
KJIMHUYECKHE CUMIITOMBI HE HAOIIOAat0TCsl.

BausiHue remo- uiaM NepUTOHEAIBHOrO AMain3a Ha KOHIEHTPALUIO pU3aTpUNTaHa B CHIBOPOTKE
KpPOBH HEU3BECTHO.

5. ®APMAKOJIOTMYECKHE CBOMCTBA
5.1. dapmakoguHAMUYECKHE CBOIICTBA
®dapmakoTepaneBTudeckas rpynmna: IIporuBomurpeHosnoe cpeactBo. CeNeKTHBHBINA aroHHCT
5 HT1-penientopos.
Kox ATX N02CCO04

Mexanusm aeiicteus U hapMakoauHaMudeckne YO GEKTHI

Pusarpuntan obnagaer Boicokol ad)(UHHOCTHIO M CETIEKTUBHO CBSI3BIBACTCS C PEIENTOpaMu S-
HTis u 5-HTip u umeer He3HAUMTENbHBIM 3PQeKT Win He HuMeeT (apMaKOJIOTHUECKOU
aKTUBHOCTH B oTHomieHuu 5-HT», 5-HT3s; anpenepruueckux anbdai, anbdaz unu 6era; D1, Do,
no(GaMHHEPTHUECKUX, THCTaMHUHOBBIX Hi; M-XOIWHOpENEenTopoB; WiIH OEH30Ha3eTHHOBBIX
PELENTOPOB.

TepamneBTHYecKast akTHBHOCTh PU3ATPHIITAHA TIPH JICUCHUU MUTPEHO3HON TOJIOBHOM 00JIM MOKET
OBITh CBsI3aHA C €ro aroHHCTUYeCKUM JeiictBueM Ha peuentopbl 5-HTig u  5-HTip,
pacroJiararonecs B dKCTparnepeOpaibHBIX BHYTPHUEPETHBIX KPOBEHOCHBIX COCY/Iax, KOTOPHIE,
KaK CUMTAETCS, PACIIUPSAIOTCS BO BPEMS IPUCTYIA, U Ha CEHCOPHBIC HEPBHI TPOMHUYHOTO HEPBA,
KOTOpBIE MX HHHEPBUPYIOT. AKTHBALIUA 3TUX peuentopoB 5-HT1g u 5-HT1p npuBoaut k cyxeHuto
BBI3BIBAIOIIMX  OOJh  BHYTPUYEPENHBIX KPOBEHOCHBIX COCYIOB U  HHTUOMPOBAHUIO
BBICBOOOXK/ICHUSI HEHPOIICIITH/IOB, YTO BBI3BIBACT CHIDKEHHE BOCIAJICHHS B YyBCTBHTEIBHBIX
TKaHSX U CHIDKEHUIO TIepelaun CUTHama 00K B IIEHTPaIbHOM TPOWHUYHOM HEPBE.
dapmakognHaMuueckue Y PEKThI

Bspocnvie

N3BecTHO, uTO 3(h(PEKTUBHOCTH pHU3aTpPUNTAHA MPH JICUEHUHU OCTPHIX MPHUCTYIIOB MUTPEHH ObLiIa
M3y4YeHa B YETHIPEX MHOTOIICHTPOBBIX IIANE00-KOHTPOIUPYEMBIX HCCIICIOBAHMUIX, B KOTOPHIX
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yaactBoBaim 6ojee 2000 manyueHToB, MOTy4YaBIfIuX pma'rwl;h;rlﬁ‘;'%éé‘n%%_g%]-ﬁ%:I%Mr B

cpoke o 1 roma. OGneryenue rojJoBHOM 0onu HacTynaio yxe depe3 30 MUHYT mocje mpueMa
nepBoit 103b1. [lokazarens 3p(HEeKTUBHOCTH Yy MAIMEHTOB, MOTYYaBIIMX pu3aTpunTad S mr u 10
M, 4epe3 2 yaca ocjie IpruemMa cocTaBuil cooTBeTcTBeHHO 60-63 % u 67-77 % B cpaBHEHUHU ¢ 23-
40 % B rpynmne mianeoo.

XO0T4 MalueHThl, KOTOPBIE HE OTBETUIIM HA IIEPBOHAYAIBHOE IPUMEHEHNE PU3ATPHUIITaHA, HE OBLIH
HOJBEPrHYTHl [IOBTOPHOMY IIPUMEHEHMIO IIPU TOM K€ MPUCTYIIE, OHU BCE K€ BEPOATHO, MOIIU
OTBETUTh HA JICUEHHE MpPHU TNOCIEAYyIOIeM MpucTyne. Puszarpunran Takke obieryaer
JTUCKOM(OPT, TOITHOTY, CBETO00s3Hb U (HOHOPOOUIO, CBA3AaHHBIC C MUTPEHBIO.

OCHOBBIBasICh Ha UCCIEIOBAHHUAX IPU MEPOPATBHOM NMPUMEHEHUH Ta0JIETOK pU3aTPUITaHA, OH
3¢ (deKTUBEH B JICYEHUU MEHCTPYyalbHOH MUIPEHM, TO €CTb MUIPEHM, KOTOpas BO3HUKAET B
Te€4eHHe 3 THEH 10 WIK NOCIIe Hayala MEHCTpYyaluu.

Iloopocmxu (12-17 nem)

O} PeKTUBHOCTD TIEPOPaTHHO TUCIIEPTUPYEMOTO pu3aTpunTana y aerei (ot 12 mo 17 ner) Obuia
OLlECHEHa B  MHOTOLIGHTPOBOM, PpaHAOMHM3HPOBAHHOM, JBOHHOM  cjemoM, Iulanedo-
KOHTPOJHPYEMOM HCCIICIOBAHUH, B apajuie/ibHbIX rpymmax (N = 570).

[Tonynsnus HaceneHus JOJDKHA OTBEYaTh TPeOOBAaHUSAM, HE OTBEYAIOIIMM paHHEH Tepanuu
HIIBII u napaueramonom. B Teuenue mnepBbix 30 MUHYT OT Hayaja 3MM307a, MALUEHTHI C
MUTPEHbIO MOJYyYadd Ha HadaJbHOM 3Tamne Iulanebo uiau puszarpunrtad. Yepe3 15 munyr,
UCTIBITYEMBIE C IJIane00 He pearnpoBalid Ha JICUEHHE IJ1ared0 WK PU3ATPUIITAHOM 110 TOMY- XKe
HOPUCTYNy MUTpeHH. Vcronp30Bain MOJIX0A K JO3UPOBAHUIO HA OCHOBE Beca, MallMeHThl MAacCOi
tena ot 20 po 40 kxr nmomyyanu 5 Mr pusaTpuliTaHa, U MauueHThl ¢ Maccoi 40 kr win Oosee
noxyvyanu 10 Mr puzarpunrasa.

B sTroM mccnenoBaHuu, MPOBEACHHOM C TIIATEILHO OTOOPAHHOM TPYIIION HaceleHus, ObLia
OTMe4YeHa pa3HuIla B 9 % MexXly akTUBHBIM JICUEHUEM U IPUMEHEHHEM I11a1ie00 Ipy OTCYTCTBUU
JUTSl IEPBUYHOM KOHEUHOM TOUKM 3(pPeKkTUBHOCTH 00sieryeHrs 0011 (YMEPEHHO BhIpayKEHHAs WU
TsKemast 00JIb 10 €€ CHIKEHUS MM OTCYTCTBUS) uepes 2 yaca rnociie nposeneHus geuenus (31 %
JUIsl pu3atpunrtada npotuB 22 % s rpynnsl 1wtane6o (p = 0,025)). He Obuio HaiizeHo
CYIIECTBEHHBIX Pa3JIMYMi JJI1 BTOPUYHON KOHEYHOM TOUYKHM 0OJjerdeHus 6o (CHUXeHue 0oJu
OT YMEPEHHOM UM CUJILHOM 0O0JU /10 JIETKOM WU €€ OTCYTCTBHIO).

Jlemu (6-11 nem)

O} PexTUBHOCTh pU3ATpUNTAaHA, TAOJIETOK JUCIEPIHUPYEMBIX BO PTY, TaKKe Obljla OLIEHEHA Yy
OonbHBIX JAerTell B Bo3pacte oT 6 1o 11 jer B mianebo-KOHTPOIMPYEMOM KIMHHUYECKOM
MCCJIEIOBAaHUHM TPH JIeYeHUH oCTpbIX NpucTymnoB (1 = 200). KonuuecTBo mannueHToB, TOCTUTINX
n30apyieHUs1 00U yepe3 2 yaca Iociie JISYeHUs, CTATUCTUYECKH He Pa3Nyanoch y MalUeHTOB,
MOJIyYaBUINX PU3ATPUNITAH B BUJE TaOJETOK, TUCIEPrUPYEMbIX B MTOJIOCTH pTa, B Ao3e 5 Mr u 10
MT, TI0 CPaBHEHUIO C MalMeHTaMu, noidyJaromumu miamnedo (39,8 % npotus 30,4 %, p = 0,269).
Puzarpuntan B BuIe TaOJETOK, AUCIEPrHPYEMbIX B IOJIOCTH pTa, MO3BOJISIET MalMEHTaM,
CTPAJAIOLINM MUTPEHBIO, JICYUTh MPUCTYIBI TOJOBHOW 00iM 06e3 HEeOOXOIUMOCTH 3aluBaTh
JIEKapCTBO KUJIKOCTBIO. B pe3ynbrare 3TOro nayeHTsl MOTYyT I0JIy4aTh JeUeHue B JIto00e BpeMs
U B JIOOBIX YCIIOBHSAX, HAIlpUMEpP, NMPH OTCYTCTBHM JKUAKOCTH s 3anuBaHui. Kpome Ttoro,
JaHHasi JeKapCcTBeHHas (Qopma MO3BOJISIET M30€KaTh HEMPHUSTHBIX OLIYIIEHUN B KETyJOYHO-
KHILIEYHOM TPAKTe, KOTOPbIE MOTYT BO3HUKATh ITPH MPOTIaThIBAHUU JKUIKOCTH.

5.2. PapMaKoOKHHETHYEeCKHe CBOIiCTBA

AOGcopOnus

Pusarpunran OpICTPO M MOTHOCTHIO a0COpPOUpYyeETCs Mocie NepopaIbHOro Npuema.

Cpenusiss OMOOCTYITHOCTh JUCTIEPTUPYEMON BO pTy TabseTku coctasiseT 40-45 %, a cpemnue
IMKOBBIE KOHIEHTpaluH B m1azMe (Cmax) TOCTUTAIOTCS TpuMepHO yepes3 1,58 gaca (Tmax). Bpems
JOCTHIKCHUSI MaKCHUMaJbHOM KOHLEHTPAlMM B IUIa3Me IIOCIe MpHUeMa pH3AaTpPHUNTaHa B
JIeKapCTBEHHOH (hopMme TalleTKH, JUCTIeprupyeMblie Bo pTy, npubiamusurenasHo Ha 30 - 60 MuHyT
JI0JIbIIIE, YeM TOCIIe TIPHeMa pU3aTPHUIITaHa B BUJE TAaOJIETOK IS IEPOPAILHOTO IPHEMa.
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bpexm om mpuea mug (NOCNELOBATENEHOCTL 0026)

[Tpu mpueme puzarpurTaHa B BUJE TaOJIETOK JUIS MEPOPATHHOrO MpUeMa Ha MOJHBIN JKEITyI0K
Tmax yBeIu4nBaeTcs NpuOaM3UTENbHO Ha 1 yac. s Tabnerok pusarpunTaHa, JUCIeprupyeMbix
B IIOJIOCTH pTa, Tmax HAcTymaeT Ha 1 yac mosgHee NpU HA3HAYEHUM B CHITOM COCTOSHUU.
JanpHeimas 3anepxka abcopOLuu pu3aTpUNTaHa MPOUCXOJUT IPYU Ha3HAYEHUU pU3ATpUIITAHA
1IOCJIE €JIBI.

Pacnipenenenue

Pusarpuntan munuMansHo (14 %) cBs3biBaeTcs ¢ Oenkamu 1uia3mbl. OOBeM pacmpeeneHHs
coctabiisieT 140 nuTpoB y My>kuuH U 110 JTUTPOB y KEHIIHH.

Metaboau3m

OCHOBHBIM IIyTeM MeTaboJM3Ma pU3aTPUNTaHA SIBJSIETCS OKHUCIUTENBHOE AEe3aMUHUPOBAHHE
MoHOaMuHOKcuaa3on-A (MAO-A) 10 HHIOMYKCYCHOM KHCIOTBI, KOTOpass HE sBJISETCS
(bapmakosoruuecku akTUBHOH. N-MOHOAECMETHUI-pU3AaTPUNTAH, META0OIUT C AKTUBHOCTHIO,
AQHJIOTMYHOM AaKTHUBHOCTM HMCXOJHOIO COEIMHEHUS B OTHOUIEHMM penentopoB S-HTigip,
oOpa3yeTcs B HE3HAUMUTEIbHOM CTEMEHW W HE BHOCUT 3HAUUTEIILHOTO BKJI3Ja B
(apMakOJIMHAMUYECKYI0 aKTMBHOCTh puszaTpunrtaHa. KonueHntpauus N-MOHOJIECMETHII-
pHU3aTpPUITaHA B IIa3Me COCTABISET 0KOJI0 14 % 0T KOHLIEHTpAIIM1 UCXOIHOTO COEAMHEHUS, U OH
BBIBOJIUTCS C Takod ke cKopocTbio. [Ipyrue wMerabomutbl BKiItO4aOT N-okcupa, 6-
THJIPOKCUCOEMHEHUE U CyJab(haTHbI KOHbBIOraT 6-rujpokcu-meradbonura. Hu onuH u3 stux
METa0OJUTOB HE SBISIETCS (apMaKOJOTHYECKH akTHBHBIM. [locie mepopaibHOro mpuema
pu3aTpunTana, MedeHHoro *C, Ha puM3aTpUNTaH MPUXOAMTCA OKONO 17 % paJMOaKTHBHOCTH
LUPKYJIUPYIOLIEN TUIa3MBI.

DJIMMUHALNS

[Tocne BuyTtpuBeHHoro BBeaeHHs AUC y MyX4MH YBEIMYMBAETCS IPONOPLUOHAIBHO, a Yy
MKEHIUH — [TOYTH MPOIOPLHUOHAIBHO J103€ B Auana3zoHe 103 10-60 mkr/kr. Ilocie nepopanbHOTo
npuema AUC yBenrunBaeTcs oYTH IPONOPIUOHATIBHO 103€ B quana3one 103 2,5-10 mr. [lepuon
MOJIYBBIBEJICHUS pPU3aTPHUIITaHA U3 JIa3Mbl Y MY>KUUH U KEHILUH COCTaBIISET B CpeHEM 2-3 yaca.
[Tna3MeHHbIN KIUPEHC pu3aTpUnTaHa B cpeHeM coctaiisget okoio 1000-1500 mur/MuH y My>X4uH
u okosto 900-1100 ma/muH y xkenuus; okoso 20-30 % oT 3Toro cocranisieT NOYSUHBINH KIMPEHC.
[Mocne mepopamsHOTO TpHema ‘*C-meueHoro pusaTpunraHa okono 80 % pagHOaKTHBHOCTH
BBIBOAMTCA ¢ Mouoi U okoso 10 % no3el BeIBOAMTCA C (eKaaussMU. DTO IOKA3bIBA€T, YTO
MeTabOoIUTHI BBIBOSTCS B OCHOBHOM Yepe3 MOYKH.

B cootBercTBHM ¢ MeTabOIM3MOM MEPBOTrO MPOXOXKAEHUS, IpUMepHO 14 % mepopalibHON 103kl
BBIBOJIUTCS. C MOYOMl B BMJI€ HEM3MEHEHHOro pusarpuntaHa, a 51 % BbBIBOIUTCS B BHJIE
MeTaboJIUTa UHJOIYKCYCHOM Kucnotsl. He Oonee 1 % BBIBOAUTCS ¢ MOYOW B BUJE AKTHBHOTO
N-MOHOZECMETUII-META00IIUTA.

[Ipy npueme pu3aTpuNTaHa €XKEIHEBHO B MAaKCHUMAaJIbHOM JIO3UPOBKE, PHU3ATPUNTAH HE
HaKaIlJIMBaeTCs B IJIa3Me KPOBH.

5.3. J/laHHbIe JOKJIHHUYECKOI 0€30IacCHOCTH

JlaHHBIe JOKJIMHUYECKUX HCCIEAOBAHUN YKa3bIBalOT HAa OTCYTCTBHE pPHUCKA I YEIOBEKa,
OCHOBAHHOTI'O Ha HUCCIICOOBAHUAX IMOBTOPHBIX TOKCHYCCKUX 03, T'€HOTOKCHUYHOCTH,
KaHIIEPOTEHHOTO TMOTEHIMANA, PENPOAYKTHBHOW TOKCHYHOCTH U TOKCHYHOCTU TMPHU PA3BUTHH,
(dhapmMakoJI0oTHYECKON 0€30MmacHOCTH, (apMaKOKMHETHKH U METa00In3Ma.

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA

6.1. [lepeyensb BcomMoraTeJibHbIX BellleCTB
ManHuTON

KpocnoBunon

Kanxpnus cunukat

Harpus creapmindymapar
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Acnaptam

KpemHuus 1MoKCUI KOJITIOUAHBII
ApoMaTtuzatop MATHBII

6.2. HecoBMecTUMOCTH
He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs)
3 rona.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHHH
He xpanuts npu Temneparype Boie 25 °C.

6.5. XapakTep H coJepkaHue NePBUYHOI YIAaKOBKH

[lo 2 wiu 6 TabneTok B KOHTYPHOM SYEHKOBOW YHNAKOBKE U3 OPHEHTUPOBAHHOTO
nojauaMuaa/GosIbrd  ATIOMUHUCBON/TIOJMBUHIIIXJIOpHIA W Oymaru/monusTuieHTepedranaral
(boabru alTrOMUHUEBOM.

1 KOHTYpHas STYCHKOBAsI yIIaKOBKA BMECTE C MHCTPYKIIMEH 110 MPUMEHEHHIO (JIMCTOK-BKJIA/IBII) B
nayke U3 KapToHa.

6.6. OcoOble  Mepbl  NMPEIOCTOPOKHOCTH MNPH  YHHYTOKEHHH  HCIHOJb30BAHHOIO
JEeKAPCTBEHHOT0 TMpenapara WJIM  OTX0A0B, TOJYYeHHbIX TOCJe TNPHMEHEeHHs
JIEKapCTBEHHOT'0 Npenapara, u Apyrue MAaHUMYJISIIIUH C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®enepanus

3A0 «Dapm®Pupma «CoTexc»

141345, MockoBckas o6011., r. Ceprues [locan, n. benukoso, 1. 11.
Ten.: +7 (495) 956-29-30

OnekrponHas mouta: info@sotex.ru

7.1. IlpeacraBuTe b AepaKaTe/si PErHCTPALMOHHOIO Y10CTOBEPEeHH

[Tperen3un norpeduTeseil HaIPABIATH 110 AJPECY:

Poccuiickas ®@eoepayus, Pecnybonruka Apmenus, Pecnyonuxa benapyco
3A0 «Papm®Pupma «CoTeKC»,

141345, Mockogckas 00u1., T. Ceprues [locan, n. benukoso, 1. 11.
Ten.: +7 (495) 956-29-30.

OnekTpoHHas nouta: pharmacovigilance@sotex.ru

Pecnyonuxa Kazaxcman

UII «YTerenoBa b.A.»

050022, r. Anmartsl, yi. MaynenoBa a. 123 «a», kB. 7
Ten.: +77017076181

DnekTpoHHas mouta: b.utegenova_ip@mail.ru

Keipevizckas Pecnyoauka

0OcOO «PapmaPer»

720001, r. bumkek, yi. Tokroryna, a. 130, 7-oii aTax
Ten.: +996 (312) 66-33-42, +996 (312) 66-33-46
DnekTpoHHas rmoyra: pharmareg@pharmareg.pro
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8. HOMEP PETMCTPALIMOHHOTI'O YJJOCTOBEPEHUS
JITI-Ne(001129)-(PT-RU)

9. JTATA NEPBUYHOWM PETMCTPAIIUA (IOATBEPXKIEHUA PETUCTPAIIUMA,
INEPEPETUCTPALIMN)

Hata nepBoii peructpauuu: 12 arycra 2022 r.

10. JATA HEPECMOTPA TEKCTA

OO0mras xapakTepUCTHKA JIeKapCTBEHHOTO Npenapara Kamopusa goctynHa Ha HHOOPMAIMOHHOM
noptaie EBpazuiickoro s5KOHOMHYECKOTO COI03a B MH()POPMAITMOHHO-KOMMYHHUKAIIMOHHON CETH
«Hurepuer» https://eec.eaeunion.org
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