MUHUCTEPCTBO 3JIPABOOXPAHEHMSI POCCUMCKON OEJIEPALN

1Y

HHCTPYKIUA TACOBAKC
[10 MEJIMLIMHCKOMY TTPUMEHEHNIO JIEKAPCTBEHHOTI'O ITPEITAPATA
CYMATPUIITAH-JIexT

Peruncrpannonsbiii HoMep

Toprosoe naumenoBanue: Cymarpuntan-JlexT

MexayHapoaHOe HeNaTeHTOBaHHOe HauMeHoBaHHe: CymMaTpuIITaH
JlekapcTBenHas popma: TabIeTKH, MOKPBITHIE IIIEHOYHOH 0060104YKOM

TabaeTka, MOKphITas IIEHOYHOM 000510uKk0ii 50 MI, COIEPIKUT:

Jleticmeyioujee 6ewjecmeo: cymatpuntana cykuusar — 70 Mr (B nepecuére Ha cymarpunran S0 mr).
Bcnomoezamenvnvie  6ewjecméa:  NAKTO3bl  MOHoruapar — 62,1  Mr,  memwmnosiosa
MHKpokpucTamdeckas (tun 101, Tum 102) — 18,0 mMr, kpockapmeno3a Hatpust — 5,0 Mr, MOBUIOH
K-30 — 3,3 mr, Mmaruus creapar — 1,6 Mr.

O6onouxa: OPADRY 11 Genblii (MOAMBHHHIOBBIH cniupT — 46,9 %, makporon-3350 - 23,6 %,
tutaHa auoxcua — 12,1 %, tansk — 17,4 %) — 6,0 mr.

TabeTka, NOKphITas IIEHOYHOM 00010uKk0ii 100 MI, COIEPIKMT:

Jleticmeyioujee 6eujecmeo: cyMaTpunTana cykuusat - 140 mr (B mepecuére Ha cymarpuntad 100
MT).

Bcnomoeamenvnvlie  6ewjecméa: — NaKTO3bl  MOHoruapar — 1242 Mr,  1ewImoiI03a
mukpokpucraumdeckas (tun 101, tun 102) — 36,0 mr, Kpockapmeiio3a HaTpus — 10,0 wr,
noBunoH K-30 — 6,6 Mr, Mmaruus creapat — 3,2 MT.

O6onouxa: OPADRY 11 Genblii (moaMBHUHHIOBBINA criupT — 46,9 %, makporon-3350 - 23,6 %,
tutasa auoxkceua — 12,1 %, tansk — 17,4 %) — 12,0 mr.

Onucanue

Kpyriible JBOSKOBBINYKJIble TaOIeTKH, NMOKPHITBHIE IJIEHOYHON 000IOUKOH O€noro Wik MOYTH
6enoro usera. Ha monepeunom paspese sapo 6€10ro WM noutH 0eoro nBeTa.
dapmakoTepaneBTHYeCKasi TPyNna: IpOTHBOMUIPEHO3HOE CPEJICTBO.

Koa ATX:N02CCO1

dapmako/IOrH4ecKue cBoicTBA

DapmakoouHamuka

CymaTpunTaH — CEJEKTHBHBIM aroHUCT COCYIUCTBIX S-THIPOKCHTPUIITAMUH-]-PELENTOPOB

(SHT,D), ne Bauser Ha apyrue moarumnsl 5-HT-penentopoB (SHT,-5-HT57). Penenrtopsr SHT)p
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PacIioJIOKEHBI, I'NTaBHBIM 06pa30M, B KpaHHAJIBHBIX KPOBEHOCHBIX COCYHax ro0BHOTO M03ra, )54 I/IXZ

CTUMYJISIMS TPUBOMT K CY)KEHHUIO ITUX COCYIOB. )T JACOBAH( \

V KMBOTHBIX CyMaTpHMIITaH H30MpaTeqbHO IEHCTBYET Ha BA30KOHCTPHKLMIO BETBEH COHHOM
apTepuM, He BJMssS HAa KPOBOTOK B COCyJaX TroJIOBHOro Mosra. CocynucTeii OaccedH COHHOM
apTepud KpPOBOCHAOXaeT OJKCTpaKpaHWATIbHble W HMHTPAKPaHUAIbHBIE TKaHH (B TOM 4YHCIe
MEHMHI€aJIbHbIE 000J0YKH), ¥ CUUTAETCS, YTO PACUIMPEHHE 3THX COCYIOB M/MJIM OTEK MX CTEHOK
ABISIETCS OCHOBHBIM MEXAHM3MOM BO3HMKHOBEHHs MHIpeHM Yy uenoBeka. Kpome Toro,
SKCIEPUMEHTAIbHBIE JAHHBIE IO3BOJIIIOT CYAWTH O TOM, UYTO CyMaTpPHMIITaH CHHXKaeT
4yBCTBUTENBHOCTh TpOMHHYHOrO Hepsa. O0a 3T >ddekra MOryr JexaTb B OCHOBE
MPOTHBOMUIPEHO3HOTO JEUCTBUS CyMaTpUIITaHA.

Knunnyeckuit s3ppext ormedaercs o0bruHo yepe3 30 MUHYT mociie nepopaibHoro npuema 100 mr
npenapara. HecMOTpsi Ha TO, 4TO pEKOMEHIOBaHHAS 11032 IPU NEPOPaIbHOM IpueMe cocTasiser S0
MT, TIPUCTYIIBI MHUTPEHH Pa3IMYaIOTCS 110 CTENEHM TSHKECTH KaK y OJHOr0 IalUeHTa, Tak U y
pasHbIX nanueHToB. J[o3s1 oT 25 Mr 10 100 mMr nokasanu 605b11yI0 3G HEKTHBHOCTE 110 CPABHEHHUIO
¢ mianebo B KIMHHYECKHX MCCIIEIOBAHHMAX, HO /1032 25 MI' CTATUCTHUYECKH 3HAUYUTEIBHO MEHEee
spdexruBna, yem 50 mr u 100 mr.

CyMaTpuITal mpoaeMOHCTPUPOBal 3G GEKTUBHOCTD B JIEUEHHH NIPUCTYIIOB MUTPEHM, B TOM YHUCIIE
MEHCTPYaIbHO-aCCOIIMUPOBAHHON MMIPEHH, TO €CThb MHIPeHM 0e3 ayphl, KOTOpas BO3HHKAeT B
IPOMEXKYTKE 3a TPH JHS 10 Hadaya U JI0 MATH AHEH 110CjIe Hayala MEHCTPYalluH.
DapmaKkokunemuka

[IpucTynmbl MHUIPEHM HE OKa3bIBAalOT CYIIECTBEHHOrO BIMSIHMA Ha () apMaKOKHHETHKY
CyMaTpHIITaHa, IPUHUMAEMOTO BHYTPb.

Bcacvieanue

I[Tocsie mprema BHYTPh CyMaTpUITaH ObICTPO BcachiBaeTCs, yepe3 45 MUHYT €ro KOHIEHTpalus B
miasme jpocturaer 70 % ot MakcumaibHOM. [locne mpuema 100 Mr cpenHee 3HaueHue
MaKCHMaJIbHOM KOHIIEHTpAllMd B IUla3Me KpoBH cocTaBiseT 54 wmr/mi. CpeaHss BeaudyMHa
abCOMIOTHOM OMomocTymHOCTH cocTtaBisieT 14 %, 4YacTUYHO BCIEACTBUE IPECHCTEMHOTO
MeTaboIM3Ma, YaCTHYHO M3-3a HENOJHOM abcopOuuH.

Pacnpeoenenue

CyMarpuITaH CBsI3bIBaeTCs OeKaMu M1a3Mbl He3HAYUTeIbHOM crenenu (14-21%), cpeanuit oOumi
o0beM pacnpenenenus coctasiasieT 170 .

Memabonuzm

Metabonu3upyeTcs IMyTeM OKHCJIEHHUs! TP y4acTHH MOHoaMHHOKcHAa3el (MAO) ¢ o6pa3oBaHueM
MeTab0IMTOB, OCHOBHBIMH M3 KOTOPBIX SIBJISIETCSI MHAOIYKCYCHBIM aHajor CyMaTpHIITaHa, He

oOnaaaromuii (bapMaKoI0rH4ecKoi AKTUBHOCTBIO B OTHOLLIEHUU 5-HT;- U
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5-HT2-cepOTOHMHOBBIX ~ pElENnTOpoB. BTOpocTeneHHble  METAOONUTHI  CyMaTpUNTaHa — HE

i

0oOHapy KEHBI.

| SS——

Buvigeoenue ‘ —
[lepuos MONYBBIBEJAEHWs COCTaBisieT mnpuOnu3uTenpHo 2 4yaca. OCHOBHOH — MeETabONMT
(MHIOJYKCYCHBIH aHAIOr CyMaTpPUITaHa) BBIBOJUTCS IMOUKAMM B BHJE CBOOOJHOW KHCIOTHI M
TJIFOKYPOHUIA.

[InasmeHHbIi KaupeHc - 1160 MiI/MUH; TTOYeUHBIH KIUpEeHC - 260 MJ1/MHH; BHETIOYEUHbIH KIIMPEHC -
80% (mocie mpuemMa BHYTPB).

DapmakoKkuHemuKa ocodbvlx 2pynn RayUeHmos

Ilayuenmvl ¢ Hapywenuem QyHkyuu nedexu. BeleICTBUE CHMKEHHS NPECHCTEMHOrO KIHMpEHCa
CyMaTpuliTaHa y TMAlWEeHTOB C HapyIIeHHeM (QYHKIMM [I€YEHH IIOBBIAETCA COACpKaHHE
CyMaTpHUIITaHa B MJIa3Me KPOBH.

Ilayuenmovr pasuvix ospacmuwix epynn. dapMaKoKMHETHKA y MAIMEHTOB cTapiue 65 JeT 3HaYUMO
HE OT/JIMYAETCS OT TAKOBOM y MalMeHTOB O0j1ee MOJIOA0ro Bo3pacra.

IMoka3anusi K NpUMEHEHHIO

KynupoBaHue OCTpbIX MNpPHUCTYNOB MHMIPEHH C aypod uiaM 0Oe3 Hee, BKIOYas IMPHUCTYIIbI
MEHCTPYaJlbHO-aCCOLMMPOBAHHON MHIpeHH. Ha3HayaioT TOJBKO TP  BEpUPUIMPOBAHHOM
JIMarH03e-MUIPEHb.

IlpoTuBonoKa3zaHus

- OBBIIIEHHAs YYBCTBUTEIBHOCTH K TFOOOMY M3 KOMIIOHEHTOB IIpernapara;

- reMHUILIErHYecKast, 0asuisipHas ¥ opTanbMoriernyeckas GopMbl MUTPEHH;

- nmemuueckas 6onesns cepama (MBC), B ToM umcie nogo3peHue Ha He€, CTEHOKapaus (BKIoYas
creHokapauio IlpuHnMerana), nHGApKT MHOKapia (B TOM YHCiIe B aHaMHe3e), NOCTHH(ApPKTHBIH
KapIMOCKJIEPO3, a TAK)Ke HAINYKE CHMIITOMOB, TO3BOJISIIOIIUX MPEANoa0KxuTh Hanuuue UbC;

- OKKJTIO3UOHHBIE 3a001eBaHUs TIepU(epUIeCcKUX COCy10B;

- MHCYJIBT HWJIM IPEXO/IAIlee HapyIIeHHe MO3roBOro KpOBOOOpaIlleH s (B TOM YMCIIE B aHAMHE3E),

- HEKOHTPOJIUpYyeMasi apTepuaibHas THIIEPTEH3HS;

- OJIHOBPEMEHHBI MPHUEM C JICKAPCTBEHHBIMU CPEICTBAMH, COAEPXKALIMMHU SPrOTAMHH WM €ro
TIPOU3BO/IHBIE (BKJIFOYAs METHCEPTU/), WM APYTUMH TpunrtaHamu/aronuctamu S-HT)-penentopos;
- OJHOBpeMeHHbIH mpueM c¢ uHruburopamu MAO u mepuon a0 14 nHed mocjie OTMEHBI ITHX
npenapaTos;

- OJTHOBPEMEHHBIN MPUEM C ApYrUMHU aroHucTaMu 5-HT-cepoTOHHHOBEIX PELENTOPOB;

- BBIp@OKEHHAsl OYeYHas! UM eUeHOUHas HeJJ0CTaTOYHOCTh,

- Bospact a0 18 sier miu crapuie 65 et (Ge3omacHOCTh U 3PEKTHMBHOCTH CyMaTpHIITaHa HE

YCT@HOBIIEHBI);
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- B CBA3M C HaIMYMEM B COCTABE Mperapara JAKTO3bl, €ro MpHeM MPOTHBOTIOKA3aH TIpH

BPOJKICHHON  HENepeHOCMMOCTH  JaKTO3bl,  AeUUMTE | JAKTassl, IOK030-TANAKTO3HOM
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masbabcopbuuu; OTJACCBAH( .
C 0CTOpPOXKHOCTBIO:

- KOHTpOJIMpyeMas apTepralibHas THIIEPTEH3HS;

- 3a6071€BaHusl, IPU KOTOPHIX MOTYT M3MEHSThCS BCAChIBAHHE, METa0OIM3M UIIM BBIBEACHHUE 3TOTO
npenapara (Hanpumep, HapyueHue GyHKIMH IT0YEK UK IEYEHH ),

- snuIencHs (B TOM YMCIIe JIHOObIE COCTOSHHUS CO CHIYKEHUEM I0pOTa Cy0POXKHOH TOTOBHOCTH);

- TIOBBIIIEHHAs UYBCTBUTEIBHOCTh K cymbpanmnamunam (npueM Cymarpuntan-JlekT moxer
BBI3BaTh AJJIEPIUYECKHME PEAKIMH, BBIPAKEHHOCTh KOTOPBIX BAPbUPYETCSA OT KOXKHBIX MPOSBICHUN
10 aHa(MIAKCHH; JaHHBIE O NEPEKPECTHOW YyBCTBHUTEIbHOCTH OTPAHHYEHBI, OJHAKO ClEIyeT
co6I101aTh OCTOPOXKHOCTH IpH HazHaueHun Cymatpunrtas-JlekT Takum nauuenTam).

- OepeMeHHOCTh

- IEPUOJI TPYAHOTO BCKApMIIMBAHHUSL.

Ipumenenue npu 6epeMEeHHOCTH U B NIEPHO/I I'PYAHOI0 BCKAPMJIHBAHUSI

bepeMeHHOCTH

Ipumenenne Cymarpunran-JlekT BO3MOXKHO, JIMIIb €CIM OKMIAaeMas M0Jb3a Ul MaTepu Oyaet
IPEBBIIATH BO3MOXHbIE PUCKH IS TJI0/A.

JloCTyIHBI JIaHHBIE IOCTPErHCTPALIMOHHOT0 HabmoaeHus 6osee yem 1000 KeHIMH, TPUHUMABIINX
cymMaTpunTaH BO Bpems | Tpumectpa OepeMeHHOCTH. B cBA3M ¢ HEZOCTaTOYHBIM 00BEMOM
MHGOPMALMK OKOHYATEeNbHbIE BBIBOJBI O IOBBILEHHH PHUCKAa BPOXKIECHHBIX TMOPOKOB [e1aTh
IPEeXKIEBPEMEHHO.

OneiT npuMeHenusi cymarpunrana Bo II u III Tpumectpax GepemenHocTu orpanuyeH. OueHka
SKCIEPUMEHTAIBHBIX HCCIIEIOBAaHUN Ha JKMBOTHBIX HE IIOKasaja MPSMOro TEpaTOreHHOTO HIIU
HeOGIaronpUsTHOrO BJIMSHHMS Ha MPEHATAIbHOE M MOCTHATaJbHOE pa3BuTHE. OIHAKO Y KPOJIMKOB
Ha0JII01aJI0Ch BIMSHKE Ha SMOpHO-(eTaIbHYIO )KU3HECTIOCOOHOCTD.

Ilepuoa rpyAHOTO BCKapMJIMBaHUS

[Toce TOAKOKHOTO BBEJEHHs, CYMaTpUIITaH MPOHHMKAeT B IpyaHOe Mojoko. Bo wu3bexanue
OTPHIIATEILHOTO BO3EHCTBHUS Ha peOeHKa, ClIeyeT IPEKPATHTh IPYAHOE BCKapMIIMBAaHUE BO BpEMs
NPUMEHEHHS CYMaTPHUIITaHA U B TeYEeHUE 24 4acoB M0CJIE OKOHYAHHUS €0 IIPUMEHEHHUS.

Cnoco6 npuMeHeHHUs U 103bl

TabneTKy NIPUHUMAIOT BHYTpPb, IPOIJIATHIBAs LIEJMKOM, 3allMBas BOJOM.

Cymarpunran-JlekT mnpumeHseTcst Uit HHTEPMUTTUDYIOLIEH Tepamu¥ MPUCTYIIOB MHIPEHH.

HpenapaT HE CJICAYECT MPUMEHSATDH B HpO(bI/IJIaKTI/I“ICCKI/IX J1(S) ). &

4
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Jleuenue Cymarpunrtanom-JlexT cnenyer HauMHaTh, Kak MOXHO paHbiﬁé' nocne BOSHUKHOBEHHS
MPHUCTYyIa MUTPEHH, HO TpenapaT 0JMHaKoBO 3¢ dexTHBeH Ha JI0O0H cTaguu npucTymal /1l i
PexomenmoBannas no3a mnpenapata Cymatpuntas-JlekT - 50 mr, B HEKOTOpBIX cnyqaﬂxrn-o;aw
MOeT ObITh yBennueHa 10 100 mr.

Eciiu maigeHT mouyBCTBOBAI YJIydllIeHHE TOCIIE IEPBOM 03B, @ 3aTeM CUMIITOMBbI BO30OHOBUIIUCS,
MOKHO TPHHATH BTOPYIO 703y B TEYEHHE CIEAYIOUMX 24 4, NpH YCJIOBUH COOIIOACHHS
MHHHMMAJIbHOTO BPEMEHHOI'0 MHTEpBaJla, PaBHOTO JBYM uacaM, MEXIY ABYMS J03aMH, U IPUHATO
He 6osee 300 Mr B TeueHue 24-4acoBOTrO MepHoOa.

Ecnu y manmenta neppas no3a Cymarpunrtana-JlekT He okazana a¢dekra, BTopyo 103y Ipenapara
JUISL KYTIHPOBAHHUSI 3TOTO K€ MPHUCTYNa MUIPEHH NMPUMEHSTh HE cieayeT. B 3ToM ciydyae MOXKeT
PUMEHSTh napareramor, aleTUICATULIUIIOBAS KHCJIOTA WIH HECTEepPOUIHbIE
MPOTHBOBOCHATMTENbHBIE Tpernapatbl. Onnako Cymarpunra-JIekT MoxeT OBITH NPHHAT UIA
KyIHPOBAHMS MOCEIYIOIUX MTPUCTYIIOB.

CyMaTpunTaH MOXHO IPHHATH HE paHblle, yeM 4Yepe3 24 uaca Iocje IpuUema IpenapaTos,
COZIepIKAIliMX IPrOTaMUH; U HA000POT, Mpenaparsl, CoAepIKallue 3proTaMUH, MOKHO IPUMEHSTh HE
paHblile, 4eM yepe3 6 4acoB Mociie pueMa CyMaTpHUIITaHa.

Ocobule epynnvl nayuenmos. [Jemu u noopocmku (maaoue 18 rem).

D¢ deKTHBHOCTH CyMaTpUNTaHa B JaHHOH Ipymie NalueHToB He ObLia MPOAEMOHCTPUPOBAHA.
Toocunvie nayuenmot (cmapute 65 nem)

OmnpiT ucnons3oBanus Cymarpunrtana-JlekT y manueHTOB B Bo3pacTe crapiie 65 JeT OrpaHHuYeH.
dapMakOKMHETHKa CYIIECTBEHHO HE OTJIMYaeTcs OT MOJOABIX, HO JO IOJy4YeHHs
COOTBETCTBYIOIIMX KJIMHUYECKUX HaHHBIX, Ucnosib3oBaHue Cymarpunras-JlekT y mauumeHToB B
BO3pacTe crapiue 65 j1eT He peKOMEHI0BaHO.

IToGouHoe geiicTBHE

HexenarenpHble peakiMy TMEPEYUCICHbl HUXKE B 3aBHCUMOCTH OT aHATOMO-(pHU3MOIOrHYecKOn
KJIacCU(pHUKAIIMU U YAaCTOThI BCTPEYAEMOCTH.

YacroTa ompezeneHa cieayromum obpasoM: odeHb 4acto (>1/10); yacto (ot >1/100 no <1/10);
Heuyacto (ot >1/1000 mo <1/100); pemxo (ot >1/10000 mo <1/1000); ouenp pexnko (<1/10000,
BKJIIOYas OTJEIbHBIE COOOINEHMs); YacTOTa HEM3BECTHA (M0 HUMEIOIIMMCS [aHHBIM YCTaHOBHTH
YacTOTY BO3HUKHOBEHHS HE MPEICTABIISETCS BO3MOKHBIM).

JlaHHbIe KIMHHYECKUX HCC/Ie10BAHMIL:

Co cmopoHbl Hep8HOU cucmembl.

4acTO: TOJIOBOKPY)KEHHE, COHJIIMBOCTh, HApYIIEHUS YYBCTBUTE/IBHOCTH, BKJIKOYas NApecTe3UH H
CHIDKEHHE YyBCTBUTEJILHOCTH.

Co cmoponbl cocy0o8:
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4acTo: MpeXojsilee MOBBIIEHHE apTepHaIbHOrO JaBieHUs (BCKOpe mocie npneMa npenapaTa) |
PUTUBBL. o }
Co cmopoHblL ObixamenbHOU cucmemyvl U 0P2aH08 2PYOHOU KIeMmKU:
YacTO: OJBIIIKA.
Co cmoponbl dceny0oyHO-KUeYH020 mpakma.
4acTO: TOIIHOTA, PBOTA (MIPUUMHHO-CJIEICTBEHHAS CBSI3b BOZHUKHOBEHUS HE)KEJIATEIbHBIX PEaKLUi
C MPUEMOM IIpernapaTa He J0Ka3aHa).
Co cmopoHbl cKe1emHO-MblUeYHOU U COEOUHUMENbHOU MKAHU.
YacTO: YyBCTBO TSOKECTH (OOBIUHO TpeXosiiee, MOKEeT OBITh HHTEHCHBHBIM M BO3HMKATh B 000
YacTH Tella, BKJII0Yasl IPYAHYIO KJIETKY U TOPJI0), MUAITHSL.
Obwue paccmpotiicmea u HapyuleHus 6 Mecme 66e0eHUA.
yacTo: OO0JIeBbI€ OUIYIIEHHS, YYBCTBO XOJIOJAa WJIM Kapa, UYyBCTBO CIABJIEHHS WM CTATMBAHUS
(0OBIYHO TIPEXOJSINKE, MOTYT OBITh MHTEHCHBHBIMH M BO3HHKATh B JIOOOH 4acTH Tena, BKIKOYAs
TPYIHYIO KJIETKY M TOpJIO), ¢1aboCTh, yTOMISIEMOCTh (0OBIUHO ¢1a00 MM YMEPEHHO BBIPAXKEHHHBI,
IPEXOSIIN).
Jlabopamopnvie u uHcmpymenmanbHble OaHHbLE.
O4eHb pe0Ko. He3HAUUTEIbHbIE OTKIOHEHHUS MOKa3aTenel ne4eHOuHbIX Mpoo.
IMocTperncTrpanuoHHble JaHHbIE
Co cmopoHbL UMMYHHOU CUCTNEMbL:
YacTOTa HEU3BECTHA: peaKIMHM T'MIIEPUYYBCTBUTEIBHOCTH, KOTOPbIE BAapbHUPYIOT OT KOXHBIX
MPOSIBIEHUH MOBBIIIEHHON YyBCTBUTEIBHOCTH 10 aHA(UITAKCHH.
Co cmopoHbl HepeHOU cucmembl:
YacTOTa HEU3BECTHA: CYIOPOXKHBIE TMPHIMAIKK (B psiie ClydyaeB HaOIOJaBIIMECs y MalMEHTOB
CCYZIOPO’)KHBIMH ~ NPHUCTYIIaMM B aHaMHE3e MM IPU  COMYTCTBYIOIUMX  COCTOSHHSX,
Ipeapacoyiaralolx K BOZHUKHOBEHUIO CYJOPOT; Yy YacTH MAlUeHTOB (haKTOpPOB pHCcKa HE ObLIO
BBISIBJIEHO), TPEMOP, AUCTOHUS, HUCTArM, CKOTOMA.
Co cmopoHbl opeana 3peHus:
YacToTa HEM3BECTHA: MEJIbKaHUE, UIUIONHUS, CHIDKEHUE OCTPOTHI 3peHus. [loreps 3peHus (06p19HO
npexosmas). OIHaKO pacCTpOHCTBA 3pEHUS] MOTYT OBITH 00YCIIOBJIEHBI COOCTBEHHO MPHCTYIIOM
MUTPEHHU.
Co cmoponbl cepoya:
YyacToTa HEU3BECTHA: OpaaMKapiausi, TaxwKapaus, ollylieHue cepaueOuenus, apurmuu, OKI'-
NpPU3HAKK TPAH3UTOPHOM HIIEMHHM MHOKap[a, KOPOHApHbIM Ba3ocrasM, CTEHOKapaus, HHGMapKT
MHOKap/a.

Co cmoponbl cocy0o8:
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4acToTa HEU3BECTHA: CHHXXCHUE apTCPUAIBHOTO JaBJICHHUSA, CAHAPOM Peiino.

Co CMoOpOHbL ofceﬂydoqno-xuweqnoeo mpakma.

4acTOTa HEU3BECTHA: MIIIEMUYECKHI KOJIUT, auapes. —

Co cmopoHblL cKenemHO-MblueYHOU U COCOUHUMENbHOU MKAHU.

YacTOTa HEU3BECTHA: PUTHIHOCTD MBIIIIL €, apTPAJITHUsl.

Co cmopoHbl ncuxuku.

YacTOTa HEU3BECTHA: TPEBOTA.

Co cmopoHblL KOHCU U NOOKOICHBIX MKAHEU:

YacTOTa HEM3BECTHA: THIIEPIUIPO3.

HexoTopble U3 CHMIITOMOB, KOTOpble OBUTH ONUCAHbl, KaK HEXeJIaTeIbHbIE SBJIEHUS MOTYT OBITh
CHUMIITOMaMH, aCCOLMMPOBAHHBIMU C MUTPEHBIO.

Ilepeno3upoBka

Cumnmompt. Tlpuem cymatpunTaHa nepopaibHo B no3e O6osnee 400 Mr He BbI3bIBA] KakKHX-THOO
HE)XeNlaTeJIbHbIX PeaKlUi, TOMUMO NI€PEYHUCIIEHHBIX BBIIIE.

MopenupoBaHue MepPeI03UPOBKUM Ha JKUBOTHBIX MPUBOJMIIO K Pa3sBUTHIO CyIOpOr, TPEMOpa,
rapajauya, HeTOJBHKHOCTH, MTO3a, MOKPACHEHHUsS] KOHEUHOCTEH, aHOMAJIBHOTO JbIXaHMs, [[MaH03a
aTaKCHU, MUJpHA3a, CJIFOHO- U CIIE30TEYEHHS, a TaK JKe K THOeIH KUBOTHBIX.

Jleuenue. B ciiyuyae niepej03UpOBKH ClIeyeT HaOMIOIaTh 3a COCTOSHUEM [TALIMEHTOB He MeHee 12 9
U TP HEOOXOIMMOCTH TPOBOAUTH CHUMIITOMATHYECKYIO Tepamuio. HeT JaHHBIX O BIMSHUM
reMo/IMan3a Uik MePUTOHEATBHOTO JHai3a Ha KOHIEHTPALMIO CyMaTPUIITaHa B IJIa3Me.
B3aumopeiicTBue ¢ APYruMH J1eKapCTBEHHBIMH CPeICTBAMH

He oTMedeHO B3aMMOIEHCTBHS CyMaTPHUIITaHa C POMPAHOIOIOM, GIyHapU3UHOM, MTU30TH(GEHOM H
3TUJIOBBIM CIIUPTOM.

[TpoTHBOMOKA3aHO OJHOBPEMEHHOE IPUMEHEHHE CyMaTpUIITaHa M J3proTaMMHa MM JPYTUX
TpuntaHoB/aroHucToB 5-HT|-cepoTOHMHOBBIX penenTopoB. TeopeTuyeckd BO3ZMOXHO IMOBBILIEHHE
pUCKa KOpOHapHOro Ba3ocma3Ma, M COBMECTHOE [PUMEHEHME JIAHHBIX  IIpernaparoB
NPOTHUBONOKAa3aHO (cM. pazzen «IIpoTuBonokasanusy).

[lepuon BpeMeHH, KOTOpPBIH MOJDKeH NpoitH Mexnay npuMeHeHueM Cymarpunrtana-JlekT wu
SProTAMHHCOAEPXKAIIUX MpenapaToB WIM Jpyroro TpunraHa/aronucra 3S-HT;-penentopos,
nHeusBecteH. OH OyaeT 3aBHUCETh, B TOM YHCIE, OT J03bl U THIA HAa3HAYaE€MBIX IIPENapaToB.
JlelicTBHE MOXET HOCUTh aJ/IMTUBHBIN XapakTep. PekoMeHyeTcs BblAEpKaTh, 10 MEHBIIEH Mepe,
24 yaca 10cjIe IPUMEHEHHUS TIPENApaToB, COAEPIKALIMX IPrOTAMUH UIIH APYTOi TPUIITaH/arOHUCT S-
HT,-peuentopoB mnepen mnpumeHenneM Cymarpuntana-JlekT. W HaoGopor, pexoMeHmyercs

BbDKJIAaTh, 110 MeHbIIEH Mepe, 6 uacoB mocie mnpuMeHenuss Cymatpunrasa-JlexT nepen
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NPUMEHEHUEM MPEnaparoB, COAECPXKALIUX 3ProTaMHH, H KaK MEHHMYM 24 ,9aca 110 {HprIMe‘HléHI/IH ;
apyroro tpuntana/5-HT| aronucra penentopos. . :
COTJACC RAH(
B03MOHO B3auMO/IeHCTBHE MEXIY CyMaTpMNTaHOM U MHruOutopamu MAO, MX OJHOBpEMEHHOE-
IpUMEHEHHUE MPOTUBOIIOKAa3aHO (M. pa3zen «IIpoTuBomnokazaHus»).
HmeroTcst peaxue COOOILICHUS O Pa3BUTUH CEPOTOHMHOBOIO CHHApPOMA (BK/IIOYAsi PacCTPOMCTBA
IICUXWKH, BETeTaTUBHYIO JIAOMJIBHOCTb M HEPBHO-MBILICUHbIE HapyLICHHWs) B peE3yJbTare
OJTHOBPEMEHHOTO MPUMEHEHMsI CEeJIEKTHMBHBIX HHIMOMTOPOB OOpaTHOro 3axBaTa CEPOTOHHHA
(CHUO3C) u cymarpunrana. Takke cooOIIaToch 0 pa3BUTHUH CEPOTOHHHOBOTO CUHIpOMa Ha (oHe
OJIHOBPEMEHHOTO MPUMEHEHUS! TPUNTAHOB C CENIEKTUBHBIMU HMHIMOMTOpPaMM OOpaTHOro 3axBara
cepoToHuHa U HopaapeHanuHa (CMO3CH).
[ToGoyHblE peakIM¥ OTMEYAlOTCS 4Yalle IMpd OJHOBPEMEHHOM IIPUMEHEHMM TPUIITAHOB C
JIEKapCTBEHHBIMH CPEAICTBAMH, COJEPIKAIIUMHU 3BepOOOH MPOABIPABICHHBIH.
Oco0ble ykazaHus
Cymarpuntan-JlekT cnenyer Ha3HayaTb TOJABKO B TOM Cllydyae, €C/IM JMArdo3 MHUIPEHH He
BBI3bIBAET COMHEHHUSI.
[Ipenapar Cymatpunran-JlekT mnpoTuBomOKa3aH [ IPUMEHEHHsS TP TE€MHILJIETHYECKOM,
Oa3uysgpHON M O TaTEMOIUIErHYecKOl popMax MUTPEHHU.
[lepen Hawyanmom JedeHus npenaparom Cymarpunras-JIekT HEOOXOAMMO HCKIIIOYHUTH BH/IbI
NOTEHIMAIBHO OIACHOM HEBPOJIOTMYECKOM MATOJOTUU (HAampuUMep, HHCYJIbT, IPEXOIAIIUE
HIIEMHUYECKHE aTaku) B CjIydae, KOTJa y MalMeHTa MPUCYTCTBYIOT aTHIIMYHBIE CHUMIITOMBI HIIH
KOrja y TalWeHTa He IMarHOCTUPOBAHO COCTOsSHHME, Tpedyrollee NpPUMEHEHHE Ipernapara
Cymarpuntan-JlexT.
[Tocne npuema mnpemnapara Cymatpunrtad-JIekT MOryT BO3HHMKAaTh MPEXOSAIIME CHMITOMBI,
BKJIHOYasi 00JIb U CTECHEHHE B TPY/IH, KOTOPbIE MOTYT ObITh MHTEHCUBHBIMU U PAaCIPOCTPAHATLCS Ha
obmacte meu. EciM ecTh OCHOBaHHWs MojaraTh, YTO 3TH CHUMITOMBI SIBJISIOTCS IIPOSIBICHHEM
umemuueckoir  Oonesnn  cepaua (MBC), HeoOXxomumMo — MpPOBECTH  COOTBETCTBYIOLIEE
JMarHOCTHUYECKOe 00cieIoBaHKE.
OnHOBpeMeHHOe TIpuMeHeHHe moboro Tpunrtana (5-TH; aronucra) ¢ cymaTpunraHoMm He
pekomenayercs. He cnepyer npeBblaTh peKOMEHyEMYIO 103Y.
He cnenyer npumensts npenapat Cymatpuntan-JlexT y nanueHToB ¢ pakTopaMy pUCKa pa3BUTHUS
WBC, B TOM YHCIIe Yy 3JI0CTHBIX KYPUJIBLIHKOB HJIM 110JIb30BaTEIeH HUKOTHHOBOH 3aMECTUTENILHON
Tepanuu, 0e3 IpeIBapUTENHHOrO 00CIeoOBaHUS CepAeUHO-COCYaAUCTOH cHcTeMbl. Ocoboe
BHMMaHHE CJIEAyeT YAESTh JKEHIIMHAM B IMOCTKIMMAKTEPUUECKOM IIEpHOJE M MYXXYMHAM B
Bo3pacre crapiie 40 ner ¢ naHHbIMH (akTopamu pucka. OnHako oOciieloBaHHE HE BCEra

[103BOJISIET BBIIBUTH 3a00JI€BaHHE cepana y KaXXaoro rnamucHTa. B ouenn pPE€AKHX Ciiy4dasaX MOTYT
8
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BO3HMKHYTH CEpbe3Hble HEKeIaTeNbHbIe PEakiMi CO CTOPOHBI CepAeYHO-COEYAMCTOM ‘CHeTeMbl y!
TAlMEHTOB, B AHAMHE3€ KOTOPBIX He GbLIO OTMEUEHO CEPAEYHO-COCY AMCTOR TaTdior i, H f
[Ipenapar Cymarpunras-JlekT cinenyer nNpUMEHAT C  OCTOPOXHOCTBIO Y IIaLIIrIeHTO‘BW-g
KOHTPOJIUPYEMOU apTepUaIbHOW TUIEPTEeH3UeH, TaKk Kak y HeOOJBIIOro KOJIMYECTBA IAllMEHTOB
HaOII0Ja70Ch TPAaH3MUTOPHOE IMOBBILIEHHE apTePHATBHOrO JABJICHUS M NepUPepuuecKoro
COCYAMCTOTO CONPOTUBIICHUS.
MMeroTcst peikue CoOOIIeH s, OTyYeHHbIe B pe3yJIbTaTe MOCTPErUCTPallMOHHOIO Hab/IOAEH S, O
pa3sBUTUM CEPOTOHMHOBOTO CHHIpPOMA (BKJIOYas pPacCTpOMCTBA IICHXMKH, BETreTATUBHYIO
1a0MIBHOCTE ¥ HEPBHO-MBIIIEYHbIE HApPYLIEHHUs) B pe3yjbTaTe OJHOBPEMEHHOIO MPUMEHEHMS
CEJIEKTHBHBIX MHIMOMTOPOB oOpartHoro 3axsara cepotoHuHa (CMO3C) u cymarpunrtana. Taxxke
Co00LIaNoch O Pa3BUTUH CEPOTOHMHOBOTO CHHIpOMa Ha (OHE OJHOBPEMEHHOIO MPUMEHEHHS
TPHUIITAHOB C CEJICKTMBHBIMU MHIMOMTOpaMH OOpaTHOrO 3axBaTa CEPOTOHMHA M HOpaJpeHaIMHa
(CUO3CH).
B ciyuae omHoBpeMeHHOro npumeHenus ¢ npemaparamu u3 rpynnel CUO3C w/umu CHMO3CH,
ClIeIyeT TIIATEIbHO KOHTPOJIUPOBATH COCTOSIHHUE TTAllMEHTA.
[Ipenapar Cymarpunran-JIekT cienyer mpUMEHSTb C OCTOPOXKHOCTBIO Yy INAIlMEHTOB, Y KOTOPBIX
MOTYT CYIIECTBEHHO M3MEHSATHCS BCAaChIBAHWE, METAabOIM3M MM BbIBEJECHHE CyMaTpHUIITaHa,
HarpuMmep, y MalueHTOB ¢ HapyleHneM (QYHKIMH Mmouyek MM nedeHu (xace A wiau b mo mkane
Yaitnga-I1s10).
[Ipenapar Cymarpuntan-JlekT HeoOX0AMMO IPUMEHATh C OCTOPOXKHOCTBKO Yy IALMEHTOB,
HMEIONIMX CYJOPOTH B aHaMHe3e WM HMMEIOIUX Apyrue (akTopbl pUCKa CHHXKEHHMs I[Opora
CYJI0POXKHOM TOTOBHOCTH.
V NanMeHTOB ¢ BBISBJIEHHOM IOBBIIIEHHOW YYBCTBUTEIBHOCTBIO K Cyilb(aHHIAMUAAM IPUEM
npenapara Cymarpuntas-JlexT MoeT BbI3BaTh ajlIeprUUeCKUe PEaKlUH, KOTOPbIE BAPbUPYIOT OT
KOXKHBIX MPOSIBJIEHUH TOBBILIIEHHOW YyBCTBUTEIBHOCTH 10 aHadunakcuu. JlaHHbIE O IEPEKPECTHOM
YyBCTBUTEILHOCTH OrPaHUYEHBI, OJHAKO CieAyeT coOmoaarh OAUTENBHOCTh IEPEN HavajaoM
npumeHeHus npenapata Cymatpunras-JlexT y Takux namueHToB.
HexenarenpHble peakiMd MOTYT BO3HHKAaTh 4Yalle BO BpPeMsl OJHOBPEMEHHOIO MPUMEHEHHMS
TPHUIITAHOB M PACTHTENBHBIX MPErnapaToB, COAEPKAIIUX 3BepoOOH MpOIbIpABICHHBIH (Hypericum
perforatum).
3n0ynorpedieHne JTeKapCTBEHHBIMH NperapaTtaMu, MpeHa3HauYeHHbIMH U1 KyIHPOBAHUS OCTPOMH
rOJIOBHOM 0OJIH, acCOLMUPOBAHO C YCHJICHHEM TOJIOBHBIX 0OJe# y UyBCTBUTE/IBHBIX IALlUEHTOB
(ronoBHasi 60Jib, CBS3aHHAs CO 3JI0yNOTpeOeHHEM JIeKapCTBEHHBIMH INpenaparaMu). Ilpu sTom

CJIEOYET paCCMOTPETH BO3MOXXHOCTh OTMEHBI IIp€lapara.
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[TanmeHTHl C pem(on HaCJIECTBEHHOM HEMNEPEHOCUMOCTBIO JIAKTO3bI, IIC(I)I/IIII/ITOM ﬂaKTO3bI H

[JII0K030-TalaKTO3HOM ManbabcopOiuei He NODKHBI IPUHMMATh npenapaT CymannnTaH -JlexT,

{ RANC
‘c DAPL

TaK KaK B €r0 COCTaB BXOJUT JaKTO3a.
Biusinpe JeKapCTBEHHOr0 Mpenapara il MeAHLHHCKOr0 NPHMEHEHHsI HA CHOCOOHOCTD
yHnpaBJsiTh TPAHCIOPTHBIMH CPeACTBAMH, MEXaHU3MAMHU

V NalMeHTOB ¢ MUTPEHBIO MOKET BO3HUKATH COHJIMBOCTD, CBA3aHHAs KaK ¢ CaMMM 3a00JI€BaHKEM,
tak u ¢ npuemoM npemnapara Cymarpunrtad-JIexT. IlamueHTs! n0mKHBI OBITH 0COOEHHO
OCTOPOXKHBIMH TIPH YIPABICHUH aBTOMOOMIEM U paboTe ¢ JABHKYIIUMUCT MEXaHU3MaMH.

®opma BbINyCKa

TabneTku, MOKpBITHIE MIEHOYHON 00010uK0H, 50 1 100 Mr.

[To 2 i 10 TabaeToK B KOHTYPHYIO SUEHKOBYIO YIAKOBKY W3 IUIEHKH IOJMBHHHUIXJIOPUIHON U
(oI ATIOMUHUEBOH N€UaTHON JIAKUPOBAHHOM.

[To 1, 2 wiu 3 KOHTYpPHOU SYEHKOBOW YIAKOBKE BMECTE€ C MHCTPYKLUHEH IO MEIUIUHCKOMY
IPUMEHEHHIO MOMEINAIOT B MAuKy W3 KapTOHA Ui MOTPEOMTENbCKOW Tapbl MM HMIIOPTHOTO,
pa3pereHHoro K puMeHeHuo B PO.

YeaoBusi XxpaHeHus

XpaHHUTH B 3alMIIEHHOM OT CBETa MeCTe IpH Temieparype He Boime 25 °C.

XpaHUTh B HEJIOCTYIIHOM JUls IETEH MeCTe.

Cpoxk rogHocTu

3 rona.

He ucnonp30BaTh M0 UCTEUEHUH CPOKA TOJHOCTH.

YeaoBus oTnycka

OTnyckaroT 1o peLenTy.

Ipoussoaurens/ Oprauuszanus, NPUHAMAIOLIAs IPETEH3UH 0T NoTpeduTe el

OAO «TroMeHCKHIT XUMHKO-(hapMalieBTHYeckuit 3aBo1», Poccus

625005, TromeHckas 061acTh, I. TioMeHs, yi1. Beperosas, 24, ten./daxc: (3452) 22-52-86

Biiajgesien; perucTpanuoHHOr0 yA0CTOBEPEHUS

AO «Ilarent-®apm», Poccus

199106, r. Cankr-IletepOypr, mp-KT Bon&ug& BO n. 75, nurep B, mom. 208, rten./daxc:
OHEPH
(812) 380-14-14 KW AN

['eHepanbHBIi IUPEKTOP

AO «Ilarent-®apm» A. B. Xapkos

OIGY

M3 PD
SKCHEPTHBIM OTYET
UIEMCTBUTEJIEH JUIS JJAHHOM
BEPCHUM JIOKYMEHTA

ITNOEITH

00000000O0T1S5 123507

r—



