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OBILASA XAPAKTEPUCTHKA JIJEKAPCTBEHHOT O IIPEIIAPATA

1. HAUMEHOBAHHME JIEKAPCTBEHHOT O IIPEITIAPATA

Tputrthko, 150 Mr, TabneTKH ¢ MPOAOHIHPOBAHHBIM BBICBOOOKACHHEM

2.  KAYECTBEHHBIH H KOJHYECTBEHHBII COCTAB

HeiicTByi0L1EE BEINECTBO: TPalo0Ha MMAPOXIIOpH .

Kaxnas Tabnetka conepxut 150 Mr TpazoaoHa ruapoxnopuaa.

BcnomorartenbHble BELIECTBA, HATHYWE KOTOPLIX HAA0 YYHTBIBATH B COCTaBE JIEKAPCTBEHHOMO
npenapara: caxaposa (npeccoBaHHsIi caxap) (cm. paszen 4.3 u 4.4).

[MonHelil nepedeHb BCoMoraTeAbHbIX BELLECTB NPUBEAEH B pasaene 6.1.

3. JEKAPCTBEHHAA ®OPMA
TabneTkH ¢ NPOAOHIHPOBAHHBIM BLICBOOOIKAEHHEM.

HeoskoBeinyknsle Tabnerku 6enoro unu Geo-xeATOBATOrO ilBETa 0BaILHO#H (POPMBI C ABYMS

napannejibHbIMH PHCKaMH Ha 00eHx CTOpoHaXx.

MHH3 ZPAB POCCHH

4.  KJIUHHYECKHE JAHHBIE 30,08 202
COTJACOBAKO

4.1. IlokazaHnsA K NPHMEHEHHI0

lMpenapar TpUTTHKO MOKa3aH K MPUMEHEHHWIO Y B3POCIbIX A8 JIeYEHHS AENPECCHBHLIX

paccTpoiHCTB ¢ TpeBOroii MaH Oe3 Hee.

4.2. Pe:xnM n03npoBaHNs H cnocod npumeHenns

PesxxuM 103HPOBAHMS

Bspocnere

75-150 Mr/cyTKH B BHAE pa30BOH 003kl BevepoM nepeil cHoM. Jloza moxker ObITh yBEnHUEHA
10 300 mr/cyTku, pazgeineHHbIX Ha ABa npuema.

VY rocnuranu3MpoOBaHHLIX MMALMEHTOB A03a MOXeT ObiTh MNOCTENEHHO YBEAMYEHA [0
600 Mr/cyTkn B MOBTOPHBIX A03aX.

Ocobble rpyNOLI NANHEHTOR

Hauuenmbr hoscul020 8o3pacma
)_-[JIH NOXHIBIX HIH oCNaONeHHBIX NMAHEHTOB PEKOMEHIYEMAA HAYALHAA 10332 JONXKHA ObITh

cHixeHa ao 100 Mr/cyTku B Buae ApoOHLIX 03 HIM B Ka4eCTBE pa3oBOi [103bl B BeyepHee
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Bpema fepef cHoM (cM. pasgen 4.4). JlaHHyio 203y MOKHO NOCTENEHHO MOBLIWATE O
nHabmoaeHeM Bpaua B 3aBUCHMOCTH OT 3(()eKTHBHOCTH W MEpeHOCHMOCTH npemaparta. B
GonbLIMHCTBE CTyyaes A/A AZHHBIX MAaLMEHTOB cAeayeT HaberaTe HazHaYeHHUs pa3oroil 103k
Bonee 100 mr. O6s14HO He TpeDyeTca no3a, npepbiatomasn 300 Mr/cyTku.
Hayuenmeot ¢ nevenoynoil HeGocmamorHocmbio
Tpa3oaoH noaBepraeTcs WHTEHCHBHOMY MEYEHOMHOMY MeTabonu3my, W npueMm npenapara
MOXET acCOUHHPOBaTBCA € remaToTokcHuHocteto (cM. pazgensl 4.4 un 4.8). Cneayer c
OCTODOXKHOCTBIO Ha3HauaThL MpenapatT NalUHEHTAM C MEYCHOYHOH HEAOCTaTOMHOCTEIO,
0co0eHHO MPH HANHYMK TEYEHOUHOH HEeAOCTATOMHOCTH Taxkenoii cteneHu. Heobxoaumo
NEePHOAUHECKH MPOBOANTE MOHHTOPHHT (DYHKLUHH ME4eHH.
Tayuenmsi ¢ noveyHoll HEOOCMAMOUHOCHILIO
OObIYHO KOPPEKTHPOBKA 03bI HE TpebyeTca, OAHAKO cileflyeT ¢ OCTOPOMHOCTRIO HA3HAYATh
nalMeHTaM ¢ THKeNoH NnoyeyHoH HeAOCTATOUHOCTBIO (CM. pa3aensl 4.4 1 5.2).

eTH
TPHUTTHKO He cneayeT NPUMEHATS Y fleTel B Bo3pacTe 10 18 neT B CBA3M ¢ PUCKOM, CBA3AHHBIM
C OMaceHHAMH OTHOCHTENbHO Ge3onacHocTH (cM. paszen 4.4).

Cnocob npuMeHeHus

Tabnerku cieayer MNpHHUMAaTeE ULEJIHKOM, HE pasikeBbiBasds, W 3anHBad  J0CTATOYHLIM
KOJTHYECTBOM BOIBI. Tepanmo CIeaAyeT HaYMHATE C BEHEPHEro nmpHeMa M NOCTENCHHOTO
YBENTHYEHHA JHEBHBIX NO3.

l'lpenapaT MOXKET NPHUHUMATLCA HE3ABHCHMO OT MNMpHEMA TIHLIH.

[Tpenapat cneayeT NpUMEHATHL KypcaMu He meHee | Mecsua.

4.3. IlpoTnBONOKA3AHHA
. unepuyBCTBHTENRHOCTL K AeiCTBYIOIlEMY BeulecTsy uau K mwobomy H3

BCIOMOraTenbHbIX BEIUECTB, NMEPEYHCIIEHHBIX B pa3ae/ic 6],

° ANKOroNbHANA HHTOKCHKALIMA H MHTOKCHKALIMA CHOTBOPHBIMH NpenapaTamu;
. OcTpblii MHdApKT MHOKapAa;
] aeduunr €axapo3kl/H30MaNLTO3bI, HEMepeHOCHMOCTh ¢pykTO38I,

FAIOKO30-rafakTo3Has ManbaGcopbumud, TaK KaK JNEKapCTBEHHBIH MNpenapaT COAEPMHUT
caxapo3sy;

. sospact 10 18 ner (GesonacHocTh He ycTaHoBAeHa) (cM. pasgen 4.4).



4.4. Ocobbie yka3anns H Mepbl Pe0CTOPOKHOCTH IIPH NPHMENeHHH

[IpumMenenue v aereii u nogpoctkos (a0 18 net)

TpazonoH He cheayeT NPUMEHATH Y AeTeit W noapocTkoe Ao 18 ner.

B knMHMuecKMX HCCNE[OBaHMSX € Yy4acTHeM JeTell M NOAPOCTKOB, MONY4aBUIMX
AHTHAEAPECCaHTE!, CYHUMAaNsHOe MoBeAeHHe (CyHMUMAANbHAs NOMBITKA M MIaHUPOBAHHE
CYHiHAA) U BpaXAeOHOCTb (B OCHOBHOM arpecCHBHOCTL, CONPOTHBIEHHE W FHEB) IPH NpHEME
npenapatoe HaGmoganuck 4vaule, ueM B rpynne nnaueGo. Bonee Toro, OTCYTCTBYIOT
AOJrocpouHble JaHHbie 0 Oe30MmacHoCTH Yy JeTed W MOAPOCTKOB B OTHOILMEHWH POCTA,
CO3peBAHHA, KOTHHTHBHOIO U MOBEAEHYECKOTO Pa3BHTHA.

Cyugnggcynguganbﬂme MBICTH WK YXVAINICHHE KNHHHUYECKHUX CHUMITTOMOB

[Mpu JenpeccHBHLIX COCTOAHHAX MOBBILEGH PHUCK TIPOABNEHHHA CYHUWIANbHBIX MbICAE,
HaHeceHus ceGe Bpeda WAM cyuuMaa. JlaHHeli pUCK coxpaHsieTcs [0 BO3HHKHOBEHHS
BhIpaKeHHOW peMuccHuy. [ToCKONLKY yAyuLIEHHE MOKET HE HACTYMHTh B TEUEHWE TEpBHIX
HECKONbKHX HeAeNb NeYeHHA Wnu Oosblue, MAUMEHTE! JOMMKHBI HAXOAWTBCA TOJ CTPOrHM
KOHTpOJEM A0 HacTyrnehus yny4wenus. CornacHo ofuieMy KAHHWUYECKOMY OMBITY, PHCK
CYHLHZAA MOXET MOBBILIATHCA HA PAHHHX CTAAHAX BEI3AOPORACHHS.

H3BecTHO, 4TO NALMEHTHI C CYMUMAARbHBIMH CODBITHAMH B aHAMHE3E, MITH NALMEHTh!, KOTOphIE
NPOSAB/AIOT 3HAYMTENLHYIO CTeMeHb CYMUMAANBHOTO MBIWIIEHHA €lE A0 HAuana NevyeHHs,
uMeloT Oofiee BBICOKHH PHCK BOZHHKHOBEHMA CYWLUMAANBHBIX MbICAEH HIH MOMBITOK
camoybuiicTea, H ZOMKHBI HAXOAHTLCA MOJ TWIATENBHBIM HabMIOAeHHEM B TEYEHHE JIEUEHW.
PesynpraThl MeTaaHanu3a  nnaue0O-KOHTPONHPYEMBIX  KIMHMYECKMX  HMCCNEAOBaHHI
AHTHAENPECCAHTOB, KOTOPLIE HCMOMB3YIOTCH Y B3POCHBIX C NCHXUYECKUMH PacCTPOHCTBAMH,
NOKa3ali NOBLILEHHBIH PUCK Pa3BHTHA CYHMUMAANLHOIO NOBEAEHHSA Y NaUHEHTOR MORoXe 25
AeT Ha (hoHE NpUeMa aHTHIENPECCAHTOB B CPABHEHMH ¢ muauebo.

TwarensHoe HabnioaeHne 3a MauMeHTaMH, 0cOOEHHO MMEIOLIMMH BLICOKHH PHCK, JOAKHO
CONpPOBOXAATE JEKAPCTBEHHYIO Tepanuio, OcO0EHHO HAa PaHHHX €€ CTaaMAX M Mocie
H3MeHeHui 1031, Heobxoaumo npeaynpeants nauueHToB (M UL, OCYLWIECTBIAIOIMX YX04 38
HHMH) O HeOoOXOAWMOCTH OTCIEKHUBATh JIIOOOE KIHHHYECKOE YXYAUIEHHE COCTOSHUSA,
CYMUMAANBHOE MMOBEASHHE HIIH CYHLHAANBHBIE MBICH, HEOOBIMHBIE HZMEHEHHS MOBEAEHHS, U
HEMELIEHHO o00pawaThcA 3a KOHCYNbTalMeil K CReLManuctTy npH MOABIEHHH TaKHX
CHMNTOMOB.

Jns MUHUMHM33aUHH NOTEHUHAABHOTO PHCKa MOMBITOK CYWLMAR, 0coOeHHO B Haualne NeyeHus,

B KOXKAOM KOHKPETHOM CIIY4aE AOMKHA HA3HAYATLCA MHHWUMaNbLHO HeoDxoaMMan no3a.
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VY nmauueHTOoB cO CASAYIOUIHMH COCTOAHUAMY peKOMeHRaYeTeH cobA0IaTh OCTOPOKHOCTL NPH

HIMEHEHHUH CXEMbLI A03HPOBAHHA H NPOBOAHTL PEYIAPHOE HaGﬂIOQCHHe:

- MPH SAHNENCHH Heobxoxumo uiberarb PE3KOro yBenHUYEHHR HTH YMEHBHIEHHA HO3bI;
° NallMEHTHI C HAPYLWIEHHEM (;)YHKLIHH Ne4EHH HITH NOYEK, ocobeHHO TAXKeNOH cTeneHu;
0 nalueHTsl ¢ 3aboneBaHuAMH cepaua, TakMMH KaK CTCHOKapAHA, HapyLIEHHA

NpoBOJUMOCTH HAN AB-OGnokaaa mobol cTeneHH, HeAaBHO MEPEHECEHHBIH HHpapKT

MHOKapja;
. FHNEpTHpEeo3;
. HapylleHHs MOYeHCNyCKaHWA, HanpuMmep, Ha ¢oHe runeprpoduH nNpeacTaTeENbHOM

KENE3bl, XOTA HPO6JICM HE OMHIOACTCA, MTOCKOJIBKY aHTHXOHHHepFH‘{ECKHﬁ S(DQJEKT TpaloaoHa
HE3HAYHTENEH,

. OCTpaA 3aKpbITOYroiibHas rjiaykoma, NOBLIWEHWE BHYTPHUINA3HOro AaBlIEHHA, XOTH
3HAYHUMBbBIE H3MEHEHHA MANOBEPOATHLI, MOCKOJBKY AHTHXOJHHEPrHYECKOE AeihcTBHe

TPa3oj0Ha BeIpaXKeHo cnado.
[Tpu pa3sBUTHH XeNTyXH Tepanis TPa3oA0HOM NOMKHA ObITh NpeKpallieHa.

HPHMCHCHHE AHTHACPECCAHTOB Y NAUHEHTOB € muaocbpenneifl HITH APYTHMH NCHXUHECKHMH
paCCTPOﬁCTBaMM MOXMET NPHBECTH K BO3MOKHOMY YXYAUWEHHID MNCHXHUYECKHX CHMIITOMOB.
l'[apaﬂounanhuble MBICHAH MOIYT YCHITHBATHCH. an JIeYEHHH TPa3loA0HOM OCTIPECCHBHBIC
NpUCTYNBI MOCYT BapbUPOBATECA OT MaHHAKAMbHO-ACNPECCHBHRIX A0 MAHHAKaJIbHOIO

ncuxoesa. B stom chayuac Tpa3oa0oH JOKEH ObITE OTMEHEH.

lNpy npumeHeHUH  TpazojOHA  ONHOBPEMEHHO ¢  MpenapaTamu, oOnazaroMMH
CEPOTOHHHEPrUUecKoH aKTHBHOCTBIO, TAKHMH KaK ApYruMe aHTWJAEnpeccaHTh! (HampHumep,
TPUUMKINYECKHE AHTHICNPECCAHTBI, CEeneKTHBHbIE HHrHOMTOpLI oOpaTHOro 3axsaTa
CepOTOHHHA, CeNEeKTHBHLIE MHTHOHTOPbI 0OPaTHOrO 3aXBaTa CEPOTOHHMHA H HOpaJIpeHalHHA U
MAQ-unruburtopel) u HefiponentukH, ObUM OMHCAHEI B3AMMOJEHCTBHA C pa3sBUTHEM
CEPOTOHMHOBOrO CHHAPOMA MW 3JI0KAYECTBEHHOrO HEHPOAENTHYECKOro CHHAPOMa.
3n0Ka4yeCTBEHHLIH HEHPONENTHYECKHI CHHAPOM C JIETANbHBIM UCX00M Ob11 3aperucTPUPOBaH
B CJIy4asiX COBMECTHOrO AIPUMEHEHHS C HEHpPOTIENTUKAMHU, A KOTOPLIX 3TOT CHHAPOM ABIANCH

M3BECTHOH BOIMOXKHOMH HexeNaTeNbHOM’ NekapcTBEHHON peakumeii (cM. pasgensi 4.5 u 4.8).

Tak KaK arpaHynoumMTo3 MOKeT NPOABNATECA Kak rpHANonoaobHbli cuHapoM, Hoab B ropne 1
AWXOpaixa, Npu MOSABAEHHH AAHHBIX CHMNTOMOB PEKOMEHYETCS KOHTPONUPOBATE KAPTHHY

KPOBH.



Coobwanock 0 CydasxX MHNOTEHIHH, BKIIOYAA OPTOCTATHUYECKYIO HITIOTEH3UIO K OGMOPOK, y
NauneHTOB, MPUHHAMAKOWHX Tpa3oaoH. O,IIHOBPCI\EHHOC NMPHMEHCHHE c
AHTUTHNEPTEHIHBHBIMH npenapaTtamMy MOWXKET ﬂOTpCﬁOBaTb CHHKEHHA A036I

AHTHIHACPTEHIUBHOTO Npenapara.

an ORHTENBHOH TepanHu TPazoAOHOM PECKOMEHAYCTCA NOCTENCHHOE CHUIKEHHE NO3kI TIEPEN
OTMEHO#H npenapara ana MHHHMH3aUuHMKH CHMNITOMOB OTMCHBI, TAKHX KaK TOWHOTA, roNoBHas

Bone, HEJOMOTaHHE,

Her HMKakuX [O0KA3aTeNbLCTB TOTO, YTO Tpa3oAcHa THAPOXAOPH], obnaaaer KakMMH-mHb0

BLI3BIBAOUIHMH NPHEBIKAHHUE CBOHCTBAMH.

Kak u B cnyyae ¢ ApyruMM aHTHAENpEcCaHTAMH, O cayyasx yandHeHus uutepsana QT ¢
Tpa3ozoHoM coobuianock oueHs peako. Cneayet cobnoaaTh OCTOPOKHOCTb NPH HA3HAYEHHK

TPa30R0OHA C AEKAPCTBEHHBLIMH NTpenapaTaMu, KoTopele yanuHaoT uHTepean QT.

TpasoaoH creayeT NPUMEHATH C OCTOPOJKHOCTLIO Y MALMEHTOB C W3BECTHRIMH CEPAEHHO-
COCYAMCTHIMH 3a0onepaHHsMHM, B TOM uHCie ¢ yatusenuem unteppana QT. CunbHele
uHrnuTopel CYP3A4 MoryT npusecTd K MOBLILLEHHIO YPOBHS TPA30A0HA B CHIBOPOTKE KPOBH

(cm. pa3pen 4.5).

Kak u B ciyuae apyrux npenapaToB ¢ anbda-afpeHONHTHYECKOH aKTHBHOCTBIO, TPa30/IOH
OueHb PEJIKO acCOLUMHMpYeTcs € MPHANH3MOM. 3TO MOXKHO CKOPPEKTHPOBAThH C MOMOLUBIO
BHYTPHKABEPHO3HOH WHBEKUHW anb(ha-aJpeHepruyecKoro cpeAcTea, TAKOro Kak agpeHanuH
unn MetapamuHon. Tem He MeHee, ecTb COOOLIEHHA O BLI3BAHHOM TPa30ACHOM APHANH3IME,
KoTopble MOTpeGOBaAM XHMPYPrHYECKOrOo BMELUATENbLCTBA WIH MNPHBENM K AOCTOAHHOH
cexkcyansHoll auchynkumu. [Taumentsl, y KOTOpBIX pa3BuBaeTcs 3Ta npeanojaracmas

nobounas peaKuud, JO0MACHBLI HEMCANECHHO NPEKPAaTHTb TIPHEM Tpa3oaoHa.

[MauneHTsl MOXKKAOroe BO3pacTa

[Toxunsbie NauMeHThb YacTo GoNee BOCMPUUMUYMBLI K AHTHIENPECCAHTAM, B YACTHOCTH, Yalle
coobulaercs 0 cnydasX OPTOCTATHYECKOH rHMOTEH3HH, COHMMBOCTH M APYrHX
AHTHXOJHHEPrH4ecKuX adexTax TpasogoHa.

Ocoboe BHUMaHHE HYKHO YANHTb NOTEHUMANbHBIM ANOUTHBHBEIM 3ddektam B cBA3M C
OAHOBpPeMEHHbIM  NPUMEHEHHEM APYrHX MCUXOTPOMHBIX HIH  AHTHIHIEPTEH3IUBHBIX
NpenapaTos KUK NPH HATM4YMK (AKTOPOB PHCKA, TAKMX Kak COMYTCTBYHoiuWe 3abonepaHns,

KOTOpPBIE MOTYT YCYTYOIATE AaHHBIE peaKLuH.



Pexomenayetcs, utoObl mauMeHT WMAM  NIMUO,  OCyLlecTBAsiowlee  yxold, Oblau
NPOHH(OPMHUPOBAHLI O BO3MOXKHOM BO3HHMKHOBEHMHM Takux 3tdexroB. Heobxonmmo
THIATENBHO KOHTPOJNIMPOBATH UX NPOSBAEHHE Y MALIMEHTA MOCAE Havana Tepanuu, 10 W nocne

THTPOBaHHA B BO3pacTalIleH jo3e.

Bausuue Ha PE3VALTATDH! aHAIK3a MOYH

[Ipn ucnons3oBaHMH HMMYHOTECTOB AN KOHTPONA HAPKOTHHECKWX BELLECTB B MOue,
peaKkTHBHOCTh MerabonuTa Tpa3zogoHa MeTa-xnopdenunnunepasuna (M-XIIIT), koTopeii
CTPYKTYPHO NOX0xk Ha MeTuneHauokcuMetambperamun (MIIMA, 3KcTasm), MOKET BbI3LIBATE
NOYKHOMOAOKHTEABHYIO peakUMi0 Ha amderaMHH. B OaHHBIX chiy4asx pexoMeHiyercH
NPOBOAWTE NOATBEPKAAIOUINI AHAIH3 C NTOMOLLBI0 METOA MAcC-CNEKTPOMETPHH.

Baxcnan vH(opMauys 0 BcnoMoratesibHbIX BELIECTBAX

[Ipenapar coaepXHuT B COCTaBE Caxapo3y.

[Maumentam ¢ pegko BcTpewaroileidcs HAcNeACTBEHHON HEMEPEHOCHMOCTBIO (PYKTO3EL,
IOKO3HO-TanakTo3Hoit ManeabcopOune MAM  BedUMUMTOM caxapasbl-H3OManbTassl He

CIEaYET NPUHUMATE 3TOT npenapar.

4.5. BsaumopgeiicTBHe ¢ APYrHMM JIeKapCTBEHHLIMH HpeNapaTamMa H ApYrue BHALI
B3auMoaeicTBHA

Obuee

CenaTturHBIA 3tdeKT aHTHNCHXOTHYECKHX, CHOTBOPHBIX, CEAATHBHBIX, AHKCHOJIHTHYECKHX H
aHTUIUCTAMUHHBIX MPENapaToB MOMKET YCHIIMBATLCA; B TaKMX CAYHAAX peKOMeHAayercH
CHHXKEHHE A03bl.

MeTtaBoan3m aHTHAENPECCAHTOB YCKOPAETCA B CBA3M € FeNaTHYEeCKUMH 3ddeKTamMmn opaneHbIx
KOHTpauenTueos, ¢eHuTouHa, kapOamazemnHa wu  Gapbutyparos. MeTaGonuam
AHTHAENPECCAHTOB HHrubupyeres  UMMETHAMHOM H HEKOTOPBIMM ~ APYTHMH
AHTHMCHXOTHYECKUMH NpenapaTaMH.

CYP3A4 unzubumopei

Hccnenosanus metabonu3ma npenapara in vitro NOKasbiBaloT, YTO CYLIECTBYET NOTEHUHAN N8
NeKapcTBEHHOrO B3aUMOJECTBHSA, KOraa TPa30A0H Ha3HAYaeTCA C HHrubuTopaMi LMTOXpoMa
P4503A4 (CYP3A4), TaKMMH Kak 3pPHTPOMHUMH, KETOKOHA30Jl, MTPAaKOHA30Jl, PUTOHABHD,
uHauHasup v Hedaszogon. Muruburopst CYP3A4 MOryT npuBOAMTE K 3HAYMTENBHOMY

MOBBILUEHHKY KOHUCHTPaUHH TPalodoHa B MJIaaMe. B uccneposaHusax in vivo Ha 3O00pPOBbLIX



nobpososbuax 6bi10 ROATBEPKACHO, uTO B no3e
200 mr aBa pa3a B A¢Hb PUTOHABUD YBEJIHYHBAN YPOBHH TPa3odoHa B IiasMe bonee yem B [Ba
pasa, YTO MPHBOAMIO K TOWHOTE, 0OMOpOKaM M apTepHanbHOH rUnoTenswu. Ecnu Tpaszonou
NPUMEHSAIOT ¢ MolliHEIM HHTHGHTOpoM CYP3 A4, Heobxonnma Gonee HU3Kan 103a Tpa3oAoHa.
[Mpumenenna CYP3A4 uHrnbutopos ciefyeT no BOIMOMKHOCTH H30eraTh.

Kapbavaszenun

PesynnTaThl COBMECTHOTO MPUMEHEHHS BLIPAXKAIOTCA B CHHIKEHHH KOHLEHTpaUMH TPa3oaoHa
B nmasme. OnHoBpeMmeHHBIH npuem kapbamazenuua B cyrtouHo#i nosze 400 Mr npusen K
CHHIKEHHIO KOHLEHTPALUMM TPa3oAoHA B MNa3Me KPOBM M €ro akTHBHOrO MetaboauTa M-
xnopdenunnunepasuua 10 76% wn 60%, cooreetcreenno. [lo 3Toit npHuHHE NAUMEHTHI,
NPUHUMAIOILWE TPa3oA0H B KomMOMHauuu ¢ kapGaMas’enuHoOM, JOMKHBI MMOCTOAHHO
HabniogaThea Ha MpeAMeT HeoDOXOANMOCTH NMOBBIWEHHA JO3HPOBKH TPa30A0Ha.
Tpuyuxnuveckue anmudenpeccanmot

OaHoBpeMEHHOTO MpHeMa ¢ TPa30AOHOM cleayeT w3beraTb H3-3a pHCKA B3aHMOAEHCTBHUA.
Cneayer onacaTbC CEPOTOHWHOBOTrO CHHApPOMa W moOouHbix 3(QdEeKTOB €O CTOPOHLI
CEpPAEHHO-COCYAHCTOH CHCTEMBI.

dayoxcemun

Coobuanock o0 peiKHX Cly4asX NOBLIWEHHA YPOBHA TPAa30A0HA B MIa3ME U HEXENaTeIbHBIX
sppexrax npu codeTaHHH TpasogoHa ¢ dmyokcetHHoM, HErnGutopom CYPIA2/2D6.
MexaHnaM, Nexaui B oCHOBe (apMaxOKHHETHHECKOro B3aMMOAEHCTBHA, MOMHOCTBIO HE
n3yuet. He ncknoueno papmakoaguHaMuyeckoe B3auMoeiicTBHeE {CEPOTOHHHOBBII CHHAPOM).
Huzubumope: MAO

Coob1anock 0 BO3MOKHOM B3aUMOJIEicTBHY ¢ MHTHOKWTOpaMH MoHoaMHHooOKcHIa3k (MAQ).
HecmoTrps Ha TO, 4TO HEKOTOpblE BpayH Ha3HA4YalOT ABA Mpenapara OJHOBPEMEHHO,
NpHMEHEHHE TPAa30A0Ha OAHOBpeMEHHO ¢ MHrHbuTopaMn MAO unM B TeyeHHe ABYX Helenb
nocjie 3aBepileHHs npuema uHrubutopoe MAO He pexomennyertca. TlpumeHenue
uurudburtopos MAO B TeuyeHue OJHOH HEZENM TNOCiIE Tepaniu TPa3ofOHOM TaKKe He
peKoMeHAyeTcA,

Denomuazunivi

Boinn orMeuenbl ciydan cepbe3Hoil OpTOCTaTHUECKOH TMNOTEH3HM B CIyude OAHOBPEMEHHOrO
npuMeHeHuss ¢ (leHOTHAa3HHAMH, HanpUMep, € XJopnpoMasvHOM, (aydeHa3HHOM,

NIEBOMENPOMA3INHOM, nepheHazsHHOM.



Anecmemur/ Muoperaxcanmor

TpazogoHna rUAPOXNOPHA MOMKET YCHNHBATL OQPEeKTbl MHUOPENaKCaHTOB H  NETY4HX
AHECTETHKOB, MIPUMEHATL HEOOXOAHMO C OCTOPOKHOCTLIO.

Anrozonn

Tpasogon ycumupaer cepatuBHblii 3ddrexr ankoronn. Cneayer usberats ynotpebnenus
ajikoroiist BO Bpems TepanHy Tpa3oA0HOM.

Jlesodona

AHTHIENPECCaHThl MOTYT YCKOPATh METabONH3M NIEBOAOMDI.

Apyzoe

OnHoBpeMeHHBIH MPHEM TPa30A0Ha ¢ penapaTamu, KOTopble YUIMHAIOT HHTepBan QT, moxeT
NOBBILIAT PHCK IKENYAOYKOBOI apUTMHMM, BKIIOHas MONHUMODPQHYIO IKEMYAOHKOBYIO
Taxukapauio. Heobxoauma ocTOpoKHOCTb MPH HX COBMECTHOM MPHMEHEHHH C TPA30A0HOM.
[Nockonbky Tpa3onoH sAsnserca cnabbiM HHrHOMTOpOM o6paTHOrO 3axBaTa HOpaApEeHATHHA H
HE M3MEHSAET PeaKLHIO apTepHaNbLHOFO AABACHHA HAa THPaMHH, BAMAHHME HA TMOOTEH3IHBHOE
AeHCTBUE COeIMHEHHIT MO THMY FYaHETHANHA MATIOBEPOATHO. TeM He MeHee, HCCNeA0BAHHSA Ha
)HMBOTHRIX TIPELNOAAraloT, YTO TPa3oAoH MOMET HHrHOHpOBaTh GONBUIYIO HACTH OCTPOro
addpekra KNoHUAHHA. B OTHOIWEHHWH APYTHX AHTHUIHIIEPTEH3UBHAIX NPENAapaTos BO3MOXKHOCTD
NOTEHUHPOBAHHA AOKHA YHHTBIBATHCH, XOTH KIMHHYECKH B3aUMOJEHCTBHE HE JIOKA3aHO.
[MoGounsie 3deKThl MOTYT NPOABNATLCS HaLLE NPH OJHOBPEMEHHOM MPUMEHEHHH TPa30A0Ha
¢ npenapartami, cogepxaumumu 3eepoboit npoasipasneryslit (Hypericum Perforatum).
Coobanoce 0 cnyyasx HIMeHeHust NPoTPoMOHHOBOrO BpEMEHH Y NAaUHUEHTOB, MPHHHMAaBLLMX
OAHOBPEMEHHO TPa30J0H H Bap(apuH.

OaHOBpeMEHHOE MPUMEHEHHE AHIOKCHHA HIIH (DEHHTOMHA C TPA3OAOHOM MOKET NNPHBOAHTE K
NOBLILLEHHIO YPOBHSA JUrOKCHHA M (PEHHTOMHA B ChIBOPOTKE KpoBH. CReayeT KOHTPORHPOBATh

YpPOBEHE AHTOKCHHA H (l)EHHTDHHa B CBIBOPOTKE ¥ TAKHX NMAUHCHTOB.

4.6. VepTHALHOCTD, OepeMEeHHOCTD H JAKTAUHA

bepemeHnHocTh

JlaHHBlE N0 OrPaHHYEHHOMY KONHYECTBY OEpeMEHHBIX MKEHUIWH, KOTOphIE NPHHHMANH
npenapat Bo BpeMs OepemenHocTH (<200), He BbiIABMAH NobouHeIx 3ddexToB TpazoaoHa B
OTHOWeEHHY OepeMEHHOCTH M 3[0POBBA MA0AA/HOBOpO#ACHHOro. HMHBIX J0CTYMHBIX

IMUACMHONIOTHYECKHX AaHHBIX HET.



HccnepoBakinsg Ha MHUBOTHBIX HE BBIABHAM NPAMOre HMNIM KOCBEHHOrO OTPHLATENLHOTO
Bo3aeiicTBHA Ha  OepemeHHocTh,  3mOpuoHanbHoe/eTanbHoe  pasBuTHE  M0Ja,
poAopa3speuleHHe UK NOCTHATAlbHOE Pa3BUTHE B TEpaneBTHHECKUX A03aX (cM. pasaen 5.3).
Mpenapar pomkeH HazHA4aThcAd OEpPEMEHHBIM JKEHIMHAM TONBKO B CHly4ae, €ciu
NOTEHUHANBHAA NONL3a AN KEHLMHBI OMPaBAbIBAET BO3MOKHbIE DHCKW Ana nnopa. Ilpu
MPUMEHEHHH [0 POAOPa3pelICHHS HOBOPOXKAEHHEIE ACIDKHBI HabGntOAaTbCA HA Npeamer
NPOABJEHHUS CHHAPOMA OTMEHBI.

[lepuon rpyAHOro BCKapMIHBAHUS

OrpaHnyeHHbIle JaHHBIE MOKA3bIBAIOT, YTO HeOONBIIOE KOAMMECTBO TPa3ofOHA MOMAjJacT B
rpyYAHOE MOMAOKO, HO YpOBEHb AaKTUBHOro Mertabonuta HewssecTeH. B ceasu ¢
HE10CTATOMHOCTHIO JAHHBIX peLEHHE O NPOAONKEHHH/MPEKPaLLEHHUH NPHEMa penapara HiH
NpOACIDKEHHH/MPEKPAIUEHHH TPYAHOrO BCKAapMIMBAHMA JIO/DKHO MPHHHMATHCH, YUHTbIBad

NoMb3y KOPMAeHHs TPYAbIO ANs pebeHka U MoAb3y TEpanuu AN MaTepH.

4.7. Bauauye Ha cnocoGHOCTb YNPaBASTL TPAHCMOPTHBLIMH cpeAcTBaMu H padoTaTth ¢
MeXaHH3IMaMH

Tpa3of0H OKa3bIBAST HE3HAYUTENBLHOE UK HeGonblIoe BNMAHHE HA CNOCOOHOCTL YNpaBiATh
TPaHCMIOPTHLIMH CPEACTBAMHM MM MexaHu3Mami. [lauueHT gomkeH ObITe npeaynpexaeH o
pHCKe MpH YNpaBNeH!H TPAHCNOPTHEIMK CPE/ICTBAMH HIH MpH pabote ¢ MEXaHH3IMaMH, MOKa
OoH He Oyaer yBepeH, HTO HE HCMBITLIBAET COHMHBOCTB, BSAJIOCTb, FONOBOKPYXKEHHE,

CNYTAHHOCTE CO3HAHHA HIIH HEYETKOCTEL 3PEHHA.

4.8. HexenatelbHble peakniu

PeaioMe HexenaTebHBIX DEaKLHid

CooBwanocs o cy4asx CyMUMAANBHBIX MBICNEH H CYHUHIANbHOTO TMOBEAEHHS BO BpPEM:
Tepanuy TPa3oZOHOM WIIM B PAHHEM NMEPHOJE TOCNE 3aBEPIIEHHS TEPaNKH.
Crneayloliie CHMATOMBI, HEKOTOpble H3 KOTODBIX Taloke OBIAM OTMEYEHB B CAYyuasX

HeneyeHo! Aenpecchu, ObIMH 32pHKCHPOBAHLL Y NALMEHTOB, MPHHUMAIOWNX TPa30/0H.

Knace cucmen opzanog| Hacmoma neuzsecnna (Ha 0CHOBAHUIL ILMEIOH{UXCA OGHHBIX

(MedDRA) OUEHLUMb HEBOIMONCHO )

HapyweHns co cTopoHb! | ArpaHynounTos, TPOMOOLIMTOTIEHHUA, 303UHOGUNUS,

KPOBH H  JHM(ATHYECKOIT | NnefiKoNeHHs, aHEMHA




CHCTEMBbI

Hapywenua co cTOpOHH

HMMYHHOH CHCTEMbL

Annepruyeckie peakLHH

SHAOKpPHHHBIE HADYLLEHUA

CHHIOpOM HealeKBaTHOH CEKpEUWH aHTHAHMYPETHYECKOro
ropmona (CHC AT

Hapywenua metabonusma u

fMHTaHuA

l"unoua’rpuemnﬂ , MOTEpA BECA, AHOPCKCHA, NMOBLILIEHHBIH

anneTuT

[Teuxuueckne HapyLIEHHA

CyMuuaanbible MBICTH MIM  CYHUMOANsHOE TOBEAeHHE?,
CMYTaHHOCTL CO3HAHMA, BeccoHHUUA, Ie30PHEHTALIUS, MAHHS,
BecrioKoicTBO, HEPBO3HOCTb, BO3DYxAEeHHEe (OUYEHb PEAKO
obocTpaloweecs Ao npuctynoe  Opepa),  AenHpHH,
arpeccuBHas PEaKLMA, TANIIOLUMHALMH, HOYHBIE KOLIMApEI,

CHIDKEHHE TMOHI0, CHHIPOM OTMEHBI

HapyweHus co cTOpOHSI

HEPBHOMH CHCTEMEBI

CepOTOHHHOBBI CHHAPOM, CYNOPOrH, 3710KaYeCTBEHHBbIH
HEHpPONENnTHYECKHI CHHAPOM, TOJOBOKDY)KEHHE, BEPTHIrO,

COHAHBOCTH’,

ronosHaa 0onb, GecrnokoHCTBO, CHHXEHHE
DOMTENBHOCTH, TPEMOpP, HapyLIEHHE 3PEHHA, HapyleHHe
NaMATH, MUOKJIOHHUYECKME CYAOPOrH, BhipaxeHHas adasus,

napecTe3na, AHCTOHHA, H3IMEHEHHE BKYCa

Hapywenus co croponst|Cepaeunas apuT™us® (Biuntoyas NOAMMOPhHYIO

cepaLa HEeNYAOYKOBYK TaxHKapAHio, yuauleHHoe cepauebuenne,
npexxaeBpeMeHHOe  MEeNYAOWKOBOE  COKpallleHHe,  JBa
nocIeAoBaTENbHBIX KOMIIEKCa npexaeBpeMEHHRIX
EeNYAO4KOBBIX COKPALIEHUH, KeNyJIouKoBas Taxukapaud),
Bpaankapauna, Taxukapaus, otknoneHus no KT (yanuuenne
untepeana QT)

Hapywenus co croponsl |OpTocTaTHYECKasd TMIOTEH3HS, apTepHanbHas TUMNEPTEH3UA,

cocynoB obmopox

HapyuieHus c¢o  cTopoHbl | 3an0:KeHHOCTb HOCA, OJBILIKA

AbIXatefbHo CHCTEMBI,
OpraHoB rpyaHOH KIETKH W

CpEACCTEHHA
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}Keny,uoq HO-KHUICYHEIC

TowHoTa, pBOTA, CYXOCTH BO PpTY, 3anophl, AHapes,

KOMWH H MOAKOKHBIX TKaHe

HapyuIeHUs aucnerncun, 6one B KMBOTE, TaCTPOIHTEPHT, MOBbILLEHHOE
CMIOHOOTAENEHHE, napanuTHyecKas KHIUEYHAs
HEMpoOXOJHUMOCTb

Hapywenna co cropoubl |Hapywmenus ¢yHkumu neveHn (Brumowas KenTyxy H

MEYEHH M IKETUCBBIBOAUINX | IOBPENAEHHE  KNETOK  MeveHu)’,  BHYTPHAEHEHOUHBIH

nyrei xonecras

Hapywenus co croponsl | KoxHas coins, 3y, runepruipos

Hapyweuns co cTopoHsl

MbILIEYHOH, CKeNeTHOH H

COEIHHUTENBHON TKaHH

Bonb B KOHEYHOCTHX, 60Jib B CNIHHE, MHANITHSA, apTpanrua

Hapywenns co cTOpoHB!
NoOYeK M MOYEBBIBOAALIMX

nyTei

PacctpoiicTBo MoueHcnyckaHHs

Hapywenus co cTOpOHB!
PENpPOAYKTUBHOH CHCTEMB! H

MOMOYHBIX KEIES

[Mpuanuam®

Obne HapyLlEHHA H

pEaKLIMH B MECTE BBCAECHHA

Cna6ocTb, OTeK, rpunnonofobHbIe CHMNTOMBI, YCTANOCTh,

Gonb B rpyad, NHXOpaaKa

JlabopaTopHsie H

HHCTPYMEHTANBHBIE AaHHBIC

MoebiLIeHHbIH YpoBeHb (pepMEHTOR NevYeHH

Ly MauHEHTOB € HMEKCLHHMHCA CHMNOTOMAaMH CACAYET KCHTPONHPCOBRATE COCTOAHHE BONHO-INEKTPOAHTHOIG

Ganauca.
2 CmoTpuTe pasaen 4.4.

* TpadonoH - AHTHIEMNPECCAHT, OBNANMOLLNKIT CeNaTIBHBIMH CBOACTBAMI. B HEKOTOpBIX cnyuyanx B Nepabic GHU
neyeHHA BOIHUKAET COHANBOCTD, KOTOPaR 0GBIYHO HCHEIAET MOIKE.

4 Vccnenosanua HAa KHMBOTHBIX MOKa3afid, WTO TPAIONOH MEHEE KApAHOTOKCHHEH, HeM TPHUMWKAWHECKHE
AHTHACHPECCAHTDL, A KAUHHYECKUE HCCAEN0BAHNA TIOKAILIBALIT, YTO ITOT MPENapaT ¢ MeHblieH BEPOATHOCTLIO
BLIZLIBAET HApPYWIEHNS PHTMA cepiua y uvenoBeka. COrnacHo pe3ynsTaTaM KIHHMMECKHMX MCCAEAOBaHMil y
RALHEHTOB C paHee UMEKIUMMHCA 3abonesannsmiy cepaua, TPalomoH MOeT obnamaTbh apNTMOrEHHEIM
NOTEHLHANIOM ¥ HEKOTOPEIX NAUHEHTOR B 3TOi NOMYAAUHH.

5 O nemenatenbHbix 2BMeKTax Ha GyHKUKIO NEYSHN, HHOMAA TRKENLIX, coodlanocs peaxo.

& Cmotpute pazaen 4.4,

Hetrn v noaApocTKH

JlaHHEIe OTCYTCTBYIOT, T2K KaK Mpernapar NPOTHBONOKA3aH JETAM H noapocTkam ao 18 ner.
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CooflieHye 0 N0J03DeBAEMbIX HEXENATENbHBIX PEAKLIMAX

BaxHo coofuaTe O MOAO3pPEBAaEMBIX HEXKENATEABHBIX PEAKUHAX MocAe PerucTpaLHH
npemapata ¢ Uenblo  obecreyeHWs  HENpPEepLIBHOTG  MOHWUTOPHHra  COOTHOLIEHHS
«TI0JIb3a — PUCK» NIEKapCTBEHHOFO Npemnapata. MeluunHCKUM paboTHHKAM PEKOMEHAYyeTCH
coobwatb 0 MOOLIX NOA03PEBAEMbIX HEWKENATENbHBIX PEaKLHAX NEKAPCTBEHHOrO npenapara
yepe3 HALLMOHANBHBIE CHCTEMbI COOBIEHUs 0 HexKeNaTellbHBIX PEAaKHHAX ToCy1apCTB — YEHOB
Espazuniickoro 53KOHOMHYECKOro CO03a.

Poccuiickas ®eaepauns

Agnpec: 109074, r. Mocksa, CnaBsHckas nnowaas, a. 4, cp. |

epepanshas cnyxba no Hagaopy B cepe 3apasooxparerns (PocaapasHansop)

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

DnextpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru/

Pecny6nuka Kazaxcran

Anpec: 010000, r. Hyp-CynTax, yn. A. UmaHoBa, 13

FPIT na [1BX «HaunonansHeIR HEHTP B3KCNEPTH3bI IEKAPCTBEHHEIX CPEACTB H MEAHLIMHCKHX
u3nenuitn Komurera meanunuckoro H apMalerTHYeCKOro KoHTpona MuHHcTepeTBa
3npaBooxpaHeHus Pecnybnuku Ka3zaxcran

Ten.: +7 (7172) 78-98-28

SnekTpoHHasa noyra: pdlc@dari.kz

Caiir: https://www.ndda.kz/

Pecniybnuka ApMeHus

Anpec: 0051, r. Epesan, np. Komuraca, 1.49/4

«HayuHblii UEHTP 3KCNepTH3b! SIEKAPCTB M MEAHLHHCKHX TEXHOJIOTHI MM, AKazemuka 3,
labpuenanan AO3T

Ten. (+374 10) 20-05-05, (+374 96) 22-05-05

OnexrponHas nouta: vigilance@pharm.am

Caiit: http://www._pharm.am/

Keipreizckas Pecnybnuka

HenapraMeHT IEKapCTBEHHBIX CPEACTB M MEAHUMHCKKX H3Aennil npy MuauctepcTse
3npaeooxpaterns Kbiproisckoii Pecnybnnky
Anpec: 720044, r. buwkek, yn. 3-a nuHung, .25

Ten.: 0800 800-26-26
12



OnextpoxHan noyrta: dlomt@pharm. kg

Caiir: http://www.pharm.kg/

4.9. [lepeno3nporka

Cumnrombt

CoHNMBOCTE, FONOBOKpPYAEHHE, TOWHOTA, proTa. B Gonee TAXENLIX cly4asx cooOWanock o
BO3HMKHOBEHHH KOMbI, TAXHKAPIAHH, THNOTEH3HH, FTHNOHATPHEMHH, CYJOpOraX W OCTAHOBKE
AbIXaHHA. B OTHOLIEHUH CEpAEHHON AEATENEHOCTH 3TO MOTYT ObITh OpaanKapaus, yATUHEHHE
uHtepBana QT u nonumopdHas xenynouKoBas TaxHKapau.

CHMNITOMBI MOTYT NPOABNATLCA B Te€YeHHWE 24 4acOB WM TMO3[AHEE NOCAE MEPEAOIHPOBKH.
[Mepeno3npopka TPaz0A0HOM B COUETAHMH C JPYrHMM aHTHAEMNPECCAHTAMH MOMKET BbI3LIBATh
CepOTOHHHOBBLIH CHHAPOM.

Jleuenve

Cneumuyeckoro anTHAOTa TPA30A0Ha HE CYLLECTBYET. AKTHBUPOBAHHBIH Yroiib MOXKeT ObiTh
HCOONL30BAaH B3POC]bIMH, NpHHABIIMMH Oonee | r Tpa3’oZoHa WAM OETbMH, NMpPUHABLIHMMH
fonee 150 mr TpazosoHa B rteuedde | uaca noche nosBNcHUA cuMmnTOMOB. B KkauecTse
aNbTepHaTUBHOW Tepandu B3POCHALIM MOKET ObITb MNPOBEJEHO NPOMBIBAHHE IKENyAKa B
TeueHue | yaca nocie npueMa NOTEHUHANBHO YIPOXAIOLIEH KH3HH N03bL.

Heobxoaumo nHabniogeHue kKak MHHUMYM B TeucHHe 12 yacos mocne npveMa npenapara, a
TaK)kKe KOHTPONb YPOBHA apTepHansHOro AaBNeHHS W Mynbca no wkaie koMsl I'nasro. Ecan
MoKazare/y WKaAel KOMBbL [ 1a3ro cHUMKeHbl, KOHTPOIHPYIOT HACHILEHHE KPOBH KHCJIOPOAOM.
KouTpone cepneyHoit ¢pyHKUMH HEOOXOOHM y MALMEHTOB € HAMYHMEM COOTBETCTBYIOLIHX
CHMITTOMOB,

EanHnunble KOpPOTKHE cyaopord He TpedytoT Tepanuu. Yactble MK ANWTENBHbIE CyAOpOry
KOPPEKTHpYIOT BBeAeHHeM auazenama BHyTpuBendHo (0,1-0,3 mr/kr seca Tena) wiu
nopazenama (4 Mr/kr y s3pocnsix unu 0,05 Mr/kr Beca Tena y nereif).

Ecnu faHHBIE MEpbl HE HO3BOJIAKOT KOHTPOJNHPOBATH CYAOPOrH, MOKET ObITh PEKOMEH10BAHO
BHYTpHBeHHOE BBeleHue dienutonHa. 1 Koppekuvu KucnotHo-wenoyHoro GanaHca H
HapylueHns MeTabonnama Heo6X0AMMO HCNONB30BATE KMCAOPOA HHIaALHOHHO.,

B cnywae runoTeH3uM M 4pe3MEPHOro cejariBHoro sfiexra gomkHa GbiTe npoBeaeHa
CHUMMNTOMAaTHYECKAs W Noaiep:kueaiollas Tepanua. [IpH coxpaHeHHH TAKENOH FHNOTEH3UM

CNEeJlYEeT paccMOTPETh NPHMEHEHHE AOTaMUHa WK AobyTamuHa.
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5. PAPMAKOJIOTHYECKHE CBOHCTBA
5.1. @apmakogHHAMHYECKHE CBOiiCcTBA

dapmMakoTepaneBTHueckan rpynna: [lcHxoaHaneNTHKH. AHTHAENPECCAHTSI.

Koa ATX: NO6AX05

Mexanuam aeiicTeus v dapmakonntHamuyeckue 3ddektnl

TpazoaoH aBnAeTCA MPOW3BOAHBIM TPHA3OJNOMHPHAHHA, 3((EeKTUBHBLIM AN  JEHEHHHA
JEeTNpeccHBHBIX PaccTpOMCTB, BKAIOYAs ACNPECCHIO, ACCOUMHPOBAHHYIO C TPEBOroit
paccTpoHCTBAMM CHA, W XapaKTEPHU3YIOLUMHCA KOPOTKMM JaTEHTHHIM MepHoAoM (OKolo
HeJeJH).

Tpazoaox aenderca HHrnOWTOpoMm oOpaTHOTO 3aXBaTa CEPOTOHHHA W aHTaroHuctom 5-HT:
pELENTOpOB, AKTHBaUMs KOTOPBIX riaBHbIM 0Opa3om cBizaHa c OeccoHHHUeH, TpeBoroii,
NICHXOMOTOPHBIM BO30YHASHHEM H H3MEHEHHAMH NONOBO#H (hYHKLHH.

B oTanuue OT ApYrMX ACHXOTPOMHLIX NpenapaTos, TPaz0f0H HE MPOTHBOMNOKalaH TpH
raaykome, 3abonesaHMax MO4EBLIBOAAMX NYyTe#l, HE OKa3biBaeT SKCTpanupaMHUIHBIX
3(peKTOB, HE TMOTEHUMPYET aApPEHEPrHvecKylo nepegady; Onarogaps OTCYTCTBHIO
aHTUXONWHEPruyeckoil AaKTHBHOCTH  TPasoJAOH He  HMeeT TURHYHBIX  dddekTos

TPUUHKNTHYECKHX AHTHACNPECCAHTOB HA CEPACHHYIHO ACATE/IBHOCTD.

5.2. dapMakoKHHETHYECKHE CBOicTBA

Abcopbuua

[locne nepopaneHoro mnpuema pazosoil no3bl 150 Mr TpasofoHa ¢ HpONOHPHPOBaHHLIM
BeicBoOOKAEHHEM Crmax okono 1,2 MKr/Ma gocTuraercs 4epe3 tmax paBHoe 4 yacam nocie
npuema, AUC cocrasnser okono |8 Mxr/aii/y.

Hccnenosative B3aUMOACHCTBHA ¢ NHUIUeil HE BLIABMAO 3HAYWTEABHLIX H3MEHEHHH B Cmux U
AUC npu npuMeHEHWH NexapcTBEHHOro npenapata TpuTThko, Tabrerku ¢
MpOJOHTMPOBaHHBIM BeICBOGOAeHHeM |50 Mr, 10 AN MOcAe NPHEMa MHLLH.
BuotpaHcdopmanus

MccnepoBaHua in vitro Ha MMKpPOCOMAax MNeYeHH YeNOBEKa MOKa3and, WTO TPa3o/oH, B
OCHOBHOM, MeTaGonnaupyerca uvtoxpomom P4503A4 (CYP3A4).

DAUMHHALIHA

[Neprioa nonyBbIBeAeHHA COCTABNIAET oKono |2 vacos.
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5.3. Nanuble JOKAIHIYecKol GezonacHocTH

B npoxnuHuueckux wuccnepoaHuax Habmopganuce 3¢exTsl NHWE NpH  BO3ASHCTBHH
NEKapCTBEHHOTO MNpenapara B J103aX, CYIUECTBEHHO MPEBOCXOAALUMX MaKCHMANbHLIE, YTO
ABNAETCH KNIHHUYECKH HE3HAYHMBIM

HccnefoBanust TepaTOreHHOCTH Y KPbIC BLIABHAM YCHNEHHE 3MOpHONETanbHOCTH MpH
MCTIONL30BAHHH  Mperapata TONbKO B 033X, TOKCHYHBIX [NS OpraHM3Ma MatepH
(300-450 Mr/kr/cyTkn). DMOpuoneTanbHele 3ddexTsl M pefkHe ciydad BPOKAEHHBIX
anomanuii HaGmopanuch y KpOJIMKOB MpPU MCMNONL30BAHMM Mpenapara TOALKO B 103aX,
TOKCHYHBIX AnA opraHu3ma matepi (150-450 mr/kr/cyTiu). OTCyTCTBHE HEMOCPEACTBEHHOND
BITHSHHA HA 3MOPHOH AOATBEPXKAAETCA MCCIENOBAHUAMM NMPOHHKHOBEHWA TPa3oJOHA Yepes
nnaueHtapuelii Gapbep y KpbIC: TOABKO HE3HAUHTENbHbIE KOHUEHTPAaUHH TPa3oloHa

06Hapy}imsa.nm:b B TKaHAX BMGPHOHOB H B OKOJIOMAQAHEIX BOJAX.

6. DAPMALIEBTHYECKHE CBOMCTBA
6.1. Ilepetiens BCMOMOTaTENLHEBIX BEIECTB
Caxapo3sa (npeccoBaHHBIH caxap)

Bock kapHaybckuid

Mosuaon K25 (nonBHHUANHPPOIHIOH)

Maruus creapat

6.2. HecoBMecTHMOCTD

He npumeHumo.

6.3. Cpox roguocTH (Cpok XpaHeHNs)

3 rona.

6.4. OcoGble MepbI NPeAOCTOPOKHOCTH NPH XPAHEHHH

XpaHute npu Temnepatype He Boiie 25 °C.

6.5. Xapakrep i coaep:xaHie NePBHYHO{ YNAKOBKH
[To 10 tabnetok B Gnuctep u3 IBX/ anomuuuesoit ¢ponbru.
Mo 2 unu no 6 GnucTepoB BMeCTe € JUCTKOM-BKIA/IBILIEM B KAPTOHHYIO [AyKy.

He Bce pasMepsl YTaKOBOK MOTYT ObITb AOCTYNHEL 4718 peaiH3alliH.
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6.6, OcobGble Mepbl NPpPeAOCTOPOAHOCTH NPH  YHHUMTOKEHHH HCIOJIB3IOBAHHOTO
JEeKApPCTBEHHOrO Npenapara  HJIH  OTXO0A0B, MNOJYHeHHLIX MNocAe MNPHMEHEHHHA
JIEKApCTBEHHOr0 NPenapaTa i Apyrie MaHHNYJISIHH ¢ NpenapaToM

Oco6ste TpeDORAHHA OTCYTCTRYIOT.

7. IEPXKATEJIb PETUCTPAITHOHHOT O YAOCTOBEPEHMUS

HUranusa

Asuenze Kumuke Puynure Anaenunn @panuecko AK.P.A.Q. C.nA.

Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A., Viale Amelia 70, 00181,
Rome, Italy

Ten.: 0039 06780531

dakc: 0039 0678053291

e-mail: patrizia.ciavatta@angelinipharma.com

7.1. IlpencTaBuTens AepkaTelisl perHCTPaIHOHHOTO YA0CTOBEPEHHs
[Tpetensuy norpebureneii HaNpaBnATL 0O anpecy:
Poccutiickan Dedepayun

000 «Angxennnu Dapma Pycr

123001, r. Mocxsa, nep. Tpexnpyaustii, 1.9, ctp.2
Ten.: + 7 (495) 933 3950

®Daxc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

Pecnyonuxa Kazaxcman

TOO «Registrariusy

050036, r. Anmarsl, Mmxp. Mameip-1, a. 29, k. 159
Tesn.:+7-727-313-12-07; +7 717 272 72 31

e-mail: pv.kz@biomapas.eu

Koipeviackan Pecnybauka

Biomapas JSC

720001, Buwkek, yn. Manaca 47, ks. 84

Ten.: +996 557 907083

e-mail: pv.kg@biomapas.com
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Pecnybauxa Apyenun

Biomapas JSC

0012, r. Epesan, yn. Cynaykana 15/1, ks. 19

Ten.: +374 91 264695

e-mail: pv.am@biomapas.com

8. HOMEP PETHCTPAIIHOHHOI'O YAOCTOBEPEHHA

9. JATA NEPBUYHOH PETHCTPALIVIH (IIOATBEPXKAEHHS PETUCTPALIUH,
INEPEPETHCTPAILIHMH)

Hata nepeo#i perucTpauuu:

10. JATA IIEPECMOTPA TEKCTA
O0ulas  XapakTepucTMKa  JleKapCTBEHHOFO  rpenapata TpHTTHKO  AOCTYNHa  Ha
1HdopMauoHHoM noprane Eppazuiickoro 3KOHOMHYECKOro €033 B WH(OPMALMOHHO-

KOMMYHHKaunoHHoi ceth «Mutepre: http://eec.eacunion.org.

M3 P
IKCIEPTHBI OTYET
AERCTBHTENEH 1JIA RAHHOH

. BEPCHH JOKYMEHTA
0000000004
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