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I. OOuue cBeneHus

1. HaumeHoBaHHMe JeKapCTBEHHOTO Iperapara MAJIs BeTepPUHAPHOIO
pUMEHEeHHS.

Toprosoe HaumeHoBanue: Tpazanentun® tabnerku (Trazapentin tabulettae).

MexyHapoiHOe HelaTeHTOBAaHHOE HaMMEHOBaHUE AeWCTBYIOLIMX BEILIECTB:
rabaneHTHH, CyKIUHAT TPa30I0Ha.

2. JlekapctBeHHas popma: TabieTKH Ui TpreMa BHYTPb.

JlexapcTBEeHHBIM Tpenapar BBITYCKAeTCSd B YeThIpeX JJO3UPOBKaAX, C
coJlepKaHWeM B KauecTBe JeHCTBYIOIIMX BEIECTB:

-Tpazanentun® Tabnetku m1s Komek a0 4 kr (macca Tabnerku 105 mr) —
36 mr rabaneHTiHa 1 12 Mr cyKIMHaTa Tpa3oJ0Ha Ha TalJIeTKy;

-Tpaszanentun® tabnetku 18 komek oT 4 xr (macca Tabnetku 158 mr) —
54 mr raGanenTtiHa u 18 Mr cykuuHaTa Tpa3oJ0Ha Ha TaOJETKY;

-Tpasanentur® TabneTku s cobak Menkux nopox (Macca Tabnetku 210 mr)
— 80 mr rabanentuHa 1 20 Mr CyKIMHaTa Tpa3oJoHa Ha TabJIeTKy;

-Tpasanentun® TabneTku s cobak CpelHMX M KpPYNHBIX Mopon (Macca
tabnetku 527 mr) — 200 mr rabanentuHa u 50 Mr CyKIMHaTa Tpa30J0OHa Ha
TabJIeTKy.

B kayecTBe BcrmomorarenbHBIX BEHIECTB JIEKAPCTBEHHBIM Iperapar
TpazanenTun® TabneTKu COZEPIKUT: JIaKTO3BI MOHOTHUIPAT;
MUKPOKPHUCTALITHYECKYIO LEeJUTIONO03Y; Kpaxmat KyKypY3HBbIi
NPOKEJIaTUHU3MPOBAHHBINA, Kpaxmal KyKypY3HbId, HAaTpus CyJIb()HUT; HaTpHi
KPOCKapMeJjio3y; KpPeMHHMs JUOKCHI  KOJUIOMIHBI  Oe3BOAHBIN;  HATpHs
creapuiipymapaT; THIIPOMEIUIO3Y; CMECh IJIsi MOKPBITHS OOOJIOYKOM; IHIIEBYIO
N06aBKy CO BKyCOM Msica.

3.Tlo BHemHeMy BUAy JieKapcTBEHHbINH npenapar TpaszanenTun® TabneTku
MpeaCcTaBlsieT cOOON TabIEeTKH IBOSKOBBINMYKIIbIE KPYIJIOH (OPMBI, C PUCKOM Ha

OZIHOM CTOpOHE, OT CHHEro [0 TEMHO-CHHETrO LBETa, MOKPHITHIE IUIEHOYHOM
000JIOYKOIA.



Cpok TOMHOCTH JIeKapCTBEHHOIO INpernapara Mpud COOMIOAEHUH YCIIOBHM
XpaHEHHUs B 3aKPHITON yIaKOBKe MPOU3BOAMUTENS — 2 roja co AHS IPOU3BOJCTBA.

JlekapcTBenHblli  npemapatr  TpasameHTHH® — TaGlIeTKH — 3alpelnaeTcs
IPUMEHSTH 110 UCTEYEHUH CPOKa FOTHOCTH.

4. JlexapctBeHHBI mperapar Tpa3zanmeHTUH W  TaONETKH BBIIYCKAIOT
pacdacoBaHHBIM 10 8 TabJeTOK B OJUCTEPBI, KOTOPBIE MOMELIAIOT B KAPTOHHYIO
nayky 1o 1, 2 unu 4 61mcrepa.

Kaxnyro enunuily notpeOuTEIbCKON YIIaKOBKU CHA0X AT UHCTPYKIUEHN T10
IPUMEHEHHIO.

5. XpaHuTh JeKapcTBeHHBIH npenapaT TpazaneHTHH® TaGNETKH CIENyeT B
3aKpBITOM yIIaKOBKE IIPOU3BOAUTENS, OTACIBHO OT MUIIEBBIX MPOTYKTOB U KOPMOB,
pu Temrnepatype He Boiie 25 °C.

6. JlexapcTBenHsIi npenapar TpaszaneHTHH® TaGlIeTKU CleqyeT XpaHUTh B
MeCTaxX, HeJOCTYIHBIX JUIS JeTel.

7. Hencrionp30BaHHBIM  JIEKApCTBEHHBIH  NpemapaT  yTHIM3HPYIOT B
COOTBETCTBHHU C TPeOOBAHUSIMH 3aKOHOIATEILCTBA.

8. YcioBus oTiycka: oTiryckaetcsi 6e3 perenra.

®

II. ®apmakonoruueckue CBONCTBa
9. JlekapcTBeHHBI mpenapar Tpa3zameHTUH® TaGNETKM OTHOCHTCH K
(hapMakoTepaneBTUYECKUM rpymnmam JIeKapCTBEHHBIX CpPEeICTB:
IIPOTUBOWIENITUYECKHUE CPELICTBA, AHTUICTIPECCAHTEI.

10. T"abaneHTUH SBISETCS CTPYKTYPHBIM aHAJOrOM raMMa-aMHUHOMACIISIHOM
kucnotsl (TAMK), Ho oH He B3aumozeicTByeT ¢ perientopamu ' AMK u He Biuser
Ha 3axBarT wiu gerpagauuto [AMK. Ilpu BBeneHuu B opraHusM, rabaneHTUH
B3aUMOZIEUCTBYs ¢ 02 8—CyObeJMHHMIAMM MOTeHIUan3aBucuMbIX Ca’'-KaHalos,
TOPMO3UT BX0J HOHOB Ca’" B HEWpPOHBI, CHIKas BHICBOOOXKIEHHE BO30YKIAIOLIMX
HEMpPOMEINATOPOB, YYacTBYIOIIMX B SMUIENTOreHe3e¢ W BO3HUKHOBEHUH OOIIH.
OGezbonuBaroniee nelcTBUe rabaneHTHHA TaKKe TPOSBISETCS HAa YPOBHE
CIIMHHOIO MO3ra M Ha YPOBHE BBICHIMX MO3TOBBIX LIEHTPOB IOCPEICTBOM
B3aMMOJIEHCTBUN C HUCXONAUIMMU ITyTSMHU, NOJABISIOUIMMU Iepenady OOJeBbIX
UMITYJIbCOB.

VY cobak, B OTIMYMe OT KOIlIeK, rabameHTHH MeTa0oau3upyeTcss B N-MeTHI-
rabaneHTuH. OH ObICTpO BcackiBaeTcs, uMmesi 6onee 80% crcTeMHOM TTepopaTbHOM
JOCTYIIHOCTH, TPH 3TOM abcopOIusi He 3aBUCUT OT KOpMIIeHHs. MakcuMasbHbIe
YPOBHH B KPOBH JIOCTUTAIOTCS Yepe3 OAUH-TpH yaca. ['abaneHTHH BEIBOAUTCS MTOYUTH
MIOJIHOCTBIO IIOYKAaMH Y HE 3aBUCUT OT [€YEHOYHOU OMoTpaHc(hopMaIInH.

CykuuHaT Tpa3ofoHa - AQHTArOHHCT/MHTHOMTOP OOpaTHOro 3axBara
ceporonrHa (AMO3C). [leiicTByeT Kak aHTarOHUCT Ha CEPOTOHUHOBBIE PELIEMITOPI
noaruna 5S-HT2A u xak yactuunsiit aroruct S-HT1A-penentopos.

TpasonoH, obnanas celaTUBHBIM, aHKCHOJIUTHYECKHM, MHUOPEIAKCHPYIOIIHAM
NEWUCTBHEM, CHM)KACT BBIPAXEHHOCTb WJIM IMOJABJISET MpPOsBICHHUE CTpaxa,
OecroKoicTBa, COMAaTUYECKHE CUMITOMBI TPEBOTH: YPE3MEPHYIO IBHMIATEIbHYIO
aKTHBHOCTb, BOKaJIM3alMIO (Jail, MsyKaHbe), HNECTPYKTHBHOE IIOBEJEHHE,

YHal€HHOC cep,uue6HeHHe, CJIIOHOOTACJIEHUE, OKa3bIBACT YCIIOKAaMBaroIIece
I[Cf/iCTBHG, YMEHBIIACT HAIIPSXKEHHOCTD.



CrnocoOHOCTh ~ KynmuUpoBaTh  HEHpONATHYecKyr0  00jb  OOBACHSETCS
AQHTarOHHUCTHYECKUM BO3JEUCTBHEM Tpa3ofoHa Ha peuentopsl S5-HT2A, uro
IIPUBOIMT K IIOJABIIEHUIO 9K30L[MTO3a HEHpOMearaTopa Bo30y X AeHHs rIIyTaMara B
3aJIHUX porax CIIMHHOIO MO3ra U TajlaMyca, TeM CaMbIM IOAaBIISAS LEHTPHI O0JIH B
HHC.

Abcopbuusi Tpa3oJoHa M3 JKENTyIAOYHO-KHIIEYHOrO TpaKTa IOcle MpHeMa
BHYTPb BBICOKas, IeicTBUe HabmoaaeTcs yepe3 30-40 munyT. [Ipuem npemapara Bo
BpEMsI WK Cpa3y Iocjie KOpMJIeHHs 3aMesIsieT CKOPOCTh abcopOLuu Tpa3o/ioHa,
CHM)KAeT €ro KOHILIEHTPALHUIO B IJIa3Me KPOBU U MPOJIOHTUPYET BpeMsl JOCTHIKEHUS
MaKCUMaJIbHOM KOHIIEHTpalUuu. 1pa3ofOH NMpPOHUKAET 4Yepe3 T'MCTOreMaTHYeCKHUe
Oappepbl, a TaKke B TKaHHM W IKUIAKOCTH (XKeldb, CIIOHA, MOJIOKO),
MeTabOMU3UPYETCs B MIEUEHH ITyTeM F'UAPOKCUTUPOBAHMS U OKUCIIEHUS C y4aCTUEM
n3zopepmeHToB nuUToxpoMa p450 ¢ obOpazoBaHHeM MeTaOOJUTOB, B TOM YHCIE
aKTUBHOTO MeTabojuTa — M-XJopodeHununepasuia. BeiBoguTcs U3 opraHusMa
IJIaBHBIM 00pa3oM B BUIe HEAKTHBHBEIX METa00JIMTOB, B OCHOBHOM C MO4YO0H (OKOJIO
75 %) ¥ YaCTHYHO - C KEeJTUbIO.

CykuuHaT Tpa3oJoHa MPU pacllerVIeHUH MOCTaBIsSeT B OPraHU3M STHTApHYIO
KHCJIOTY, KOTOpasi, BO3IEUCTBYSI HAa HEPBHYIO CHUCTEMY, MOJEIUPYET aKTHBHOCTH
(GepMeHTOB KJIETOYHBIX MeMOpaH (KajdbLUHHEe3aBUCUMOH (ocoauscTepassl,
aZeHWIATUUKIA3bl, aleTHIXOJUHACTepa3bl) M  PELENTOPHBIX  KOMILIEKCOB
(6enzomuazennnoBoro, 'AMK, aneTHJIXOJIMHOBOIO), yJIy4llIaeT CHUHANTHYECKYIO
nepenauy, CIOCOOCTBYET COXPaHEHUIO CTPYKTYpHO-(YHKIIMOHAJIBHON
opraHuM3andd OuomMeMOpaH, TMOBBIIIEHUIO KOHLEHTPALMK B TOJOBHOM MO3re
nopamuHa. SHTapHas KucloTa 00JagaeT aHTUOKCUAAHTHBIMH CBOMCTBAMH.
BocnonHsieT sHepreTuyeckuii AeDUUIUT KIETOK W TKaHEH, BO3HHMKAIOIIUN IpH
CTpecce, TpaBMaX U TOBBIIIEHHOW (PU3WYECKON Harpy3ke 3a CYeT KOMIIEHCALUU
HeJoCTaTKa BBIPAOOTKHM SHTApHOM KHUCIOTHI B MHUTOXOHApUsAX. [Ipu rumoxcun
BBI3BIBAET YyJIydllleHHe TMepudepuyeckoro KpOBOTOKA, IOBBILIEHHE  CHJIbI
CepIeYHBIX COKpallleHHWi, oOJerueHre OTJauyd KHCIOpOJa OKCHUIeMOIJIOOMHOM H
P IpyruX (GU3HOTOrHUECKUX U OMOXUMUYECKUX KOMIIEHCATOPHBIX PEAKIUi.

JlexapcTBenHplii npemapar TpasaneHTHH® TaGIEeTKH  OJHOBPEMEHHO
OKa3bIBaeT 3 PeKT Ha CEHCOPHYIO U Ha IMOLIMOHABHYIO COCTABIIIOLLYI0 601€BOro
CHHIpOMa, MpOsBIIsA, 3a CUeT CHHepreTudeckoro 3ddekra, Hauboiee MOJIHOE
(hapMakoIoruueckoe JeicTBIE Ha KMBOTHOE, 3aK/II0Yatolieecs B yCTpaHeHUU 601u
U YJIyYII€HUH 3MOLUOHAIBHOIO COCTOSIHUSI.

JlekapcTBeHHBIM mpemapar  TpasameHTHH® TaGJeTKH 10  CTENEHH
BO3JEMCTBUS HA OpPraHW3M OTHOCHTCS K MajoolacHbBIM BellecTBaM (4 Kiacc
ormacHoctd o 'OCT 12.1.007-76).

B peKoMeHIyeMBIX J03aX JIeKapCTBEHHBIM mpenapar Tpa3ameHTHH"
TabJIETKH He OKa3bIBaeT MyTAareHHOT0, KaHIIEPOTeHHOTO U CEHCUOWIN3UPYIOLIEro
JIEUCTBHUS.

[Ipu wuccnenoBaHMM a/UIEPrU3UPYIOIIEro JAEWCTBUS Ha J1abOpaTOpHBIX
YKUBOTHBIX QJJIEPrUYE€CKUX peaKIfil He BBISIBIEHO.



III. ITopsinox npuMeHeHus

11. JlexapctBennslii mpenapar Tpasanentun® TabneTKH Ha3zHayaeTcs
cobaKaM M KOILIKaM B COCTaBe KOMIUIEKCHOW Teparuy Ui YJIydIeHHs KadecTBa
KH3HM TIpY XPOHHUYECKUX 3a00JIeBaHHSIX, COMPOBOXKAAIOIIUXCS OOJIEBBIM
CHHIPOMOM Y  HWHAYLUUPOBAaHHBIM  XPOHMUYECKOW  OONbl0  yXyAlIEHHEM
SMOLIMOHAJIBHOTO COCTOSTHUSI:

- [IPA OCTE0ApPTPO3e, apTPUTE U CHHOBUTE;

- IIPY OHKOJIOTMYECKUX 3a00/IeBaHUSIX;

- IIpY [TAaHKpeaTuTe ¢ 60JIEBBIM CHHAPOMOM,;

- B [10CJICONIEPALIMOHHBIN IEPUOT;

- IIPY UAUOINIATUYECKOM LIUCTUTE KOLIEK;

- IPA XPOHUYECKOM MOYEUHON HEJOCTATOYHOCTH KoIleK 1-il u 2-i1 cTaauu.

12. TIpotuBoroka3aHueM Jjsi TPUMEHEHHUs SBJISETCS MOBBIIICHHAS
UHIVBUyalbHasi YyBCTBUTEIBHOCTh dKUBOTHOTO K KOMIIOHEHTaM Mpernapara, B TOM
yucje B aHaMmHese. He pekoMeHIyeTcs IPUMEHSTh Y dKUBOTHBIX C HapyLIEHUSIMU
(GYHKIIMH CepAeYHO-COCYIUCTOM CHCTEMBI, Me4YeHH, Mmodyek (Kpome 1-oif u 2-oi
CTaJMH XPOHUYECKON TTOYEUHON HeJOCTAaTOYHOCTH Y KOILEK).

13. TIpu nprMeHEeHHH JIeKapCTBEHHOTo Mpenapara TpazaneHTHH® TableTKu
cienyeT coboaTe obIMe MpaBuiia JUYHON TMTHEeHbl M TEXHUKU 0e3011acHOCTH,
IpelyCMOTpeHHbIE NpU paboTe C JIeKapCTBEHHBIMHM CpPEICTBAMU BETEPUHAPHOIO
Ha3zHaueHus1. [1o okoHYaHuU paboThl pyKH BBIMBITH TEIJION BOJOH € MBLIIOM. JIroa1sm
C TUIEePYYBCTBUTEIHHOCTHIO K KOMIIOHEHTaM Iperapara cienyer u3berarb mpsiMoro
KOHTAKTa ¢ JIEKapPCTBEHHBIM NpenapaToM TpazaneHTrH® TabIeTKH.

TabneTku TOKPBITBI O0OJOYKOW CO BKYycOM Msica, uTO obnerdaer
nepopaibHOe IPUMEHEHHE Npenapara.

[IycTyto ymakoBKY H3-IIOJ JIEKAapCTBEHHOIO IIperapara 3alperiaeTcs
UCIIONB30BaTh Ui OBITOBBIX IleJiel, OHA MOMJIEKUT YTUIU3ALUU C OBITOBBIMU
OTXOJaMHU.

B ciydae mnposiBlIeHHS alJeprHuecKux peakuuid W/WiId TNpH CllydalHOM
NoMaJaHuK Mpernapara B OpraHu3M 4elioBeKa CleyeT HeMeIJIEHHO OOpaTUThCs B
MEAULMHCKOe yupexjaeHue (mpu cebe UMeTh HHCTPYKLUHUIO 0 HPUMEHEHHIO
npernapara Wid YIaKoBKY).

14. JlekapctBeHHbIi mnpenapaT Tpa3ameHTUHX  TaONeTKHM He CleayeT
IPUMEHATh IpenapaT caMkaM B Mepuoa OepeMEeHHOCTH M BCKapMJIMBaHUS
IIPUILIOAA, & TAK)KE HOBOPOXKICHHBIM IIIEHKaM U KOTATaM.

15. JlekapcTBeHHbI mpenapar TpasameHTMH® TabneTKM IpPUMEHSETCS
IIEpPOPaIbHO. 3a CYET CHEelMaJIbHOIO MOKPBITHS CO BKYycOM Msca TabieTka, Kak
IIPaBUJIO, IIOENAETCSl XXUBOTHBIM CaMOCTOSTEIBHO WM C HeOONbIIOW mopIiuei
KopMma. B ciyyae oTkasa )KMBOTHOIO OT CaMOCTOSITEJIBHOI'O MOeJaHus Mpernapara
TabJIeTKa IPUMEHSIeTCS IPUHYAUTETBHO Ha KOPEHD SA3bIKa.

I[Tpumenenue npenapara TpasaneHTuH® TabIeTKH PpEKOMEHIYETCS HE MO3/IHEE,
yeMm 3a 30 MUHYT 110, 1100 Yepe3 2-4 yaca mociie OCHOBHOI'O KOPMJIEHHSI.

®



IIpumenenne s cobak

JlexapcTBenHsIii npenapar TpaszaneHTHH® TabIeTKH NPUMEHSIOT co0akaM B
CpelHel pa30BOM TepaneBTUYeCKOW a03e 20 MI/Kr mo raGameHTHHY U 5 MI/KT T0

CyKLHMHATy Tpa3ofoHa. Pa3oBble 1036l mpenapara TpaszamneHTUH® TaGIeTKU IS
co0ak yka3aHsl B TabuiIle 1.

Tabnmuua 1. PasoBas go3a JiekapcTBeHHOro npenapara TpasaneHTuH” TabieTku st cobak

KonuyecTBo TabneTok, mT.
Macca cobaku, Cobaku MeJIKHX OpoJ CobakH cpeIHHX H KPYIHBIX NOPOJ
KT (rabanenTtun 80 mr, (rabanentun 200 mr,
CYKLHMHAT Tpa3oaoHa 20 mr) CYKLHMHAT Tpa3ozoHa 50 mr)
2 ) -
3-4 1 -
§ <7 1 12 _
8-9 2 -
10-12 - 1
13-16 - i
17 -25 - 2
26-30 - 212
31-35 - 3
36-40 - 3

IIpu ocmeoapmpo3se, apmpume u cuHo8UmMe, OHKOJIO2UYECKUX 3a00NE6AHUAX,
conpogodcoarwuxcs  bonesbiM _ CUHOpOMOM  JIEKApCTBEHHBIM  Ipernapar
TpaszanenTun® TaGIETKU NPUMEHSIOT 2 Pa3a B J€Hb.

[IponomKUTENbHOCTh MPUMEHEHHUS Tpernapara 3aBUCUT OT BBIPAKEHHOCTH
©0JI€BOT0 CUHIPOMA U OTpeeseTCs] BETEPUHAPHBIM BPAuOM.

[Ipu HEOOXOAMMOCTH Tpernapar MOXXHO NPUMEHSTh Ha NPOTSDKEHHU BCEU
YKU3HHU )KUBOTHOTO.

IIpu  naunkpeamume, __conpogodicoarouemcs,  00ne8biM __ CUHOPOMOM
JNIeKapCTBEHHEIN npenapar TpazaneHTHH® TaOIeTKH IPUMEHSIOT 2 pa3a B JI€Hb.

[IpogOmKUTENPHOCT NMPUMEHEHHs Mpenapara 3aBUCUT OT HAJIW4YUA H
BBIP@XXEHHOCTH 00JIEBOTO CUHAPOMA.

B nocneonepayuonnsiii_nepuod nexapcTBeHHBIH mnpenapar TpaszaneHTHH®
TabJIeTKH NPUMEHSIOT 2 pa3a B JIeHb B COYETaHMM CO CPeACTBAaMHU ITHOTPOITHOM,
[IaTOre€HETUYECKOU ¥ 3aMeCTUTENbHOM Tepanuu. [ [pogomKUTenbHOCTh IPUMEHEHUS
npernapara 3aBUCUT OT HAJIMYKS U BBIPAXKEHHOCTH 00JIEBOTO CUHPOMA.

Hpnmeﬂeﬂue AJI KOILIEK

JlekapcTBeHHBI# mpenapaT Tpa3aneHTUH® TaGIEeTKH NPUMEHSIOT KOIIKaM B
pa3oBOi TepamneBTHUYECKOH no03e 9-12 Mr/kr rabameHTWHa U 3-4 Mr CyKI[MHaTa

Tpa3omoHa Ha 1 Kr Maccel Tena. Pa3zosele 10351 Ipenapata TpazaneHTUH® TabneTky
JUTsL KOLIEK yKa3aHbl B Tabnuie 2.



Tabnuua 2. Pa3oBas 103a JiekapcTBeHHOro npenapara TpasaneHTHH”™ TablIETKH 1Sl KOIIEK

KosnruecTBo TabNIETOK, IIT.
Macca
KOLUKH, KT Komxku 10 4 kr Komxkn ot 4 kr
(rabaneHTHH 36 Mr, CyKLIHHAT TPa30I0Ha (cykuuHat TpazonoHa 54 mr,
12 mr) rabaneHTuH 18 mr/tab:.)

2 7 -
3-4 1 -
5-6 - 1
7-8 - 1

Ipu uduonamuueckom yucmume neKapcTBeHHBIN npemnapar TpaszaneHTHH®
TabJeTKU NMPUMEHSIOT 2 pa3a B AeHb. D(H(HEKTUBHOCTD JICUSHUS OLIEHMBAETCS T10
HOpMaJIM3alMy alllleTUTa, YJAOBJIETBOPUTEIBHOMY OIOPOXXHEHUIO MOYEBOIO
IIy3bIpsl, yCTpaHEHUIO 00JIEBOTO CUHIPOMA, TPEKPAILeHUIO BOKATU3aLU K.

[IponomKUTENEHOCTE TPUMEHEHHUS TpernapaTa 3aBUCUT OT BBIPAKEHHOCTH
NIEPEYMCIICHHBIX BBILIE CUMIITOMOB.

VYuuteiBas, YTO UAUONMATUYECKUI LUCTUT — MHOTO(GaKTOPHOE COCTOSHHUE,
IPOBOLIUPYEMOE CTPECCOBBIMH (haKTOpaMH OKpPYKaroIlel Cpe/ibl U MPOsIBISIOLIEECS
HEHPOreHHO! AUC(YHKLIUEN MOUYEBOTO MMy3bIps, IEKAPCTBEHHBIH NIpernapar CleayeT
OPUMEHSTh [0 KJIMHAYECKOTO BBI3JOPOBIEHUS JKUBOTHOro. IIpumeHeHue
JIEKapCTBEHHOTO Tperapara ¢ HeIbio MPOGUIAKTUKYA PeLUINBOB 3a00IeBaHUsl IIPU
U3BECTHBIX CTPECCOBBIX (hakTOpax, ero MpOBOLMPYIOLIUX, CIeAyeT HadyuHaTh 3a
HECKOJIPKO JHEeH [0 HUX BO3ACWCTBUS WIM B [J€Hb pPAa3BUTHS XapaKTEepHOH
CUMIITOMATHKH B Cllydae HEMpPOTHO3UPYEMOIro peuuaAnBa HAMONATHYECKOIrO
LIUCTHUTA.

[Ipu npumeHeHun B TeueHue 180 mgHEH JeKapCTBEHHOIO IIperapara
TpaszanenTuH® TabneTkM KOMIKAM C  MHOTOYHMCIEHHBIMH  pELHANBAMU
UMOTATHYECKOTO LIUCTUTA B aHAMHEe3e KOJIMYEeCTBO PEIIMIUBOB COCTABUIIO B 7 pa3
MEHBIIIe, a MPOAODKUTEIHHOCTh pPellIuBa CHU3UIAch Ha 27% IO CPaBHEHHUIO C
KOHTPOJIBHOW IPYMIION.

IIpu ocmeoapmpo3ze, apmpume u cuHo8uUme, OHKONO2UUECKUX 3a001e6AHUAX,
conposodicoarowuxcs. _6onesbiM ___cuHOpoMoM — JIEKapCTBEHHBIM  Iperapar
TpasanenTun® TabneTKH, NPUMEHSIOT 2 pa3a B JeHb.

[IpooMmKUTENPHOCTh NPUMEHEHUS! Ipenapara 3aBHCUT OT HalIW4YUsi U
BBIPAKEHHOCTU 0OJIEBOr0 CUHAPOMA U OIPEeIeIseTCsl BETEpPUHAPHBIM BpauoM.

[Ipu HeoOXoAMMOCTH mpenapar MOXXHO TPUMEHSTh Ha TMPOTSIKEHUU Bcei
YKU3HU )KUBOTHOTO.

IIpu Xponuueckou noueyHou HedocmamoyHocmu y Kowek ¢ I-u u 2-u
cmadueil 3abonesanus NeKapCcTBEHHBIM mpemapaT TpasaneHTuH® Ta6ieTKu
IIPUMEHSIOT 2 pas3a B IeHb U3 pacueTra 2 OT yKa3aHHOU B Tabnule 2 pa3oBOil 1036l
C LIEJIBIO YIIyYILEHUS Ka4yecTBa XKU3HU )KUBOTHOI'O 3a CUET CHI)KEHHUS YPOBHS 0oy,
YJIy4IlI€HHs IBUraTebHOM M UTPOBOM aKTUBHOCTH, SMOLIMOHAIBHOTO COCTOSHUS,
COLIMAJIBHOTO B3aUMOJEHCTBUS, alllIETUTA.

IIpu  nawkpeamume, conpogooicoaroujemcs  O0one8blM  CUHOPOMOM
JleKapCTBEHHBIN npenapar TpaszaneHTHH® TabIeTKH NPUMEHSIOT 2 Pa3a B JI€Hb.

IIpono/mKUTENPHOCTS PUMEHEHHUS INpernapaTa 3aBHCUT OT BBIPA)KEHHOCTH
0oseBOro CUHIpOMa.




B _nocneonepayuonneiti nepuod nexapcTBeHHbIM mpenapar TpasameHTHH®
Ta0JIeTKU MPUMEHSIOT 2 pa3a B JIeHb B COYETAHWH CO CPEICTBAMHU 3THOTPOITHOIMA,
IIATOr€HETHYECKOW U 3aMECTUTENbHOM Tepanuu. [[po10KUTETbHOCTD MPUMEHEHHUSI
npenapara 3aBUCUT OT HAJIMYUS U BEIPAKEHHOCTH OOJIEBOTO CUHApPOMA.

16. Tlpu nprMeHEHKUH JIeKapCTBEHHOTO Npenapara TpasaneHTHH® TabIeTKu
MO’KET BO3HUKATh CEATUBHOE IEHCTBUE, KOTOPOE IPOXOAUT CAMOCTOSITENIBHO U HE
TpeOyeT MeJMKaMeHTO3HOH KoppeKuuu. HexenaTenbHBIX peakuuil 3a Bpems
IPOBEIEHUsT  KIMHUYECKMX  HCCJIeJIOBAaHUM  JIEKQpCTBEHHOro  Ipemnapara
TpasanenTuH® TabneTku He 3aperMcTpUpOBaHO. [IpHM HACTYIIIEHWM peakiuii
VUHIUBUIYaTbHOU TUNEePUYyBCTBUTEIBHOCTH 17007 VH/IMBU1yaJIbHOM
HENIEPEeHOCUMOCTH  KOMIIOHEHTOB  Mperapara  JKMBOTHOMY  Ha3HA4aeTcs
COOTBETCTBYIOLIIEE JICUCHHE.

JlexapcTBeHHBIM mpenapar TpasaneHTUH® TaGJleTKH CledyeT Ha3Ha4YaTh C
OCTOPOYKHOCTBIO JKUBOTHBIM C NATOJIOTUEN MTOYEK.

17. Tlpm mnepeno3upoBKe JEKApCTBEHHOro Ipemnapara Tpa3aneHTHH
TabneTku Oosee yeM B 4 pa3za MOTYT Ha0JII01aThCsl pPBOTA, COHJIMBOCTD, IOHWKEHHE
apTepHaTIbHOIO JaBJIeHUs, HapylIeHre (yHKLIUH XKeTyJ0YHO-KHILIEYHOro TpakTa. B
3THX CIy4dasX J>XHBOTHOMY HA3HAYalOT 3HTEPOCOPOEHTHl U CUMITOMATUYECKHE
CpeJCTBa B COOTBETCTBUH C UHCTPYKLHUSIMHU 110 IPUMEHEHHIO.

18. JlekapcTBeHHbIi npenapaT TpaszaneHTHH® TabIETKH yCUIMBAET JeHCTBHE
MpenaparoB, YTHETAIOIUX LEHTPAIbHYIO HEPBHYIO CUCTEMY.

[TpoTrBOrpuOKOBBIE  Tpenaparbl  a30JbHOM  TIpyHmbl  (KETOKOHA30ll,
¢b1yKOHa30J1, UTPAKOHA30J1) U MaKpOJIUHbIE aHTUOMOTUKH (B TOM YHCIIE TUIIO3HH,
THJIMHKO3WH, a3UTPOMHIIMH) YBEJIUYMBAIOT KOHIEHTpALHIO Tpa3ojoHa 3a CYeT
uHruouposanus Gepmenta CYP3A4, B cBs3U ¢ 3TUM HEOOXOAMMO CHHIKEHHE €rO0
1036l B 2 pasza. Muru6uropsl MoHoamuHokcuaassl (MAQO) - MOBBIMIAIOT PHCK
Pa3BHUTHS CEPOTOHMHOBOTO CHHpPOMa (pBOTa, AUapesi, AeNpeccHs, KoMa).

OnHOBpeMeHHOe TIpHMeHEeHHe JeKapcTBeHHOro mpenapara TpasameHTHH®
TabJIeTKH C aHTalMJaMH, COAEePKAIUMHU aTIOMUHUI U MarHui, COIPOBOXKIAETCs
CHIDKeHUEM 3()(HeKTUBHOCTH.

19. IIpun nepBOoM NMpUMEHEHHMM JIEKapCTBEHHOIO Ipenapara 1pasaneHTUH
TaOJIETKM MOTYT BO3HHUKATh SIBICHUS CelallMM (3aTOPMOXKEHHOCTb, COHJIMBOCTD,
HapylIeHWe KOOpAWHAIMU JBHM)KEHHUH ), KOTOpbIe He TPeOYIOT JIeUeHUs U IPOXOIST
CaMONPOMU3BOJIBHO B TEUEHHE IepBbIX TpexX JaHed mnpuMeHeHus. [Ipy ormene
npernapara He)keJlaTeIbHbIX peakluid He 3aperucTpUpOBaHO.

20. IlIpu mpomycke oAHON UM HECKOJBKHUX 103 JIEKAPCTBEHHOI'O Ipernapara
€ro MpUMeHeHHe BO30OHOBIISIIOT B TOM JKe J103€ U IO TOH JKe CXeMe.

21. JlexapctBennsiii npenapar Tpasanentun® TaGleTKd He MpeaHAa3HAYeH
JUTSl IPUMEHEHUS TIPOTYKTUBHBIM KUBOTHBIM.

®

®

HaunmenoBanue %} aapec  OOO «HBIT «Actpadapm»: 117246,
IIPOU3BOACTBEHHOM wiomwaaku 1. Mocksa, Hayunsiit npoesn a. 20,
IIPOU3BOJIUTES nekapcTBeHHoro  crp. 3. Ten.: (495) 785-83-50.
npenapara I ¢ BETEPUHAPHOTO

IIPUMCHECHUA.



HaumenoBanue, azgpec opranuszauuu, OOO «HBII «Actpadapm»: 117246,
YIIOJJTHOMOYEHHON  jAepkateneM  und . MockBa, Hayunsiit npoesn a. 20,

BJIa/IeNIbLIEM pPEerucTpauMoHHOro  CTp. 3, 3T. 3, moM. I, kom. 35
YIOCTOBEPEHHUS nekapctBeHHoro Ten.: (495) 785-83-50.
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