COOTBETCTEYET 3KCNEPTHOMY OTUYETY
OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O BRETIAPATA;

s o

(NOCNEOOBATENBLHOCTE 0009)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
Awmwurpenut, 50 Mr, TaOJIETKH, TOKPBITHIE TUICHOYHON 000JI0UKO#

Awmurpenut, 100 Mr, TaGeTKH, TOKPHITHIE TNIEHOYHON 000I0YKOM

2. KAUECTBEHHBIN M KOJIMYECTBEHHBIN COCTAB
JelicTBytoliee BEIIECTBO: CyMaTPUIITaH.

Awmurpenus, 50 mr, TaGJ’IeTKI/I, MOKPLIThIC MICHOYHOU 00010YKOH

Kaxnas Tabnerka cogepxut 50 Mr cymaTpunTasa (B BUJe CyMaTpHUIITaHa CyKI[MHATA).

Awmurpennd, 100 mr, Ta0JIeTKHA, MOKPBITHIE INIEHOYHOW 000JI0UYKOM

Kaxxnas tabnetka comepxut 100 Mr cymarpunTana (B BUJE CyMaTPUIITaHA CYKIIMHATA).

BeriiecTBa, HalM4YKMe KOTOPHIX HAJ0 YYHUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Mperapara: JaKTo3a
(cMm. pazzmen 4.4).

[TonHbI TepedeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Awmurpenns, 50 Mr, TabIETKHU, ITOKPBITHIE TNIEHOYHO 000JI0YKOMI

Ta6yeTKu, MOKPHITHIEC TNICHOYHOM 000TOUKOM.

Kpyriibie, TBOSIKOBBITYKIIbIC TAOJIETKH, TTOKPBITHIC MJICHOYHOM 000JI0YKON O€JIOro Mitn Oesoro ¢
CCPOBATO-KCIITBIM OTTCHKOM IIBCTA.

Ha nomepeyHom paspese BUIHBI OJUH WM JBa CIIOS, BHYTPEHHHUN CJIOH OeJoro mimm Geroro ¢
JKEJITOBATHIM OTTEHKOM I[BETA.

Awmurperuns, 100 mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000JI0YKOH

TabneTku, MOKPHITHIE TNIEHOYHOH 000I0UKOH.

Kpyrubie, TBOSIKOBBITYKITbIE TaOJIETKH, TIOKPBITHIE MIICHOYHOW 000JI0UYKON OII0ro M 6esoro ¢
CEepOBATO-KEJITHIM OTTEHKOM IIBETA.

Ha momepeunom pa3pese BUAHBI OIMH WJIM J[Ba CIIOS, BHYTPSHHUH CIIOW 0enoro wim Oenoro c

KCIJIITOBAThIM OTTCHKOM IIBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHHIO
[IpenapaT nokas3aH K IPUMEHEHUIO y B3POCIIbIX.

KynupoBanue npucTynoB MUTpeHU € aypoil win 0e3 Hee, BKIIIouas MPUCTYIIbI MEHCTPYaJbHO-
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> TIPU yCTAHOBAGHHON 7IAaTHPze 2 3dVIHTpenDy.
(NMOCNEOQQBATENEHOCTE 0009

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NMPUMEHEER

INs1

PexxuM 1o3upoBaHus

Pexomennmyemass nosza cocraBiusier 50 mr (1 Tabnerka). HekoTOpsIM MaIMieHTaM MOXET

noTpedoBaThes Oosiee BrIcOKast 103a — 100 mr.

Ecnu nocne npuema nepBoit 1036l IPUCTYIT MUTPEHU HE KYMUpPYeTCs, BTOPYIO A03y INpernapara

JUIsL KyIIUPOBAaHUS 3TOTO K€ MPUCTYNa MUTPEHU IIPUHUMATh HE cleayeT. B Takux ciaydasx i

KyIUpPOBaHUS MPUCTYNA MOKHO NMPUMEHATH MapaneTamor], aleTHICATUIMIOBYIO KUCIOTY WU

HECTEpOHIHbIE NMPOTUBOBOCHAIUTENbHBIE Mpenaparsl. OgHaKko npenapat AMUTPEHUH MOXHO

IMPUMCHATDH AJI KYIIUPOBAHUS MMOCICAYIOMUX ITPUCTYIIOB MUT'PCHU.

Ecan ManyeHT MOYYBCTBOBAJI YJIYUYIICHHUC ITOCIIC HepBOﬁ AO03bI Mperapara, a 3aTEM CHMIITOMBIL

BO300HOBUJIMCH, TO B TEUEHUE CIEAYIOIUX 24 4

MO>KHO ITPUHSATH BTOPYIO 103y MPU YCIOBUH, YTO

HHTCPBAJI MCKAY A03aMH COCTaBJIICT HEC MCHEC 2 4Yacos. HpI/I 9TOM MaKCHUMaJIbHas 1g03a

npernapara AMUTPEHUH He TobkHA TpeBblath 300 Mr B TeyeHre 24-4acoBOro nepuoja.

CYManI/IHTaH MOKHO IMPUMCHATH HC pPaHbIIC,

yeM uyepe3 24 4 mocie mpuemMa Mpenaparos,

COACPpKalIUX 3proTaMHrH; U HaOGOpOT, npenaparsl, COACPIKAMMUC SPrOTAMHUH, MOXKHO TPUMCHSITH

HE paHbIlie, YeM Yepe3 6 4 mociie nprueMa CyMaTpunTaHa.

Ocobnie T'PYIIIBI TAIIMECHTOB

Jluya noowcunozo éospacma
OneIT NpUMEHEHHUsI CyMaTPUNTaHa y NAlUEHTOB

IIaTuECHTOB I[aHHOI\/'I nomyJjiigfuy 3Ha4uMO HE

crapie 65 net orpaHruueH. apMaKOKMHETHKA Y

OTJIMYAETCS OT TAKOBOW y TMAIMEHTOB OoJjee

MOJIOA0ro Bo3pacTa, HO 4O TEX IIOp, IMOKa HE 6y,HYT IMOJIYUCHBI JOMOJIHUTEIIBHBIC KIIMHUYCCKUE

JAAaHHBIC, TPUMCHCHUC CYMATPUIITAHA Yy ITANUCHTOB CTApIIC 65 jert He PEKOMCEHIOBAHO.

CTH

[Ipumenenune cymarpunraHa y Jaeredl B Bo3pacTe 10 18 JeT mpOTMBONOKAa3aHO, TaK Kak

3(PeKTUBHOCTH U 0€30MTaCHOCTH MIpenapara B MeAUaTPUIECKON MOMYJISAIIUNA HE NU3Y4YaIiCh.

Cnocob OPUMCHCHUA

[Ipenapat AMUTrpeHUH HEJb3s1 MPUMEHATH B MPOPHUIAKTHUECKUX HEIIAX.

Cnenyer nmpuMEHATH NpenapaT AMUTIPEHUH IpPU TMEPBBIX MPOSABICHUSX MPUCTYNIa MUTPEHU.

[Tpuem npenapara AMUTPEHUH OJMHAKOBO 3(PGEKTHBEH Ha JIFOOOW CTAIUU IPUCTYIIa MUTPEHHU.

[Ipenapar npuMeHSIOT BHYTpb, IPOIJIaThIBasi TAOJIETKY LIEJIMKOM M 3alKBas BOJIOM.

4.3. IIlpoTuBONOKA3aHUS

- T HUIICPYYBCTBUTCIBHOCTh K CyMAaTpUIITAHY WU K J'II-O6OMy U3 BCIIOMOIaTCJIbHBIX BCIICCTB,

IIEPEUYUCIICHHBIX B pa3zaene 6.1.




COOTEBETCTEYET ZKCNEPTHOMY OTYETY
'emurnnernyeckas, 6a3uisgpHas Wi opTaabMOoIUIernuecKasOPMbI MALPEHHE 79915

(NOCHENCOBA . T:u 0003)

HNmemnueckas 6one3ns cepana (MBC), B To
(B TOM uucie B aHaMHe3€), MOCTHH()APKTHBIN KapAUOCKIepO3, CTEHOKapaus (BKIrOYas
creHokapauto [Ipunimerana)

OKKITIO3MOHHBIE 3a00eBaHUS NeprU(EePUIECKIX COCYI0B

WHCYnbT WK TPaH3UTOPHAS UIIEMUYECcKas aTaka (B T.4. B aHAMHE3€)

HekonTponupyemast aprepuanbHasi THIEPTEH3US

[IprieM OTHOBPEMEHHO C APrOTaMUHOM WJIHM €ro MPOM3BOAHBIMU (BKIIIOUAs METHUCEPIH]l) WU
JIPYTHMH TPUIITAHAMU

OpnHOBpeMEHHBIN TTpUeM ¢ ApyruMu aroHuctamu 5-HT1—cepoTOHHHOBBIX pelenTopoB
[Ipumenenue Ha GoHE TpreMa UHTHOUTOPOB MOHOaMHHOOKcHIa3kl (MAQ) uinu paHee, 4em
yepes 2 HelleH MOocJie OTMEHBI 3THUX MPEnapaToB

Tsokenast cTeneHb HapyleHUs! GYHKIMY TeYEHH U/ WU TIOYeK

Bo3spact 1o 18 net u crapie 65 net (6e3omacHOCTh U 3 PEKTUBHOCTD HE YCTAaHOBJICHBI)

4.4. OcoOble yka3aHMs M MepPbl PEeJOCTOPOKHOCTH NPH NPUMEHEHUH

CyMarpurTaH cjiaeayeT IPUMEHSITh C OCTOPOKHOCTHIO TPU:

KonTponupyemoii aprepraibHON runepTeH3uN

3aboneBaHUAX, TP KOTOPHIX MOTYT M3MEHSTHCS BCACBIBAHWE, META00IM3M WU BbIBEJCHHE
cymarpunTaHa (Hanpumep, HapyleHue QYHKIMH [TOYEK UITU [IEUYEHN)

Onunencuu (B TOM YHCJIE JIOOBIX COCTOSHHSIX CO CHH)KCHHEM TOpora CyJIOpOKHOMN
TOTOBHOCTH)

Y DamMeHTOB C TOBBIICHHON YyBCTBHTEIBHOCTBIO K CylbpaHWIaMuaaMm (mpuem
CyMaTpulTaHa MOMET BbI3BaTb aJUIEPTUUYECKUE PpEAKLUH, BBIPAKEHHOCTh KOTOPBIX
BapbUPYETCsl OT KOXKHBIX MPOSIBICHUH MOBBIIIEHHON YyBCTBUTEIBHOCTU /10 aHAa(UIAKCUN).
JlaHHbIE O MEpPEeKPeCTHOM YyBCTBUTEIBHOCTH OIPAHUYEHBI, OJIHAKO CJeIyeT CcoO0oIaTh
OCTOPOXHOCTb IIPYU IPUMEHEHUN CyMAaTPUNTAHA y TAKUX NAL[UEHTOB

BepeMeHHOCTI/I, nepuoac rpyaAHoro BCKapMJinBaHUA

[Ipenapat AMurpeHuH cieayeT Ha3HadaTb TOJBKO B TOM CIy4yae, €ClId JMarHo3 MHUIPEHHU He

BbI3BIBACT COMHCHUSI.

[IpenapaT AMUTpeHHUH HENb3s MPUMEHATH B MTPOYUIAKTUYECKUX LIETSIX.

[Ipenapat AMHUrpeHUH NPOTUBONOKA3aH JJIs IPUMEHEHUS PH FeMUIIETHYeCKOH, 0a3mIIpHON U

odransmoruiernyeckot popmax MurpeHu. Kak u B cimyyae mpuMeHEHUs APYTUX JEKapCTBEHHBIX

npenaparoB 4Jid JICUCHUA OCTPBIX MPUCTYIIOB MUIPCHU, ICPECA JICHCHUCM NPUCTYIIa TOJIOBHOM
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

OTMETUTh, YTO Y TAIMEHTOB C MUTPEHBIO TIOBBIIICH PUCK Pa3BUTUS OMPEICICHHBIX
11epeOpPOBACKYIISPHBIX HAPYIICHUN (HAPUMED, HHCYIIbTA WIIH MTPEXOISIINX HIIICMHYECKUX aTaK).
[Tpuem cymaTpunTana MOXeT ObITh CBA3aH C BOSHUKHOBEHHUEM TaKHX MPEXOASIINX CUMITOMOB,
KakK 00JIb U CTECHEHHE B IPYAH, PACIIPOCTPAHSIONINECS Ha 00JIACTh IIIEH; CAMITOMBI MOTYT HOCUTh
WHTCHCHBHBIA Xapaktep. Ecin ecTh OCHOBaHMS TOJaraTh, 4TO 3TH CUMITOMBI SIBISIOTCS
nposinennemM MbC, Heo6X0a1MMO MPOBECTH COOTBETCTBYIOIIEE JUATHOCTUYECKOE 00CIE0BAHNUE.
He cnenyer mpumeHsTh npenapat y nanueHToB ¢ (paktopamu pucka pazsutust UBC, B Tom umncie
y 3J0CTHBIX KYPUJIBIIMKOB WM TAI[EHTOB, HAXOMSIIMUXCS Ha 3aMECTHTEIbHOW HUKOTHHOBOM
Tepanuy, 0e3 NpeABapUTEIHLHOTO OOCIEIOBaHUS CEepACYHO-COCYIUCTON cuctembl. Ocoboe
BHUMaHUE CJICAYeT yACATh KCHIIWHAM B MOCTKIMMAKTEPUYCCKOM TIEPUOJIC M MY>KIHMHAM B
Bo3pacte crapme 40 ner ¢ maHHBIMH (akTopamu pucka. OmHako oOCiIeIOBaHHE HE BCETa
MO3BOJIIET BBIIBUTH 3a00JIeBaHUE Cepllla y KaXJoro namueHTa. B oueHb penkux ciaydasx y
MAIMeHTOB, HE MMEIOIIUX B aHAMHE3€ CEepJeYHO-COCYIMCTONW MATOJOTMH, MOTYT BO3HHUKHYTH
Cepbe3HbIEC HEXKENATEIbHBIE PEAKIIUN CO CTOPOHBI CEPACYHO-COCYTUCTON CUCTEMBI.
CymaTpuritad CcjleayeT NPUMEHSATh C OCTOPOKHOCTBIO Yy TAIIMEHTOB C KOHTPOJIHPYEMOU
apTepHalIbHON TUNEepTeH3Uel, TaKk KaKk y HeOOJbIIOro KOJIMYECTBA MAallMEHTOB HaOI0/1a10Ch
TPaH3UTOPHOE TMOBBIINICHUE apTePUATBHOTO JaBIEHUS U MNepUPEPUUECKOTO COCYIUCTOTO
COTPOTUBIICHUS.

NmeroTcst pekre cooOIeH s, TOTyYeHHBIE B PE3yJIbTaTe MOCTPETUCTPAIIMOHHOTO HAOIIOICHUS,
O Ppa3BUTHM CEPOTOHMHOBOIO CHHIpOMa (BKJIOYAas pPAcCTPOMCTBA ICHUXHMKH, BEreTaTUBHYIO
7aOUITBPHOCTh M HEPBHO-MBIIICYHbIC HAPYILIEHHUS) B PE3yNIbTaTe OAHOBPEMEHHOTO MPUMEHEHUS
CHO3C u cymatpuntana. Taxke coo0IIanocs 0 pa3BUTHH CEPOTOHUHOBOTO CHHIPOMA Ha (oHE
OJIHOBpeMEHHOT0 npuMeHeHus Tpuntados ¢ CUO3CH.

Ecnu manueHTy moka3aHO OJHOBpEMEHHOE mpuMeHeHue mpemnaparoB rpynnsl CMO3C w/unm
CHO3CH, cnenyer TmaTeabHO KOHTPOJIUPOBATh COCTOSIHUE MALIMEHTA.

OpHoBpeMeHHOE mpuMeHeHue mroboro tpuntana (5-HTi—aronucra) ¢ cymarpuntaHom He
pEeKOMEHayeTCsl.

HexenatenbHble peaklMd MOTYT BO3HHMKATh 4alle BO BpeMs OJHOBPEMEHHOI'O NPHUMEHEHUs
TPUITAHOB U PACTUTENBLHBIX MIPENapaToB, COEPKALINX 3Bep0o00i MPOABIpSIBICHHBIN (Hypericum
perforatum).

[Ipenapat AMUTPEHUH CIIEAyeT MPUMEHATh C OCTOPOIKHOCTBIO Y TAIIMEHTOB, Y KOTOPBIX MOTYT

CYILIECTBEHHO M3MEHSThCS BCACHIBAHUE, META0OIU3M WM BBIBEJICHUE CyMaTpUIITaHa (Halpumep,
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COOTBETC TE. d ETZ

y MallMEeHTOB C HapylIeHNUEeM (YHKIMU MTOYEK WU nequI/I). ot 02 12

[Ipenapat AMUrpeHuH HEOOXOAMMO MPUMEHSTH C OCTop'(ﬂg;Ilé;'c}Eft-)L %a]:\l—l/@lf& 'f:''(:1/_}:['0{)0'1"'5:1I

aHaMHe3€ WIN APYTUMH (haKTOpaMH pUCKa CHHYKEHUS TIOPOTa CyJJOPOKHON TOTOBHOCTH.

VY nanueHToB ¢ BBISBICHHOM MOBBINIEHHONW YYBCTBUTEIBHOCTBIO K CyJlb(paHWIaMUIaM IpUeM
CyMAaTpUIITAHA MOJKET BbI3BATh AUIEPTHYECKUE PEAKLUU, KOTOPBIE BapbUPYIOT OT KOJKHBIX
NPOSIBJIIEHUI TOBBILIEHHOM YYBCTBUTENIBHOCTH 10 aHaduiakcuu. JlaHHbIE O NepeKpecTHOH
YYBCTBUTEIBHOCTH OIPaHMYEHBI, OHAKO CIEAYET COOII0AaTh OCTOPONKHOCTH NMPH NMPUMEHEHUH
npenapata AMUTPEHHUH y TaKHX HAI[MUEHTOB.

3noynorpebiieHNe JIEKapCTBEHHBIMHU IpenapaTaMy, IpeAHa3HaYeHHbIMH JUIl KyIHpPOBAHUs
IPUCTYIIOB MHIPEHH, ACCOLMHPOBAHO C YCHUJICHHEM TOJIOBHBIX OoJiell y 4YyBCTBHUTEIbHBIX
NaIMeHTOoB (roJ0BHAs 00JIb, CBA3aHHAS CO 3JI0YNOTPEOICHUEM JIEKapCTBEHHBIMHU MIperapaTaMu).
[Ipu aTOM CcreyeT paccMOTPETh BO3MOKHOCTh OTMEHBI IIperapara.

Henp3s npeBbiaTh peKoMeHAyEMYIO 103y Npenapara AMUTPEHUH.

BcnomorarensHBIC BEIIECTBA

[Ipenapar comepxuT nakto3y. JlaHHBIN JeKapCTBEHHBIM Mpenapar He CileayeT MNPUHUMATh
NalMEeHTaM C PEIKO BCTPEUAIOIICHCS HACIEACTBEHHOM HEMEePEHOCUMOCThIO TaJlaKTO3bl,
JAKTa3HOM HEIOCTAaTOYHOCTHIO MJTU TITFOKO30-TaJaKTO3HON MaibabcopOIuei.

4.5. B3auMmopgeiicTBHe ¢ JPYIrHMHM JIEKAPCTBEHHbIMH MpenapaTamMM W JApyrue BHIbI
B3aMMOJCHCTBUSA

He oTmeueHo B3anMOAEHCTBHS CyMaTPUIITaHA C IPOIPAHOI0IOM, (IIyHAPU3UHOM, MU30TH(EHOM
" 5TUJIOBBIM CIIUPTOM.

[Tpu ogHOBpEMEHHOM MIPUEME C HPrOTAMUHOM OTMEYasCs AJIUTENbHBIH CIIa3M COCY/IOB.
NmetoTcs orpaHrueHHbIe JaHHBIE O B3aUMOACHCTBUHU C TpenapaTaMu, COAEPKAIIMMH dPTOTaMUH
WIN Jpyrue Tpuntansl/aroHuctsl S-HTi—penentopoB. TeopeTndeckr BO3MOXHO IOBBILIICHHE
PUCKa BO3HUKHOBCHUA KOPOHAPHOI'O BasoCriasmMa, W COBMCCTHOC IIPUMCHCHHC JaHHBIX
[penapaToB MPOTUBONOKA3aHO.

[Tepron BpeMeHH, KOTOPBINA TOMKEH MPONTH MEXKIY MPUMEHEHHEM CyMaTpUIITaHa U 3PrOTaMUH-
CoJIeprKaluX MpernapaToB WK Ipyroro Tpunrana/aronucra S-HT1—peuenropos, HeusBecteH. OH
6y[[€T 3aBUCCTh, B TOM YHCJIC, OT AO3bl M THUIIA HAa3HAYACMBIX IIPCIIapaToB. I[eﬁCTBHG MOXKET
HOCUTh AJJIMTUBHBIN XapakTep. PekomeHayeTcs MoaokaaTh Kak MUHMMYM 24 4Yaca mocie
NPUMEHEHHUs TPEnapaToB, COACPXKAIIMX ASProTaMUH WM ApYyroil Tpuntan/aroHuct S-HTi—
pEelenTopoB Mepe MpUMEHEHUEM cymaTpunTana. M Hao60poT, peKOMEHAYyeTCs MOA0XKAATh KaK
MUHHUMYM 6 4acoB mocie NPpUMCHCHUA CyMarpulTaHa IEpC HNPUMCHCHHECM IMPCIapaToB,

COJIepKaIiuX dProTaMHUH, U KaKk MUHUMYM 24 Yaca J0 NMpuMeHeHus apyroro tpunrtana/S-HTi—
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aroHKCTa PEIEITOPOB. ot 02.12.2025 M2 29905

-

Bo3moxHO B3auMoelicTBIE MEXKAY CyMaTPUIITHOM U HH}%}H&Q}&E‘NFE& / I:S,IZIIIO%II;Q\E@HOG

MpUMEHEHHE MTPOTUBOIOKA3aHO.
NmMetrotes peakue cooOIIeHus, TOTyYeHHBIC B PE3yJIbTaTe MOCTPETUCTPAIIMOHHOTO HAOTIOACHMS,
O Ppa3BUTHHM CEPOTOHMHOBOIO CHHIpOMa (BKJIOYAas pPACCTPOMCTBA ICUXHMKH, BEreTaTUBHYIO
7aOUITBFHOCTh M HEPBHO-MBIIIICYHbIE HAPYIIEHHUS) B PE3yNIbTaTe OAHOBPEMEHHOTO MPUMEHEHUS
CEJICKTHBHBIX MHTHOUTOPOB 0OpaTHOro 3axBaTa cepoTronnHa (CMO3C) u cymarpunrana. Takxke
COO00IIaJIOCh O Pa3BUTHUU CEPOTOHWHOBOTO CHHApPOMA Ha ()OHE OJHOBPEMCHHOTO NMPHUMEHEHUS
TPUITAHOB C CEJIEKTUBHBIMU MHTMOUTOpPAMU OOpaTHOTO 3aXBaTa CEPOTOHMHA M HOpAJpeHaTHHA
(CUO3CH).

HexenaTenbHble peakiMi MOTYT BO3HHUKAaTh 4Yallle BO BpPEMsl OJJHOBPEMEHHOI'O MPUMEHEHUS
TPHUIITAHOB M PACTUTEILHBIX NIPEIapaToB, COJEPKANINX 3BEePOOOH MPOABIPSIBIICHHBIH

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

Cnenyer co0moaTh OCTOPOKHOCTh MPU TPUMEHEHWH TMpernapara npu OepeMeHHOCTH,
HEOOXO0IMMO TIPOBECTH OIICHKY MOTCHIUATHHON TOIB3bI JJII MAaTepU M BO3MOXKHBIX PUCKOB IS
wioza.

JloCTyIIHBI ~ aHHBIE TIOCTPETUCTPAIIMOHHOTO HabmogeHuss Oonee dyem 1000 xeHIIWH,
MPUHUMABIIUX CyMaTpUNTaH BO BpeMs | TpuMecTpa GepeMeHHOCTH. B CBsI3u ¢ HEAOCTATOYHBIM
00BeMOM MH(POPMAIIUN OKOHYATEIBHBIC BHIBOJIBI O MOBBHIIICHUN PUCKA PA3BUTHUS BPOKICHHBIX
MOPOKOB JIeNIaTh MpexaeBpeMeHHo. OmbIT NpUMEHEeHUs mpemnapara y skeHmuH Bo I u III
TpUMecTpax O€peMEeHHOCTH OTpaHUYEH.

OneHka 3KCepUMEHTAIBHBIX UCCIEAOBAaHUMN HA )KUBOTHBIX HE MTOKAa3aJia IPsIMOTr0 TE€PATOr€HHOTO
WK HEOJIArompusTHOTO BIMSHHS Ha TpPEHATAIbHOE W TMOCTHaTaldbHOE pa3Butue. OmHAKO Yy
KPOJIMKOB HAOJTI0IAI0Ch BIIMSHIE HA KU3HECIIOCOOHOCTH SMOPHOHA U TUTO/IA.

Jlakranms

brino nokaszano, 4To mociie NOJIKOKHOTO BBEJICHUS CyMaTPUNTAH BBIAEISETCS B TPYIHOE MOJIOKO.
Bo3neticTBre Ha HOBOPOXKIEHHOTO MOXKET OBITh CBEJICHO K MUHUMYMY, €CJTH H30eTaTh KOPMIICHUS
TPyIbI0 B TeUueHue 24 4 moclie mpueMa mpemnapara.

4.7. BausiHue HAa CIOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHM3MaMH

Y ManueHToB ¢ MUTPEHBIO MOKET BOZHUKATh COHJIMBOCTD, CBSI3aHHAS KaK C cCAaMUM 3a00JIeBaHUEM,
TaKk U C IPUEMOM TIpernapata AMUTPeHHUH. [lalMeHTHI TOKHBI OBITh OCOOCHHO OCTOPOXKHBIMU

IIpU yIpaBIE€HUN aBTOMOOUIIEM U paboTe ¢ IBUKYLTUMUCST MEXaHU3MAMHU.



COOTBETCTBYET ZKCNEPTHOMY OTUETY

4.8. HexkentaTeJbHBbIE peaKIUU ot 02.12.2025 M= 29905

Hemenaresiste peasap, npeacasnermone ke, nepel MRS AORATERHOCTH A0 or

CHCTEM OPTaHOB M YaCTOTON BCTpeuaeMocTU. YacToTa ompe/iesieHa CIeIyoIM 00pa3oM: O4eHb
gacto (>1/10); gacto (>1/100, o <1/10); Hewacto (>1/1000, HO <1/100); penko (>1/10 000, HO
<1/1000); ouenp peako (<1/10 000); yacTora Hen3BecTHAa (Ha OCHOBAHWW MMEIOIIMXCS JTaHHBIX
OILICHUTHh HEBO3MOXHO).

JlaHHBIE KIMHUYECKUX UCCIEI0BAHUN

Hapywenus co cmopoHul HepsHotl cucmempl. 9aCTO — TOJIOBOKPYKEHUE, COHIIMBOCTh, HAPYIIICHHUS
YyBCTBUTEIBLHOCTH (BKJIIOUAs MMAPECTE3NH U CHIKEHUE YyBCTBUTEILHOCTH).

Hapywenus co cmoponst cocy0og: 4acTo — pexoisiiee MOBBIIICHIE apTePUATBHOTO TaBICHUS
(Bckope moce rnpreMa npenapara), IpUINBBIL.

Hapywenus co cmoponvl ovixamenbHol cucmemvl, opeaHo8 epyoOHOU KIemKU U CPeOOCmeHUsl.
4acToO — OJBIIIIKA.

Hapywenus co cmoponwi stceny0ouno-kuueuHo2o mpakma: 9acTo — TOIIHOTA, pBOTa (IPUYUHHO-
CJIE/ICTBEHHAs! CBA3b BO3HUKHOBEHHUS HEXENAaTeNbHBIX pEaKlHuil ¢ MPUEMOM TMpemnapara He
JI0Ka3aHa).

Hapywenus co cmopoHvl mbluieyHol, KOCMHOU U COeOUHUMENbHOU MKAHU: 9aCTO — YyBCTBO
TsOKECTH (OOBIYHO TIPEXOASIIee, MOKET ObITh HHTCHCUBHBIM M BOSHUKATh B JIIO0OM YacTh Tena,
BKJIIOYAsi TPYIHYIO KJIETKY U TOPJIO), MUANTHUSL.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUsl: 1acTo — OOJIEBbIE OLTYIIEHUS, YyBCTBO X002
N >I<apa, ‘IYBCTBO OaBJICHUS WM CTIATUBAHUSA (O6I>I‘IHO Hpexonﬂmne, MOFYT 6I)ITB
WHTEHCHUBHBIMH ¥ BO3HUKATH B JIFOOOH YacTH Tela, BKI0Yas TPYAHYI0 KIETKY B TOPJIO), C1aboCTh,
YTOMJISIEMOCTD (0OBIYHO €200 MM YMEPEHHO BhIpAKECHHBIE, TPEXOISIIINE).

Jlabopamophvie u uncmpymenmanvhvie 0aHHvle. OYEHb PEIKO — HE3HAUUTEIbHBIE OTKIOHEHUS
MoKa3aTeJiel MeYeHOYHBIX TPO0.

JlaHHBIE TIOCTPETUCTPAIIMOHHBIX HAOII0AEHUI

Hapywenusa co cmoponbl uMMYHHOU cucmemvl. HEU3BECTHO — PEaKIMHM IOBBIIICHHON
YyBCTBUTEIBHOCTH, KOTOpPbIE  BapbUpPyIOT OT  KOXKHBIX  IPOSIBICHUN  IOBBIIICHHOU
YYBCTBUTEJIBHOCTHU J0 aHA(PUIAKCHUH.

Icuxuueckue nHapyuenus: HEU3BECTHO — TPEBOTA.

Hapywenusa co cmoponvi HepHoli cucmemvl. HEU3BECTHO — CYIOPOKHBbIE NpUNAAKHU (B psje
cllydaeB HaOJIOJABIIUECS y TMALMEHTOB C CYAOPOXKHBIMU NPHUCTYIAaMHU B aHAMHE3€ WM TpU
CONMYTCTBYIOIIMX COCTOSHHAX, NPEIPACHOIararoluX K BO3HUKHOBEHMIO CYJOpOI; y 4YacTh

NaUeHTOB (JaKTOPOB PUCKa HE ObLIO BBISBIEHO), TPEMOP, AUCTOHHUSI, HUCTArM, CKOTOMA.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Hapywenusa co cmoponvl opeana 3penus: HEM3BECTHO — MGJIBKARME | ARINIONUS) CHIDKCHUE

ocTpoThl 3peHus. [loteps 3peHus (00bIYHO Hpe onﬂmaﬁﬂléﬁl}%%@&]{% " %Eéﬁ%!%érw

OBITH 00YCIIOBIIEHBI COOCTBEHHO MPUCTYIIOM MUTPEHH.

Hapywenus co cmopomusl cepoya: HEU3BECTHO — OpaguKapusi, TaXUKapIus, cepAncOucHue,
aputmMuu, OKI'-mpu3Haku TpaH3UTOPHOM MIIEMHM MHUOKapJa, KOPOHAPHBIA Ba3oCmHasM,
CTeHOKapus, UH(PApKT MUOKap/Ia.

Hapywenus co cmopomnsi cocy0os: HEeM3BECTHO — CHIDKEHHE apTePHAIbHOTO JAaBICHUS, CHHIPOM
Peiino.

Hapywenus co cmoponsl s#ceny0oyHo-KuueyHo2o mpakma. HeU3BeCTHO — UIIIEMHUYECKUN KOJIUT,
auapest.

Hapywenus co cmoponvl Kodtcu u n0OOKOICHbIX MKAHel. HEN3BECTHO — TMIIEPIUIPO3.
Hapywenus co cmoponvl mbluieyHol, KOCMHOU U COeOUHUMENbHOU MKAHU: HEU3BECTHO —
PUTHIHOCTD LIEH, apTPAITHUs.

COO6H.[GHI/IG 0 IMOA03PEBACMBIX HEXKCJIATCIBbHBIX PCAKIINAX

BaxxHo coo0miath o mo103peBacMbIX HeXeENaTeIbHBIX PEAKIUAX MOCIIe pErucTpalliy Mmpemnapara ¢
HEeNbl0  O00ecleyeHus] HEMPEPbHIBHOTO MOHUTOPHHIA COOTHOUICHHSI «IOJb3a — PHUCK»
JICKapCTBEHHOTO Tpemnapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYETCs COOOIaTh O JIF0OBIX
M0JIO3PEBACMBIX HEKEIATEIBHBIX PEAKIHUIX JICKAPCTBEHHOTO IMpernapara depe3 HaIlMOHAThHBIC
CHUCTEMBI COOOINEHUSI O HEXKENATeNbHBIX pPEeaKIHsIX TOCyNapcTB — UJIeHOB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas @enepanns

®enepanbhas Ciysx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKasl Iiiomaip, 1. 4, ctp. 1.

Ten.: +7 800 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru.

CaiitT B mHGOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu « UHTepHEeT»:
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMITOMBI

[Ipuem cymaTtpuntana mnepopanbHo B 103¢ Oonee 400 Mr He BBI3BIBAN KaKUX-THOO
HEXKEIIATEIbHBIX PEaKINil, MTOMUMO MIEPEUYNCIICHHBIX BHIIIIE.

Jleuenne

B cnyuae mepemo3upoBku ciemayeT HaOI01aTh 32 COCTOSIHUEM TMAIllMeHTOB HE MeHee 12 9 u mpu

HCO6XOI[I/IMOCTI/I MMPOBOAUTH CUMIITOMATHYCCKYO TCPAIIUTO. Hert naHnabIX 0 BIUSHUM FreMOauaIn3a
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

WM IEPUTOHEATBHOIO JMAIN3a Ha KOHLIEHTPAIMIO CyMaTPUIITARA)B NJAa3MeF b= 29905

(NOCNENOBATENEHOCTL

5. DPAPMAKOJIOTMYECKHE CBOVCTBA

5.1. ®apmakoauHaAMHUYeCKHe CBOMCTBA

dapmMakoTepaneBTUYECKass TpyMNa:  aHAIbIeTHKH; TMPOTUBOMUTPEHO3HBIE  Mpenaparsl;
CEJIEKTUBHBIE arOHUCTBI CEpOTOHMHOBBIX SHT1-penientopos.

Kon ATX: N02CCO01

MexaHusM aevictsus, papmakoauaammuyeckue 3P erTel

CymaTpurnrtaH — CENEeKTUBHBI aroHUCT COCYAMCTHIX S-TUAPOKCUTPHUIITAMUH-]-perenTopoB
(5-HT1D), nve Bnuser Ha apyrue noarumsl S-HT—penentopos (5-HT2 — 5-HT7). Peunenropsr
5-HT1D pacnonoxxeHsl, rIaBHbIM 00pa3oM, B KpaHUAJIbHBIX KPOBEHOCHBIX COCYJaX TOJIOBHOTO
MO3ra, U UX CTUMYJISIUS IPUBOIUT K CYKEHHIO 3TUX COCYJIOB.

Y KUBOTHBIX CyMaTpHUINTAaH HM30MPATEIHHO JCHCTBYET Ha BA30KOHCTPHKIIMIO BETBEH COHHOM
apTepuH, HE BIMsISI Ha KPOBOTOK B COCyAax royioBHOro mosra. CocyaucThiii OacceilH COHHOM
apTepur KPOBOCHA0XKAET 3KCTpaKpaHUAIbHbIE W WHTPaKpaHUAIbHBIE TKaHU (B TOM YHCIE
MEHHHT€aJIbHBIE 000JI0YKH), M CYUTACTCS, YTO PACHIMPEHHUE ITUX COCYIOB M/WIIN OTEK UX CTCHOK
SBJISIETCS. OCHOBHBIM MEXaHM3MOM BO3HUKHOBEHMSI MUTPEHHU y YEJIOBEKA.

Kpowme Toro, skcriepuMeHTanbHbIe JAHHBIE MTO3BOJISIOT CYIUTh O TOM, YTO CYMaTPHUITAH CHI)KAET
YYBCTBUTEIBHOCTh TpOHHHYHOrO HepBa. O06a »Tu 3ddexra MOryT JexaTb B OCHOBE
IPOTHBOMHUTPEHO3HOTO ACUCTBUS CyMaTpPHUIITAHA.

Knuanueckuit apdext ormeuaercs oObraHO vepe3 30 MuH mocie nepopainbHoro npuema 100 mr
npemnapara.

X0Ts peKOMEHJ0BaHHasl J103a MPU NepOpaIbHOM IpreMe cocTaBiseT S0 MT, IPUCTYIIBI MUTPEHH
pa3IMyaroTCs Mo CTETIEHH TSHKECTH KaK Y OJJHOTO ITAallMeHTa, TaK U Y Pa3HbIX MauueHToB. J1036I OT
25 mr g0 100 mr nmokazanu 60biryio 3GPEKTUBHOCTD MO CPABHEHHIO C TIIAIEC00 B KIIMHUYECKHUX
UCCJIEIOBAHMX, HO 71032 25 MI' CTaTUCTUYECKH 3HAUUTEIHHO MeHee d(pdekTuBHa, ueM 50 Mr u
100 mr.

Cymarpunral MnpoAeMOHCTPHpoBall 3(h(HEKTUBHOCTh B JICUCHHH NPUCTYNIOB MHUTPEHH, B TOM
YHClIe MEHCTPYaJlbHO-aCCOLMMPOBAHHOW MUIPEHH, TO €CTh MHIpPEHH O0e3 ayphl, KOoTopas
BO3HUKAET B MPOMEXKYTKE 3a TPH JIHS 0 Havala U [0 MATU JHEH Mmociie Havyajia MeHCTPYalllu.
5.2. dapmakoknHeTHYECKHE CBOHCTBA

[Ipuctynbl MHUTpEeHHM HE OKa3bIBAIOT CYIIECTBEHHOTO BIMSHUS Ha (HapMaKOKHHETHKY

CyMaTpunTaHa, IPUHUMAEMOI'O BHYTPb.

AbGcopbuus



ITociie mepopalibHOro ImpuemMa CyMaTpHUITaH QBICTPO BcachipaeTos 2700 % 10T JMaKeUMalbHOMI
MUIa3MEHHOW KOHIEHTpAlMU JAoCTUraercs yepes 45 Mnﬁnﬁocﬂg‘ptblfé'ﬁg%bﬂ "-I'bd_ M1 'cllalél)iHee

COOTBETCTBYET 2KCNEPTHOMY OTUETY

3HaYeHHE MAaKCHMAJIbHOM KOHILIEHTpAllMM B IUIa3Me KpoBH cocTaBisgeT 54 Hr/mu. CpemHss
BEJIMYMHA a0COTIOTHOM OMOIOCTYITHOCTH COCTaBIsIeT 14 % 4acTHYHO BCIIEICTBUE IIPECHCTEMHOTO
MeTaboJin3Ma, YaCTUYHO M3-3a HETIOTHOM a0CcopOITnu.

Pacnpenenenue

CymaTpuritan CBS3bIBaeTCs ¢ OeITKaMu T1a3Mbl B He3HAUUTENbHOU cTenienn (14-21 %), cpennuii
o0t 06beM pactipeenienus cocrasisier 170 .

Buorpancdhopmarmsg

I'maBHBIN MeTabOJINT, UHIOIYKCYCHBIN aHAJIOT CyMaTpUITAHA, BEIBOJUTCS MPEUMYIIECTBEHHO C
MOYOH, B BHJE CBOOOJHON KHCIOTHI W TJIOKYPOHHIHOTO KOHBIOTaTa. DTOT METAa0OJIUT HE
oOnanaer akTUBHOCThIO 1o oTHoueHuto K S5-HT1 u 5-HT2—cepoToHMHOBBIM pelnentopam.
Bropocrenennbie MeTabOIMTHI CyMaTpUNITaHa HE OOHAPY KEHBI.

OJIMMUHALNS

[lepron mosyBbIBEZIEHUS COCTaBiseT NpuOau3uTenbHo 2 4. CpenHuil oOmmid Nia3MeHHBIH
KJIMpEeHC cocTaBisieT npumepHo 1160 mi/MuH, CpenHHI IMOYEUHBIM KIMPEHC COCTaBIISeT
npuMepHO 260 MII/MIH, BHETIOYEUHBIH KIMpeHC — 0KoJI0 80 % OT 00miero KiupeHca.
CyMartpunrtan MeTaboJIM3uPyeTCs MO IEMCTBUEM MOHOAMUHOKCHUIA3HI A.

Oco0nIe I'pYHIIBI IMTAIIMCHTOB

Ileuenounas nedocmamourocme

BcenencrBue cHUXEHUS MPECUCTEMHOIO KIMPEHCAa CyMaTpUITaHa y MAMEHTOB C HAapYIICHHUEM
(YHKLIMU MIEYSHH MOBBIIIACTCS COJEPKaHUe CyMaTpUIITaHa B IJIa3Me KPOBH.

Jluya noosicunozo eospacma

@®apMaKOKMHETHKA Y MALIUEHTOB cTapie 65 JIeT 3HaYUMO HE OTJIMYAETCS OT TAKOBOM Y MALIMEHTOB

0oee MOJIOJIOro BO3pacTa.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Lemntono3a MUKpOKpUCTAIITNYECKAs

JlakT03b1 MOHOTHAPAT

Kpaxman kaptodenpHblii

Hatpust kpaxmanriukosaT (tum A)

(KapOokcuMmeTniikpaxmai HaTpus)

Maruus creapar
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

I'mnpomenosa (ruAPOKCHITPONTMIMETHIILIEIIION03a) ot 02 122025 N= 29905

(NOCNEOOBATENBLHOCTE 0009)

[ToBumon K-17 (MOAMBUHUITUPPOIIUIOH)

Maxkporon-4000 (monustuneHrinkois-4000)

Tanbk

Turana quokcun (E 171)

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHusl)

4 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTb 1pu TeMIiepatype He Bbie 25 °C.

6.5. XapakTep u cofepkaHue YNAKOBKHU

2 wm 10 TabGieToKk TMOMENIAlOT B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY U3 IUICHKH
HNOJMBUHUIXJIOPUIHON U (DOJIBI'M aTFOMMHUEBON NEYaTHOMN JIAKHPOBAHHOM.

1 KOHTYpHYIO SUEHKOBYIO YMakoBKy mo 2 wiau 10 TabGnerok, winm 3 KOHTYpHbIE S4YEHKOBBIC
YIaKOBKHU 1O 2 TaOJETKH BMECTE C JIMCTKOM-BKJIABIIIEM ITIOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl TNPEJOCTOPOKHOCTH TPH  YTHIM3ANUM  MCIOJIb30BAHHOIO
JEKAPCTBEHHOr0  Ipenapara MJIH  OTX0J0B, MOJYYEHHbIX IOCJie IPUMEHEHHUs
JIEKAPCTBEHHOI 0 Npenapara, i Apyrue MaHUNYJISIUH ¢ IPenapaToM

HeTt oco0bIx TpeOoBaHU K yTHIN3AIUH.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA
Poccuiickas @enepanus
AO «<BEPODAPM»,

IOpuouueckuii adpec: Poccus, 115088, r. Mocksa, 2-i FOxxHonmopTtoBbIit nipoesn, a. 18, ctp. 9,

ITaxX 2.
Ten.: +7 (495) 792-53-30
®dakc: +7 (495) 792-53-28

Anpec 251eKTpoHHOM mouThl: info@veropharm.ru

7.1. IlpeacraBuTe/Ib JepaKaTe/ sl perHCTPALIMOHHOIO Y/10CTOBEPEeHH

IIperen3uun norpeburesieii HaOPaBIATh 10 AJIPECY:

Poccniickas @enepanus
AO «BEPOOAPM»

115088, r. Mockga, 2-i1 FOxuonopToBsIii npoe3n, A.18, ctp. 9, stax 2.
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COOTBETCTEBYET 3KCNEFTHOMY OTYETY
Ten.: +7 (495) 797-57-37 ot 02.12.2025 N= 29905
Daxc: +7(495) 792-53-28 (MOCNEODBATENEHOCTE 0003)

Anpec 31eKTpoHHOM mouThl: info@veropharm.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOTI'O Y/IOCTOBEPEHMSI
JITI-Ne(001243)-(PT-RU)

9. KATEI'OPHUSA OTITY CKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBEHHBIH NpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELENTY

OOmast XapakTepUCTHKA JIEKAPCTBEHHOTO INpenapara AMUTPEHHUH JOCTYIIHA B €IMHOM PEecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeacTB EBpasmiickoro 3KOHOMUYECKOIO CO03a M Ha
ounmansHOM caire YIIOJIJHOMOYEHHOTO opraHa (3xcnepTHOM OpraHu3aIm)

https://lk.regmed.ru/Register/EAEU_SmPC
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