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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEIIAPATA
(uadopmanus /s CIEHATHCTOB)
1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
TPAMAJIOJI, Tabnetku 50 mr.
MexayHapoHOe HeIATeHTOBAHHOE HAHMEHOBAHHE
Tramadol.
2. KAYECTBEHHBII 11 KOJIWYECTBEHHBII COCTAB

OnHa TableTKa CONEPKUT Jieticmeyiouee 6eujecmeo: TpamMmanoia ruapoxaopux — 50 mr.
BcromMorarebHble BENIECTBA, HAIMYHE KOTOPBHIX HAO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
Ipenapara: JJaKTo3bl MOHOTHIPAT (cM. pasjen 4.4).

IMonHbIHA CIMCOK BCIIOMOraTeNbHBIX BEMIECTB CM. B paszaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.
Tabnerku OGenoro, mouru Oenoro uWix OeOro ¢ JKEJITOBAaTHIM OTTEHKOM IIBETA,
IUTOCKOIMINHApHYECKHE, ¢ packoit. Ha noBepxHOCTH TabneToOK NOIYCKAaeTCss MPAaMOPHOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloka3zaHus K IPHMEHEHHIO

BoneBoit cHHAPOM YMEPEHHOH U CHIIBHOH HHTEHCHBHOCTH.

4.2 PexuM N03UPOBAHUS H CMIOCO0 MPUMEHEHHUS

[lepen HayamoM JieUeHWS OIMUOUJAMM CJelyeT OOCYIUTh C NAIMEHTaMH CTPATCTHIO
NPEKpAICHUS JICYCHHUS TpaMajojioM, 4YTOObBl MMHHMMH3MPOBATh DPHCK 3aBHCHMOCTH H
CHUHpOMa OTMEHBI HAPKOTUKOB (cM. pazzein 4.4).

Pexum no3upoBanus

Jlo3y mpemapara cieayeT KOPPEKTHPOBATh B 3aBHCHMOCTH OT HHTEHCHBHOCTH 00JI€BOTO
CHHAPOMa M WHIUBUAYaJbHON YyBCTBUTENBPHOCTH mMammeHTa. [[ns obe3bonuBaHus cremyer
BBIOMpaTh MUHHUMaNbHYIO 3¢ deKkTuBHYIO TepaneBTHUYECKyl0 03y. He ciepayer mpeBhInaTh
MakCUMaJbHYIO CyTouHyio mo03y 400 wmr (8 Tabnerok), 3a HCKIIOYEHHEM O0COOBIX
obcTosATenbeTB (Hampumep, 60JIb IPU OIMyXOJIH, CHIIbHAs 60JIb 110CTIE ONIEPALH).

B3spocnvie u 0emu cmapwe 14 nem

OGpryHast 103a A7 OJHOKPATHOrO IepopaibHOro mpuema cocrapiuser 50 mr (1 tabnerka),
P HEOOXOAMMOCTH IIPUEM IIOBTOPSIOT Kaxkible 4-6 yacoB. [IpoaoKUTENBHOCTE JI€YEHHS
JOJKHA COOTBETCTBOBATH KIIMHUYECKOH HEOOXOIUMOCTH.

Ecmu obiieruenns 6onu He Hacrynaer B TedeHue 30-60 MUHYT, MOXKHO IIOBTOPHUTBH IIPHEM B
TOM XK€ J03€.

Ipu cunsHOM Gou MoxeT nmoTpeboBaThes HavaabHas no3a 100 mr (2 tabneTkwn).

B 3aBucuMoOcTH OT Xapakrepa M HMHTCHCUBHOCTH O0O0JH, IPONOKUTENRHOCTh ICHCTBHA
npernapara cocTaBisieT 4-8 4acos.

Ocobvle epynnbl nayuenmos

Toorcunvie nayuenmul

OGBIMHO HET HEOOXOJMMOCTH KOPPEKTHpOBaTh 03y Y IaUMEHTOB X0 75 yer 6e3
KJIMHUYECKHX MPOSABIICHUH MEYEHOYHON/TIOYEUHOM HETOCTATOUHOCTH. Y MAlMEHTOB CTapiie
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75 neTr >MMMMHALMSA TPaMaaosia MOXET YIITHHITHCA. [ToaTOMY, B Cliydae HEOOXOJHUMOCTH,
MHTEpBaJ MEXIy IPHEMaMHy JIEKapCTBEHHOTO TIpernapaTa CIeayeT YBEIUIUTh B COOTBCTCTBIH
¢ HOTPeOHOCTEIO B 00€300/IMBAHNH TTAIUECHTA.

Iayuenmyl ¢ Hapyuienuem QyHKYUU noex/nevenu

V NalMeHTOB ¢ IOYEYHOM/IIEYEHOYHOH HENOCTaTOYHOCTHIO BBIBEACHHE JICKAPCTBEHHOTO
npenapara 3ameuieHHO. [103TOMy yBenMUYeHHE HHTEpBala MEXIy HpAeMaMi IIperapara
HEOGXOMMMO TIIATEIBHO KOHTPOJMPOBATH B  COOTBETCTBHH C  MOTPEOHOCTHIO B
06e360TMBaHIY NTAIIUEHTA.

V ManueHToB ¢ KIMPEHCOM KpeaTHHUHA <30 MJI/MHH WHTEpBall MEXAy IPHEMaMH IIpenapara
JI0JDKEH OBITH yBear4eH 10 12 yacoB. Tpamanois He peKOMEHIyeTCs NPUHUMATH NAIUCHTaM C
TSHKEJION IIOYEYHOM HeOCTATOYHOCTHIO (KIMPEeHe KpeaTHHIHA <10 MII/MUH).

ITockoMBKY OYeHb Majiasi YacTh Tpamajoja yAalIseTcs MOCPEACTBOM IeMOAHau3a, 00OBIYHO
He TpeOyeTcs mprueMa TOTOJIHUTEIBHOM H036I TpaMajio1a ocie NpoLeypbl FeMOHalIn3a.
Jlemu

Tpamaon He CleyeT MPUMEHATh y AeTel Miaame 14 ner.

ITpomoKUTENILHOCTD JICYEHHS

[IpoJOIKATENBHOCT Kypca JICUCHHs ONPENEIAETCs HHIUBHAYAIPHO, HO HE CICIYCT
Ha3HayaThb ITPENaparT CBHIILIE CPOKA, ONPABJIAHHOTO C TEPAIEBTUIECKON TOUKH 3PEHHA.

[Ipy JIMTENPHOM NPUMEHEHWM TpaMajoyia, OOYCJIOBJICHHOM HHTCHCHBHOCTBIO HIIH
3THOJIOTHEH GOIEBOr0 CHHAPOMA, HEOOXOMMM NEPHOAMYESCKUH KOHTPONDb (€C/IH HEOOXOMMO
C IepephiBaMH B PUMEHEHHH TIpeNapara) i OLpPEACNeHHs HEoOXOAMMOCTH AalbHEHIIeH
TepaIUK ¥ ONTUMH3AIMHU PEXXUMA JO3HPOBAHHS.

Eciu manueHT GoJblle HE HYXIAeTCs B TEpallMM TPaMagoloM, TO IenecoobpasHo
IIOCTENEHHO YMEHBIIATD JI03Y € LIEJBIO TIPEJJOTBPAILEHUS Pa3BUTHS CHHAPOMA OTMEHBIY.
Crnoco6 npuMeHeHus

Buytps. Tabnetku cieyeT IpUHAMATh HE Pa3KeBbIBas, 3alIMBask JOCTATOYHBIM KOJTHYECTBOM
BOJIbI MJIM TIPEIBAPUTEIILHO PACTBOPUB B CTaKaHE ¢ BOJOM, HE3aBHCHMO OT IpHEMA NHIIH.

4.3 [IpoTnBONOKA3aAHHSA

® THIIEpPUYBCTBHTENHLHOCTH K  JCHCTBYIOU[EMy  BEIECTBY  MIH K Jrobomy
M3 BCIIOMOTaTe IbHBIX BEMIECTB NperaparTa, epedrcIeHHBIX B paszene 6.1;

e OCTpas MHTOKCHKAIAS ATKOTOJeM, CHOTBODHBIMH, aHAIBIE€THYECKUMHU, ONMMOUTHBIMU HITH
IICHXOTPOIHBIMH TIpenapaTaMy;

e OJHOBPEMEHHOE NpuMeHeHHe HHrHOuTOpoB MAO M B TeyeHHe 2 HEZenb IOCIE HX

oTMeHBI (cM. pazzen 4.5);

SMUJIENICHS, HE MOJIAIOIIAsCS a/IECKBATHOMY MEAMKaMEHTO3HOMY JICYCHUIO;

B KayeCTBe Iperapara s Je4eHHs CHHAPOMA «OTMEHBI» HApKOTHKOB;

TSKEJIOE HapylieHre (QYHKIUH OYEK;

TSDKENas IeYCHOYHas He0CTaTOYHOCTb;

GepeMeHHOCTD U IIEPHOJ JIAKTALlHY;

JETCKUI BO3pacT 1o 14 ner.

4.4 OcoOblie yKkazaHUs M MepbI NIPeJ0CTOPOXKHOCTH NIPH NPHMEHEHHH

C OCTOPOXHOCTBIO HA3HAYAIOT INpernapaT y HAIUEHTOB ¢ OINMOMIHOM 3aBHCHMOCTBIO, IPH
YepEIHO-MO3rOBON TpaBMe, IOKE, C HApyLICHUEM CO3HAHUS HEU3BECTHOTO IMPOMCXOKICHNS,
HapylIEHWeM  JbIXanus Wid  (QyHKUMM  JBIXaTEIBHOTO  IIEHTPA,  IMOBBIICHHEM
BHYTPHUUYEPEITHOTO JABJICHUS IIPH YEPENHO-MO3rOBBIX TPaBMax.
C 0c060# 0CTOPOKHOCTHIO TPAMa 101 IPHMEHSIOT Y NAIIUCHTOB, YyBCTBUTENILHBIX K OlHATaM.
V NanueHTOB ¢ YTHETEHHEM [BIXaHUS WM IPH OJHOBPEMEHHOM NPUMEHEHMH IIPENapaTos,
yrueratomux [[THC (cM. pasgen 4.5), WM 1pH OPeBHIICHUH MaKCHMAIBHO PEKOMEHAYEMOM
cyTouHOW 1036l (cM. paszmen 4.9) mpemapaT HasHAYalOT C OCTOPOXHOCTBIO, MOCKOJBKY
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BO3MOJXHO BO3HUKHOBEHUE YTHETCHHUS JIbIXaHUS.

OTMEYaIHCh CIydaH CyJOpOr Y IHallMeHTOB, HMOJyYaBIIMX TPaManojil B PeKOMCHIOBAHHBIX
mo3aX. PHCK pa3sBHTHS CyZOpOT MOXKET YBEIMYHMBATBCS TIpH NPHMCHCHHHM  JIO3BL,
IpEeBHIAMIIEH PEKOMEHIOBAHHYIO MaKCUMAJbHYIO CYTOYHYIO A03Y (400 wmr). ITpumecHeHue
TpaMajioia MOXeT IOBHIIIATE PHUCK Pa3sBATHA CyJOpOr Yy IAUMEHTOB, NPHHAMAIOUINX
TIpenapaThl, CHIKAIONIME CYIOPOXHBIH nopor (cM. pasaen 4.5). Y MallkeHTOB ¢ SMUJICTICHEH
AT CKJIOHHBIX K 3MHJIENITHYECKUM MTPUITAKaM Tpama(oJl IPUMEHSIOT TONBKO 0 XU3HEHHBIM
[IOKa3aHMSM.

OnHOBpeMEHHOE IIPUMEHEHHE TPaMaJiojia H CENATUBHBIX JICKApCTBEHHBIX IPETIapaToB, TaKHX
Kak OEH30/1Ha3e€NUHbl WM POJICTBEHHBIC BEIECTBA, MOXET IPHUBECTH K CCIAaTHBHOMY
3¢ PeKTy, yTHETCHUIO BIXaHHs, KOME H CMEPTH. B CBSI3U € 3TUM CIIEAYET ¢ OCTOPOKHOCTBIO
OJIHOBPEMEHHO Ha3HAYaTh CEAATHBHBIC JIEKAPCTBEHHBIC NPENapaThl NAllHCHTaM, UL KOTOPbIX
aIbTEPHATHBHbBIE BaPHAHTHI JCUYCHHS HEBO3MOXHBL EC/H MPHHITO pemICHHE O Ha3HAYCHHUH
TpaMagoia OJHOBPEMEHHO C CEJNAaTHBHBIMH JICKaPCTBCHHBIMM IIpElIapaTamMu, CieayeT
UCIONB30BaTh CaMyl0 HH3KYIO 3((EeKTHBHYIO 103y Tpamajaoyia, a MHpOJODKHTEIBHOCTD
COIYTCTBYIOIIETO JICUCHHS JODKHA OBITh KaK MOXKHO KOpOYe.

HeobxoauMo TIaTeNbHOE HAOMIOACHHE C LENbIO BBUIBJICHMS IPU3HAKOB U CHMIITOMOB
yrHeTeHHus [bIXaHus Hu cemauud. HeobGxoaumo MHPOPMUpPOBATH IMALMEHTOB M JIHII,
OCYIIECTBJIAIONIMX YXOJ 3a HUMH, O BO3MOXXHOCTH BO3HHKHOBEHMS TaKHX CHMIITOMOB
(cM. pazzgen 4.5).

Hapywenus ovixanus 6o cne

Onuouibl MOTYT BBI3BIBATH HApYIICHUS ABIXAHHS BO CHE, BKIIIOYas LIEHTPAIBHOE alHO3 CHA
(LIAC) u rumoxcemuio Bo cHe. [Ipy mprMEHEHHH OIMMOHMIOB HAOIOAAETCs JO303aBUCHMOC
yBennuenne pucka pasButus L[AC. Heob6xommmo pacCMOTPETh BO3MOXHOCTB CHYDKCHHS
o6mieit 10361 onmou o8B y manuenTos ¢ [JAC.

Haonoueunuxosas He00Ccmamo4nocmy

OnmouaHble AaHAABTETMKHM MHOIA MOIYT BBI3BIBaTh OOPAaTHMYK HaAIIOYEYHHKOBYIO
HEJJOCTATOYHOCTh, KOTOpas TpebyeT HaOMIONeHHUs M 3aMECTUTEIBHOM TNIIOKOKOPTHKOUTHOH
Tepanuu. CUMIITOMBI OCTPO¥M HIIM XPOHUYECKOH HAAIOYCYHUKOBON HENOCTATOYHOCTH MOTYT
" BKJIFOYATh, HAIlPUMEP, CHIIBHYIO 00JIb B JKMBOTE, TOIIHOTY M PBOTY, HH3KOE€ apTEpHalbHOC
JlaBJICHUE, KPAHIOK CTENIEHb YCTAIOCTH, CHI)KEHHE alllETHTa ¥ MOTEPIO Beca.
Cepomonunosbiii CUHOpOM

Beun  monydeHsl COOOWICHHS O Pa3BUTHH ITOTCHIHAIBHO  YIPOJXKAOMIEro KU3HH
CEPOTOHHHOBOTO CHHAPOMA IIPH IPUMEHEHUH TPaMazoJia Wik IPH OJJTHOBPEMEHHOM IIPHEME €
JPYTHMH CEPOTOHHHEPTMYECKHMH JIEKAPCTBEHHBIMH IpernapataMu (cM. paszensl 4.5, 4.8,
4.9).

Eciu B COOTBETCTBHM C KJIMHHYCCKHUMH TTOKa3aHUSAMHU Ha3HAYEHO COMYTCTBYIOIUICE JICUCHUE
JIPYTHMH CEPOTOHHHEPTHYECKMMHU JIEKapCTBEHHBIMH IIperiapaTaMi, HE0OX0UMO TIATENIBHO
HabII01aTh 3a MAllHEHTOM, OCOOEHHO BO BpeMs Hayalla TEPAldy U IPU MOBBIIICHHH A03BL
CuUMITOMBI CEPOTOHHHOBOIO CHHApPOMa MOIYT BKJIIOYaTh: HM3MEHEHHE ICUXHYECKOIO
cTaTyca, pacCTPOMCTBAa BETeTaTMBHOM HEPBHOH CHCTEMBI, HEPBHO-MBIIICYHBIC HApYIICHHS
U/ATH KeITyJOYHO-KUIICYHbIE CHMIITOMBI.

[Ipu noAO3peHHH Ha pa3BUTHE CEPOTOHHHOBOIO CHHIPOMA, B 3aBUCHUMOCTH OT CTEIICHH
TSKECTH CHUMIITOMOB, CJIEIYET PacCMOTPETh BO3MOXKHOCTH CHMDKEHHS JI03bI IIpernapara MM
npekpamiende npuMeHeHus. OTMeHa CEpPOTOHMHEPTMYECKMX JIEKApCTBEHHBIX MpENapaTos
OOBIYHO IIPUBOIMT K OBICTPOMY YJIY4LIEHHIO.

Tonepamnocme, nCUXUYecKas u PuU3U4ECcKas 3a6UCUMOCTb

V Bcex NAIMeHTOB JUIMTENbHOE IPMMEHEHHE IpemnapaTa TpaMaaonl MOXET NPUBECTH K
Pa3BUTHIO JICKAPCTBEHHOM 3aBHCHMOCTH (NIPUBBIKAHHIO) HaXe B TEPaneBTHYECKUX J03aX.
Prick pa3sBHTHs 3aBHCHMOCTH YBEJIHYHMBACTCS y MAIMCHTOB, CKJIOHHBIX K 3710y1noTpeOIEHHIO

JIeKapCTBEHHBIMU BEIIECTBAaMHU (BKIIIOYasi 370YNOTpeOIeH e alIKOroJeM), MM Y TAlUEHTOB ¢
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paccTpOMCTBOM ~ JMYHOCTH. 3a TaKAMH  [AIUCHTAMH pexomenayeTcs  00eCIeIHTh
JIOTIOJTHATEIIFHOE MEUIHCKOE HaOIOICHUE ¥ YXOJI.

HeobxomuMo coOpaTh HCYEPNBIBAIOIIAN aHAMHE3 MallMeHTa C OLIEHKOH COIIyTCTBYIOWIETO
MPAMEHEHHs NIperaparToB, BKJIOYAs NPEnapaTsl, OTIYCKACMBIC Oe3 peuenrta, a TaKKe C
HAJTWYHEM IICUXMIECKOTO PacCTPOMCTBA.

TIpn QIMTENBHOM NPHUMEHEHHH Y NALMEHTOB MOXKCT MOABHTHCA NOTPEeOHOCTh B YBEIUYCHUH
J03B1 Hpenapara, YToObl MOJYYHUTh TOT XKE yPOBEHB KOHTPOJIA 60JIEBOr0 CHHAPOMA, YTO U
mepBOHAyYanbHO. Y TAlMEHTOB TAKXKE MOXET BOHHKHYTH NoTpeGHOCTh B NPUMECHECHHH
JOTIOHATEBHBIX COMYTCTBYIOLIMX aHANBIETUKOB. OTH MPU3HAKH MOTYT CBHJIETEILCTBOBATD
0 Pa3BHTHH TOMEPaHTHOCTH. JIalHenTy ceyeT OOBACHUT PUCKH PAa3BATHA TOJICPAHTHOCTH.
UpesMepHOE WM HENPaBHIBHOE IIPUMEHEHHE Nperapara MOXCT IMPUBECTH K TIepEI03UPOBKE
W/ cMepTH. BaxHo, 9To0b! MallMeHTH! IPHHUMANH NperapaT B TOMHO PEKOMEHIOBaHHOM
03¢ ¥ HEKOMY He IepeaBalIy Ipenapar JUIs BO3MOXKHOTO IPUMEHCHHA. TTanueHTh! JOJDKHBI
HAXOMMTHCA TOJ TIIATENHHBIM HAOMIOJEHHEM Ha TNPEAMET MNPH3HAKOB HCMPABHJILHOTO
IIPUMEHEHHUs TIpenapara, 37I0YNOTPeOICH s HIK 3aBUCHMOCTH. Bpay J0JDKEH peryispHO
IIepeCMaTpPUBATh IPUMEHEHHE aHATBIETHKOB C TOUKA 3pCHUA KJIMHAYECKOH HEOOXOIUMOCTH.
Cunopom ommeHbl

[lepen HavanOM JeUEHHS JIFOOBIMU OIHOMAAMH CIICIyeT 0OCYIUTh C MIAlHEHTAaMH CTPATETHIO
OTMEHBI MJIH IPEKPAIIeHUs IPUMEHEHHS TPaMaoa.

CHHAPOM OTMEHBI MOXET BO3HHKHYTb IIPH PE3KOM MPEKPAIICHUHM TCPAIlAN MIIH CHIDKEHUH
10361, Ecnu manmeHTy Gonblie He TpeOyeTcs Tepanus, peKOMEH/yEeTCs IOCTENICHHO CHIDKATR
103y, 4TOOBl MHHHMMH3HPOBATh CUMIITOMBI OTMEHBI CHIDKEHHE [03BI MOXET 3aHATh OT
HECKOJIBKUX HEIEb 10 HECKOJIBKHX MECSLEB.

CHHIPOM OTMEHBI ONHOMIHBIX MpPENapaToB XapakTepU3yeTCs CICHyROUMMU [pU3HAKaMH:
BO30Y)KIEHHOE COCTOSHHE, CIIE30TEUEeHHe, PHHOpEd, 3€BOTa, MHOTOOTICICHHC, 03H00,
MUAITAs, MUApHA3 M cepauebueHne. MoryT pasBUTBCS M JAPYTME CHMITOMBI, BRIIIOHAA
pa3PaXUTENBHOCTh, BO30YXKJEHHE, OECOKOHCTBO, THICPKHHE3, TPEMOP, cnabocTs,
GeccOHHHMIA, AHOPEKCHsS, CMa3Mbl B OKMBOTE, TOIUHOTA, pBOTA, AMapes, NOBLINCHHC
apTepHANTLHOTO NABJICHHS, YYalleHWe YacTOThl JIBIXAHHA MM HAcTOTEI CepACUHBIX
COKpaIlEHU .

Tpamanon HENPUMEHHM B KaueCTBE CPEICTBA 3aMeCTHTEIbHONM Tepanuy Ul MalUeHTOB C
3aBHCHMOCTBIO OT ONMOMIOB. HecMOTpA Ha TO, 4YTO Tpamajoil SABJISETCS aroHHCTOM
OTHOUIHBIX PELENTOPOB, OH HE MOXET IIOJABIATh CHMIITOMBI «OTMEHBD Mop¢duHa.

[lpy npHMEHEHHM TIIpernapara B IEPHOA GEepeMEHHOCTH CYIIECTBYET DHCK PasBUTHA
HEOHATATLHOIO aGCTHHERTHOTO CHHPOMA y HOBOPOXKACHHBIX (CM. paszen 4.6).
TI'unepanzesus

['unepanresys MOXeT OBITh JUATHOCTHPOBAHA Y MAlMEHTA MPH yCHIICHHH 601 B pe3yJIbTaTe
JUIMTETBHON TEepanMd ONMMOMAAMH, YTO MOXCT OTJIMYarhes OT OoJIH, CBS3aHHOH C
pOrpecCHpoBaHMeM  3a00JNEBaHMsA, WIM  BO3HHKAIOMIEH B pesyibrare pa3BUTHS
TONEPAaHTHOCTH K onuouaaM. bons, cBi3aHHad C THIIepaNTe3uel, UMEeT TeHIEHIMIO OBITh
6onee muddy3HOl, YeM paHee CymecTBOBaBLAasA GOk, U MEHEE BHIPAXCHA IO KAUECTBY. [pu
CHIDKEHHH JI03BI OITMOUIOB CUMIITOMEBI THIIEPAIre3Ud MOTYT HCYCIHYTh.

Memabonusm CYP2D6

Tpamanon MeTaboMM3HUPYETCs B NEYCHH C yIACTHCM depmenta CYP2D6. V nmanueHToB ¢
HeI0CTAaTOYHON aKTUBHOCTHIO (MAIMEHTHI ¢ «MEJICHHBIM) MeTab0IM3MOM) HIIH OTCYTCTBHEM
3Tor0 (epMeHTa MOIy4YeHHE aJCKBATHOIO obe36omuBaroniero 3@pdexra HEBO3MOKHO.
CornacHo OLEHKaM, HpUMepHO y 7% mpencraBUTeNcH €BPONCOUTHOM packl MOXET
HAGIONATHCS HEAOCTATOYHOCTL AKTMBHOCTH 3TOro depmeHTa. B TO Xe BpeMs y MAIUEHTOB ©
«GBICTPEIM» METabONM3MOM CYWIECTBYET PHCK DAsBHTHS HEXKETATCIBHBIX a¢ppexToB
OIMOMIHOM TOKCHYHOCTH JIaXe NPy IPUMEHEHHH TPaMazosia B peKOMCHI0BAHHBIX /103aX.

K o0myM CHMITOMAM HWHTOKCHKAIMK ONHOMJAMH OTHOCATCA: CIIyTaHHOCTH CO3HaHHA,
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COHJIMBOCTH, NOBEPXHOCTHOE [BIXAHHE, CY)XEHHME 3paykoB, TOMIHOTA, PBOTA, 3alOp H
OTCYTCTBHE  ammeTuTa. B TXenblx — Clydasx — MOTYT — HAOMONaThCs  CHMITOMBI
HEJIOCTATOYHOCTH KpPOBOOOpAllleHHs M YTHETEHHsA JIbIXaHHs, KOTOpbIC MOryT HOCHTE
YrpoXKaroUMil KU3HH XapakTep W B KpaiHe PEJKHX CIydyasx NPUBOAMTE K JIETAJILHOMY
UCXOTY.

OueHKa PacHpOCTPAHEHHOCTH «OBICTPBIX» METa0OIM3aTOPOB B PA3IMMHBIX NOIMYJIANMAX
NpUBEJCHA HIDKE.

Iomysaus PacnpocTpaHeHHOCTb, %0
Bocrounoadpukasckas 29,0
AdpoamepuKaHCKas 3,4-6,5

MoHronouHas 1,2-2,0

EpponeonpHas («xaBKa3cKuii» THUII) 3,6-6,5
CpemuzeMHOMOpCKas (rpedeckas) 6,0

CpenneeBponeiickas (BeHIepcKas) 1,9

CeBepoeBponenickas 1-2

ITocneonepayuonnoe npumenerue y oemet

[lo pgaHHBIM, ONYOIMKOBaHHBIM B  JHMTepaType, [NpHMCHCHHEe Tpamanona B
TIOCJICONIEPAHOHHOM TIEPHOJIE ¥ AeTell ¢ CHHAPOMOM OOCTPYKTHBHOIO amHO3 BO CHE IOCHE
TOH3WUIPKTOMHH HW/¥IIH aJCHOUAIKTOMHIH IIPUBOUIIO K Pa3sBUTHIO PEIKUX, HO YIPOXKAIOMIHX
JKU3HM HEXeNaTeJbHbIM peakimsM. CrefyeT NpOsBIATb OCOGYI0 OCTOPOXHOCTH IpH
NpUMEHEHUH Tpamaznoia y Jereil A oOe3bonMBaHKs B IOCTCONEPALMOHHOM NEPHOAC H
BHUMATEJFHO CJEAMTH 3a CHUMIITOMaMH OIWOUIHON TOKCHYHOCTH, BKJIIOYas YTHETCHHC
JBbIXaHUS.

Jemu ¢ napyuienuem ObixamenbHoU QYHKYUU

Tpamazon He PeKOMEHIYEeTCs JUIs [IPUMEHEeHHs Y AeTelf ¢ HapyIeHnAMH QYHKIHMH JBIXaHAS,
B TOM HYHCJIE C HEPBHO-MBIIIEYHBIMA PACCTPOUCTBAMH, TKENBIMH 3a00/CBaHUAMH CEpLA
WIH PECIHPATOPHBIMU 3a00/I€BaHUSMH, UHQEKIHMAMH BEPXHHUX JBIXATCIBHBIX IyTEH WM
JETKHX,  MHOXECTBEHHBIMH  TpaBMaMH 17801 OOIIMPHBIMH  XHPYPTHYECKHMH
BMeIIATeNbCTBAMH. DTH (PAKTOPEI MOTYT YCHJINBATh CHMIITOMBI OTPABIICHUS OITHOMIAMH.
BcroMoraTtepHbIE BEMECTBA, HATHYNE KOTOPBIX HEOOXONUMO YIHTHIBATD

JlekapcTBEHHBI TpenapaT COJEPXUT JAKTO3y, II0ITOMY TallMeHTaM C BPOXKICHHOH
HEIIEPEHOCHMOCTBIO  JIAKTO3BI,  JepWUMTOM  JIaKTashl MM TJIHOKO30-raiaKTO3HOH
MasbaGcopOitueil He cliefyeT IPHHAMATh 3TOT Ipemapar.

4.5 BzauMopeiicTBHe ¢ APYrMMH JIeKAPCTBEHHBLIMM MpenapaTaMd H JpYrue BH/bI
B3aNMoJeHcTBHA :

Tpamamon He clefyeT NpuHMMarh BMecre ¢ uHruburopamu MAO (cM. pasgen 4.3).
V nmanueHTos, noaydaromux HHreoutopsl MAO B TedeHue 14 nHe#t 10 Havasna IPUMEHECHUS
ONMMOWUIHOTO HETHAWHA, OBUIM OTMEYEHBI YIPOXKAIOIIWE JKU3HHU  JICKApPCTBECHHBIC
B3aMMOJIEHCTBUS, IPOSBJIMIONIMECS CHUMITOMAMH CO CTOPOHBI IIEHTPAIBHONW HEPBHOH
CHCTEMBI, ABIXATEIFHOR M CEPAEYHO-COCYAUCTON CHCTEM. AHAIOTHYHBIE B3aMMOJICHCTBHUS C
uaruouropaMa MAQO BO3MOXHBI M IPH IPUMEHEHHH TPaMa01a.

OIHOBpPEMEHHOE MpPUMEHEHHE TpaManoia H JIEKAPCTBEHHBIX IIPENapaToB, YrHETAOMIHX
IEHTPAIBHYIO HEPBHYIO CHCTEMY, BKJIFOYas aJIKOTOJIb, MOXKET YCHIHUTh ux jeficrsue Ha [IHC
(cm. pasnen 4.8).

OnHOBpeMEHHBIM Ip¥ieM ONMHUOMIOB C CEJaTHBHBIMH JICKAPCTBEHHBIMH NpETIapaTaMu, TAKUMH
KaKk OEH30/Ma3eMUHbl WIH POICTBEHHBIMM BEIIECCTBAMM, YBEIUYHMBAIOT PUCK CEAATHBHOIO
>pdekTa, yrHETEHUs MBIXAHMS, KOMBl M CMEPTH H3-3a JIONOJHUTENBHOTO YrHETAIOMIETO
neiicteus Ha [THC.

Jlosy Tpamamona ¥ TPOJO/DKHTEILHOCTH — OJHOBPEMEHHOTO MNPUMCHCHHA  CIEAYCT
orpaHu4mBaTth (M. pazaen 4.4).
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OTMedYeHo, 4TO IPH COBMECTHOM WM IIPEIIIECTBYIOMEM NPAMEHCHUH MNHMETUIIMHA
(urubuTOpa GPepMEHTOB NEYEHHU) KIMHHYECKM 3HAYUMBIC B3aUMOJIEHCTBUS MaJIOBEPOATHBIL.
OIHOBpEMEHHOE WM  IIPEMIIECTBYIOIIEE IPUMEHECHUC xapbamazenuHa (MHIYKTOpa
(hEepMEHTOB TeYeHN) MOXKET CHHXKATH aHATBIeTHICCKHH 3¢ deKT U coKpamars AIUTENLHOCTD
JICHCTBUSA TpaMaaoJia. '

Tpamaon MOXET BbI3BIBATh CYJOPOTH M yCHIMBATh JCHCTBHE CENCKTHBHBIX HHTUOUTOPOB
oGparnoro 3axsara ceporonuna (CMIO3C), uHrHOMTOPOB 0OPAaTHOrO 3aXBaTa CEpPOTOHMHA-
popanpenamiaa (MO3CH), TpHIHKIMYECKHX aAHTHJACTIPECCAHTOB, AHTHIICHXOTHYECKHX U
JpYyTUX JIEKapCTBEHHBIX IMpENaparoB, CHHXKAKOMHUX MOpOTr CYIOPOXKHOH aKTHBHOCTH
(HarmpuMep, GYNIPONMOH, MUPTA3aIHH), TAKAM 00pa3oM, PUBOJIA K Pa3BUTUIO CyOPOT.
OnHOBpEMEHHOE TPHUMEHEHHE Tpamajnojiida M CEPOTOHMHEPIHYCCKUX  JICKAPCTBCHHbIX
npemnaparos, Takux kak CHO3C, WO3CH, uHrHOHTODSI MAO (cMm. pazgen 4.3),
TPULMKIAYECKHE AHTHICIPECCAHTHl W MHPTA3alliH, MOXET CITOCOOCTBOBATh Pa3BHTHUIO
CEPOTOHMHOBOIO CHHJPOMA, NOTEHIHAIBHO YrPOXKAIOMIEro XU3HH COCTOSHHUA (cM. pasnensl
4.4 u4.8).

Crnexyer coGmonaTh OCTOPOXHOCTH IIPH OJHOBPEMEHHOM IPUMEHCHUH TpaMajona H
NPOM3BOAHBIX KyMapvHa (HampuMmep, BapdapuHa), NOCKOIBKY €CTh coobmeHus 06
yBEJIHYEHUH MEXAYHApPOJHOTO HOPMAIM30BAHHOTO OTHOINCHHS (MHO) c¢ cuibHBIM
KPOBOTEYCHHUEM M KPOBOUBIUSHHAMHE y HEKOTOPBIX NAIIUCHTOB.

IIpenaparsr, uarubupyromue CYP3A4, B ToM umciie KETOKOHA30 M SPUTPOMUIUH, MOTYT
nogaBiATh  Merabonm3M  Tpamamona  (N-IEeMETHIMPOBAaHHE) M €ro  aKTHBHOTO
O-IeMeTHIMPOBaHHOro MeTabommra. KiMHu4YecKas 3Ha4MMOCTh TAKOrO B3aUMONICHCTBHS HE
usyueHa (cM. pazzen 4.8).

VIMeroTCs  OrpaHMYEHHbIE JaHHble, 4YTO NpPEA- HIH TOC/IEONePANHOHHOS NPUMEHEHHE
IPOTUBOPBOTHOro aHtaroHucra S5-HT3 oHpaHceTpoHa YBEIWYMBAIIO MOTpeOHOCTL B
TpaMajioJie y MAllHEHTOB C II0CIEOoNepaMOHHOH GOIBIO.

4.6 ®epTUIBLHOCTD, 6€PEMEHHOCTD M JAKTALHS

bepeMeHHOCTh

WccnenoBanus Ha XUBOTHBIX MOKA3aJIM, YTO B OYEHb BBICOKHMX J103aX TPaMmajojl BIMACT Ha

pa3sBHTHE BHYTPEHHHX OpPTaHOB, OCCH(QHKALHMIO M HEOHATAIBHYIO CMEPTHOCTD. Tpamanon

IPOHMKAET Yyepe3 IUaneHty. JlanHple 0 6€30macHOCTH TpaMajoa B MEPUON OepeMeHHOCTH

OTCYTCTBYIOT, II03TOMY TPaMajoJl He CIIeAyeT NPHMEHATh BO BpeMs OEPEMECHHOCTH.

JIMTenbHOE IIPUMEHEHNE TPaManoia B IepHo 6€PEMEHHOCTH MOXKET IPUBECTH K Pa3BUTHIO

aOCTHHEHTHOTO CHHAPOMAa Y HOBOPOXIACHHBIX.

Eciu umTelbHOE PUMEHEHHE TpaMajoiia B IIepHo] GepeMEHHOCTH HEOOXOAUMO, CIEIyeT

TIpeyIpeauTh MAIHEHTKY O PHCKE Pa3BHTHA HEOHATAILHOrO abCTHHEHTHOTO CHHIpOMA y

HOBOPOXIEHHBIX M YOETUTHCS B IOCTYITHOM COOTBETCTBYIOIIEM JCUCHHUH.

Tpamanos, IpUMEHSIEMBbI 1O ¥ BO BpeMs POJOB, HE BIIMSCT Ha COKPaTUMOCTb MAaTKH BO

BpeMs pOIOB. Y HOBOPOXIEGHHBIX TPAaMaJ0Jl MOXKET BbI3BaTh H3MEHEHHE YaCTOTHI JIbIXaHHUH,

YTO OOBIYHO HE SABJISCTCS KIMHUYECKH 3HAYUMEBIM.

JlakTaus

Oxono 0,1% mo3bl Tpamanojia, BBENEHHOH MarTepH, BBHIBOMUTCS C MOJIOKOM BO BpEMs

KopMIIeHHsl rpynasio. [Ipu nmpuéMe Tpamaznojia HEMOCPECTBEHHO MOCIE POAOB B CYTOYHOM

no3e 10 400 Mr BHYTpb CpelHee KOJIMYECTBO Tpamajiojia, KOTOPOE NOIajacT B OpraHH3M

rpyaHoro pebeHka, cocTaBifeT 3% OT 03Bl MaTepH. Tpamanon MOXET BBIACHATBCA C

TPYJHBIM MOJIOKOM ¥ BBI3BIBaTh YTHETCHHE JbIXaHUS Y HOBOPOXICHHBIX, IO3TOMY €I0 HE

clelyeT TpPUMEHATh B IEPHOA JaKTaluH. IIpu HEOOXONMMOCTH TEparmuy TPamajiojioM

IpyaHOE BCKapMIIUBAaHHE CJIENYET IPEKPATHTh.

depTUIBHOCTD

McclieioBaHMs HA KMBOTHBIX M IOCTMAPKETHHIOBBIE HAONIONCHMS HE MOKA3au BIHSHHA
6
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TpaMazoJia Ha (I)epTI/IJII)HOCTB.

4.7 Bausinne Ha cMOCOOHOCTH YNPABJIAThL TPAHCHOPTHBIMHM CPEICTBAMHM H paborarh
¢ MeXaHH3MaMH

V4uTeIBas BO3MOXKHOCTH MOSBJICHUS TAKHUX HEXENaTC/IbHBIX peaKuHﬁ, KakK roJIOBOKPYXEHHC
U COHJIUBOCThb, IIpH MPUMEHCHHH TpamManoJja PEKOMEHI0BAaHO BO3ICPXKUBATBCA OT
YIpaBJICHUS aBTOTPAaHCIIOPTHOM U 33HIATHH TOTCHUUAIBHO OIIACHBIMU BHUJIAMHA JEATCIIBHOCTH,
Tpe6yIOIIII/IMI/I MMOBBINNICHHOM KOHIIEHTpAallMd BHHMaHHUsA H 6I>ICTPOTI>I IICUXOMOTOPHBIX
peaKuHﬁ, 0COOEHHO npH OOHOBPEMCHHOM NPpUMCHCHUHA C Apyrumu TIICUXOTPOIIHBIMH
npenaparaMyu WIH AJIKOTOJICM.

4.8 HexxesaTelbHbIE PEAKIMU

HauGoJiee 4acTBIME HEXeNATEIbHBIMA PEaKIUAMHU SBISAIOTCS TOIIHOTA M IOJIOBOKPYXCHHC,
KOTOpbIE Bo3HUKAOT y 10% manueHTos.

MudopManusi 0 HeXeJIaTeIbHBIX PEAKLHAX U3I0KEHA B COOTBETCTBHH C CHCTEMHO-OpPTaHHOM
KIaccuUKanued ¥ 4acToTOd BCTpedaeMocTH. Kareropuu 4acTOTBHL OYCHb 1acTo (>1/10),
vacto (>1/100, mo <1/10), newacro (>1/1000, mo <1/100), peaxo (>1/10000, HO <1/1000),
oueHb penko (<1/10000), yacroTa Hem3BeCTHA (MCXOIsS M3 MMEIOIMXCA NAHHBIX, YacCTOTY
BO3HHKHOBEHUS OIIPE/IEIUTH HEBO3MOXKHO).

Hapywenusi co cmopoHbl UMMYHHOU CUCHEMbL

Peiko ~— THIEPYYBCTBHTENBHOCTH/&UIEPIHMUECKAE — pEakuuy  (HanmpuMep, — OJbILIKa,
GPOHXOCIA3M, XPUIIbl, AHTHOHEBPOTHYECKHH OTEK) M aHA(UITAKCHSL.

Hapywenus memabonusma u NUmanus.

Penxo — U3MEHEHHUE aNIETUTA.

YacToTa HEM3BECTHA — THIIOTTIMKEMHS.

Icuxuyeckue Hapyuenus

Peko — TayTIOUMHALMY, CIYTAHHOCTh CO3HAHWS, OECCOHHMIIA, HapylIeHWe CHa, Oper,
0€eCIIOKOMCTBO, HOUHBIE KOIIMAPEI.

Tlocne mpreMa Tpamajiojia BO3MOXHBI PasfMUHbIE PENKO HAONIOJaeMBIC HEXENATCIbHBIC
PEaKIMU CO CTOPOHBI NICHXUKU (B 3aBUCHMOCTH OT JIMYHOCTHBIX ocobeHHOCTEH MalMeHTa U
TIPOJIOIKATENBHOCTH JiedeHHsA). K HuM OTHOCATCS H3MEHECHHS HACTPOCHHA (06B4HO
IIPUIIONHATOE HACTPOEHHE, HHOrA JUCHOpHsl), H3MEHEHHS aKTUBHOCTH (0OBIYHO CHHDKEHHE,
MHOT/IA TIOBBIILEHAE), HApyIICHHe KOTHUTHMBHBIX (YHKIMA W BoCHpAsTUs (Halpumep,
IIPUHATHE PEINEHUH, PacCTPONCTBA BOCTIPUSTHS).

YacToTa HEW3BECTHA — JIEKAPCTBEHHAS 3aBUCKMOCTD (CM. paszien 4.4).

Hapywenus co cmopoHel HepeHOU CUCmeMbl

OueHp YacTO — FOJIOBOKPYKCHHE.

Yacto — rosioBHas 60J1b, COHIMBOCTS.

Pesko — mapecTesuH, TPEMOp, CYAOPOTH, HEBPAITHs TPOMHUYHOTO HEPBA, HEIPOM3BOJILHBIC
MBILICYHbIE COKPAIEHHS, HApYIIEHHE KOOPAMHAINH, 0OMOPOK, HAPYIICHHE PEYH.

Cy/IOpOrH BO3HHKAIX B OCHOBHOM IIOCJIE IPMMEHECHHS BBICOKHMX [103 TpaMaJoja MM Mocie
COBMECTHOTO IIPHMEHEHHs JEKApCTBEHHBIX NPEIapaToB, CHIDKAIOUIMX CYJOPOXKHBIH MOpOr
(cM. pazpensl 4.4 1 4.5).

YacToTa HEM3BECTHA — CEPOTOHHHOBLIM CHHIPOM.

Hapywenus co cmopoHel op2ana 3peHus.

Penxo — Mro3, MUpHa3, HapyIICHHUS 3PSHUS.

Hapywenust co cmoponsl cepoya

HeuacTo — BIMSHHE HA CEPAEUHO-COCYAUCTYIO DPETYIANHIO (OLIYICHHE cepALeOueHus,
Taxukapaus). JlaHHBIE HEXEIATeNbHbIE DPEaKIMH B OCHOBHOM HaOIIOAAIOTCS  IpH
BHYTPHBEHHOM BBE/ICHHH U y IIALEHTOB DU 3HAYUTEIbHOH ¢du3nyecKoi HarpysKe.

Penxo — Gpaaukapaus, NOBBIEHUE APTEPHAIBHOIO IaBJICHHS.



Hapywienusi co cmopoHbl cocyoo8

HeuacTo — BIMSHHME Ha CEPACYHO-COCYIUCTYIO PEryJIALHIO
WIH CEpeYHO-COCY/IUCTHIM Koyutanc). JlaHHble HEXenaTe/bHBIC peakiMi B OCHOBHOM
HaBMIOAIOTCS P BHYTPHBEHHOM BBEACHUH U Y TTAMECHTOB IIPH 3HAYATENBHOM (HU3UUECKOH
Harpy3ske.

Hapyuienus co cmopoHsl OblXameNbHOU CUCMEMbl, OP2aH0E 2pyOHOT KIeMKU U CPeOOCHEHUA
Penxo — yrHETEHUE ABIXAHHUS, OJIBIIIKA.

[Ipu 3HAYMTENHHOM IIPEBHINICHAM DPEKOMEHIYEMbIE /103 U OIHOBPEMCHHOM MIPUMCHEHHH
JPYTUX IIPENapaToB, YTHETAIOUX LEHTPAIbHYIO HEPBHYIO CHCTEMY (cMm. paspmen 4.5),
BO3MOXHO YTHETEHHE JBbIXaHMS.

Coo6manocs 00 YXyAIIEHWH TeYEHHs acTMbl, XOTS IPHYAHHO-CICACTBCHHAA  CBA3H
HE YCTaHOBJICHA.

YacToTa HEU3BECTHA — HKOTA.

JKenyoouno-xkuuieunvie HapyuieHus

OueHp 4acTo — TOIIHOTA.

YacTo — pBOTA, 3aII0Pbl, CyXOCTh BO PTY.

HewacTo — 9yBCTBO TOIIHOTHI, AHAPEs, TyBCTBO TSHKECTH B STMUIaCTPUH, MCTCOPH3M.
Hapywienus co cmoponsl neYenu t JCenieabl600AUyUx nymeu

B HECKOJBKMX EIWHMYHBIX CIydasxX COOBMAIoCh 00 YBETMUEHHM 3HAYCHHH (hepMEHTOB
MICUEHHU B CBSI3H C TEPAIEBTHUECKUM IIPUMEHEHHUEM Tpamaaoia.

Hapyuienus co cmoponbl KOXCU U ROOKOJCHBIX MKAHe

Yacto — rTUnepruapos.

HewacTto — KOXHBIE peaki{uy (3yA, MIOKPACHCHNE KOXH, ChIIlb, KparvBHHUIIA).

Hapywienus co cmoponsl MbiuleYHOl, CKelemHOU U COeOUHUMENbHOU MKAHU

Penko — MpleyHas ciabocThb.

Hapyuienus: co cmopoHbl ROYEK U MOUEEbI600AUSUX nymeu

Pefiko — HapyIIEHHS MOYEHCILYCKaHUs (3aTPYTHEHHOE MOUYCHCITYCKaHUe, MU3ypHs, 3aICpKKa
MOYH).

O6wue Hapywenus u peakyu 6 Mecme 66e0eHUs

YacTo — yTOMIISIEMOCTbD.

HeuyacTo — CHHAPOM OTMEHBL.

BO3MOXHBIE CHMITOMBI «OTMEHBI» AHAJIOTHYHBIC CHMIITOMaM «OTMCHBI» OIHOUIOB.
BO3GYXKICHHE, OECTIOKOHCTBO, HEPBO3HOCT, OCCCOHHHIA, THMICPKMHE3US, TPEMOp M
CHMIITOMBI CO CTOPOHBI JKEJTyJOYHO-KHIIEYHOTO TpakTa. JIpyrue CHMITOMBI, O9CHB PEAKO
BCTpEYAlOIIecs TpH OTMEHE Tpamajofa, BKIIOYAIOT: TNAHMYECKHE AaTakd, CHIBHOC
0eCIIOKOMCTBO, TAUIIONMHAIIMY, [1apecTe3WH, IOyM B YIIaX H Jpyruc KpaiiHe peaKue
cumntoMbl co croponsl I[THC (cmyraHHOCTH CO3HaHHA, Open, IemepcoHANIU3aNud,
Jepean3alius, IapaHos).

CoobmeHne 0 mo03peBaeMbIX HeXKeJIaTeJIbHBIX PEAKIHUSIX

Baxno coobmaTh O MOMO3PEBAEMBIX HEKENATEIBHBIX pPEAKIHAX MOCIe perHCTpalii
JIEKAapCTBEHHOr0 Mpemapara ¢ Ienblo  00ecHedeHHMs HENPEpHIBHOrO  MOHMTOpHHIA
COOTHOIIEHHUS «IIOJIb3a-PUCKY» JIEKAPCTBEHHOTO Tpenapara. MexunuHCKAM pabOTHHKAM
PEKOMEHJIyeTcs coobIaTh O IOJO3PEBAEMBIX HEXKENATENBHBIX PEaKUMsX JICKApCTBECHHOIO
mpenapara depe3 HAIMOHAIBHBIE CHCTEMBI COOOIIEHMS O HEXENATCIbHBIX PEaKiliX
rocyapcTB-wieHoB EBpasMiHCKOro SJKOHOMHUYECKOr0 CO03a.

Pecnybnuka benapych

220037, Munck, ToBapuuieckuii nep., 2a

VII «LleHTp 3KCIepTH3 U UCIBITAHUH B 3PABOOXPAHCHUIY

Tenedon otaena Gapmaxonanzopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29

1. moura: repl@rceth.by, reeth@rceth.by
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4.9 Ilepexo3npoBKa

Heo6xomuMo npouHGOPMHUPOBATh MAlMEHTOB U JIMII, OCYIICCTBIIAIOIINX yXO0Jl 32 HHMH, O
BO3MOJKHOCTH BO3HHKHOBEHHS CHMITOMOB W TIPU3HAKOB TEPENO3MPOBKH, a TAKKeE
BO3MOYKHOCTBIO HEMEUIEHHO 06PaTHTHCS 33 MEAHIMHCKON TOMOIIBIO.

IIpn mepeno3MpoOBKE Tpamanona CIeAyeT OXHMAaTh CHMIITOMBI, XapaKTepHbIC I
HApPKOTHYECKUX aHAIBIETHKOB (omuoOmI0B).

Bo3MOJICHbIE  CUMPMOMbL: MHO3, PBOTA, CEPACYHO-COCYAMCTBIA KOJIanc, —Cealus,
HapylIeHHe CO3HAHWsS BIUIOTH 10 KOMbI, CYIOpPOrM H YIHETCHHC JIbIXaHWS BILIOTH [0
OCTaHOBKM JIbIXaHUS.

Taxxe coo0IAIOCh 0 CEPOTOHUHOBOM CHHAPOME.

Jleuenue

CrneyeT NpUHATEH OOIIME MEPBI IIEPBOi TOMOIIH. O6ecneynTh MPOXOAUMOCTD AbIXaTeIbHbIX
myTedl (BO3MOXKHA AacnMpalys), MOJNepXaHue JIbIXaHus M JCATCILHOCTH CepleYHO-
COCYIUCTOM CHCTEMBI B 3aBHCHMOCTH OT CHMIITOMOB. [Ipy HapylweHUM AbIXaHUS BBOJIHTCA
HAJIOKCOH. B 9KCIepMMeHTax Ha JKHBOTHBIX HAIOKCOH HE OKa3bIBaJl BIMAHMA Ha CYHOPOTH.
B Takux cily4asx Jqua3senam clie/lyeT BBOAUTH BHYTPUBEHHO. v

ITpy nepemo3upOBKe IIperapara B JIEKapCTBEHHBIX dopMmax [y mprHeMa BHYTpb HEOOXOIHUMO
IPOBECTH IIPOMBIBAHHE XKEJYJKa M Ha3HA4YUTh aKTHBMPOBAHHBIA YroJlb B TEYCHHE MEPBBIX
2-X YacoB IIOCTE Iepeo3upoBKH. [locie mpHeMa OCOOCHHO OONBIIMX J03 Tpenapara,
yIIaleHHE CONEPIKUMOTO XKENTYIKa MOXKET OBITh 3¢ GeKTUBHO U B 60JIee MO3IHUE CPOKH.
Cemoauanu3 U reMouIbTpanus Majod((eKTUBHBI IPY IIEPETO3UPOBKE.

5. PAPMAKOJOTMYECKHAE CBOHCTBA

5.1 ®apMakoaHHAMHYeCKHE CBOHCTBA

@®apmaxoTepaneBTHUYECKas Ipynna: AHIbICTHKH, IPOINE OMHOUIEL.
Kox ATX: N02AXO02.

Tpamanon — ONHOMAHBIA AHANBIETHK C LEHTPATBLHBIM MEXaHH3MOM neicTBus. SBigercs
HECEeNeKTHBHBIM IOJHBIM ATOHMCTOM OIMOMIHBIX M, 8 M K-pellenTopoB, € OOJBIIMM
CPOJICTBOM K [L-pEIENTOpaM. BTOpsIM MEXaHU3MOM ACHCTBHSA TpaMazoia, yCHIMBAOIMIM €ro
aHAIILTE3UPYIOIIee IEHCTBHE, SBISIOTCS HHIMOMPOBaHKEe 0OPATHOTO 3aXBaTa HOpajpeHaIMHA
HEMpOHAaMHU U YCUIICHHE BBICBOOOXKICHIS CCPOTOHMHA.

Tpamazon 067ajiaeT TaKKe NPOTUBOKANILIEBBIM AeHCTBHEM. B TepaneBTHYECKHUX J03aX MpPH
IEpOPANEHOM NpHEME HE YTHETAeT JBIXaHWE U B MCHbIIECH CTENEHH BIMACT HA CEPACHHO-
cocymucTyro cucreMy. O(PGEKTHBHOCTh TpaManoja COCTaB/IACT 1/10-1/6 oT axTHBHOCTH
MopduHa.

Jlemu

DddeKThl SHTEPAILHOTO M INAapeHTEPAIbHOTO BBENCHMA Tpamanoiaa H3ydamch B
KIMHAYECKHX UCCIENOBaHMsAX ¢ yuactieM 6onee 2000 nereid B BO3pacTe OT HOBOPOKICHHBIX
0 17 ner. Tlokazanus K IPAMEHEHHIO, H3Y4aeMble B MCCIICIOBAHHSX, BKIIOYATH OO II0CTe
XHPYPru4ecKOro  BMemIaTelscTBa (B OCHOBHOM abnoMuHaIBHBIE), OoNp  MmOCKe
XHPYpPru4ecKoro yJaleHHs 3yOOB, B pE€3y/bTaTe IMEPENOMOB, OXKOTOB H TpaBM, a TAKKe
Jpyrux OOJNE3HEHHBIX COCTOSHHH, KOTOPBIE MOIYT noTpeGoBaTh 06€300IMBAIONIETO JICUEHHSA
B TeyeHHEe KaK MUHHMYM 7 jHeii. Bputo 0OHapyXeHO, YTO NPH OJHOKPaTHOM IPUMCHEHHUH B
033X 70 2 MI/KT HJIH MHOTOKPaTHOM [PHMEHEHHH B 7103aX J0 8 MI/KT B JIeHb (MAKCHMYM JI0
400 MTr B IeHB) TPaMaJIoJl IIPEBOCXOIUT MO 3G PeKTHBHOCTH 1anedo, a Takke MPEBOCXOIUT
Wi paBeH M0 3G(GEKTHBHOCTH MapaneTamony, HanOy(QuHy, METHAMHY W HHU3KHUM J03aM
moppuHa. PesynbraThl [POBEICHHBIX HccaeoBaHuM  TOATBEpIWIH  3PPEKTHBHOCTD
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tpamazona. IIpoduns Ge30macHOCTH Tpamaznosa OBUT CXOAHBIM y B3POC/IBIX MAIlMCHTOB H
mereit crapie 1 rona (cM. paszen 4.2).

5.2 ®apMaKOKHHETHYECKHe CBOHCTBA

Ab6copbyus :

Ilocne mnepopansHOTo Tpuema aGcopbupyercs Oonee 90% Tpamangoya, abCcoMOTHAs
6HOIOCTYITHOCTh COCTaBiseT mpuMepHO 70% HE3aBHCUMO OT BpEMEHHM IIpHeMa IIHIIA.
PazHuua MeXAy abCOpOMPOBAHHBIM ¥ HEMETa0OJM3HPOBAHHBIM [OCTYITHBIM TpamaoIoM,
BEpOATHO, CBs3aHa C HH3KUM O((EKTOM NPECHCTEMHOTO meTtabomusma. [IpecucTeMHBIA
MeTaG0ITH3M OC/E IEPOPAILHOTO IpUeMa COCTABIIAET MakcHMyM 30%.

Pacnpeoenenue

Tpamamon uMeeT BBICOKOE CPOACTBO K TKaHSM (Vd = 203+40 m). CesizpiBaHHE C Oenkamu
ria3Mel okoto 20%.

[Tocne OJHOKPATHOTO IIEPOpPanbHOro NPUMEHEHUA Tpamazosa B 03¢ 100 Mr B BHJIE Karcys
HIH TabNeTOK MOJIOJGIME  3J0POBBIMH  JTOOpOBOJIBIAMH  KOHLEHTpauuu B ILIasME
OIIpEIeNANIHCh B TeYeHUe MPUOTH3UTENBHO 15-45 MMHYT €O CPEAHHM 3HAYCHACM Cmax OT
280 10 208 MKI/11 ¥ Tiax 0T 1,6 10 2 4acos.

Tpamazol IIPOHAKAET Yepe3 TeMaTodHIehaTMICCKUH U IJIalicHTapHbI Gapbephl. B rpyaHOM
MOJIOKE OOHApYXXHBAIOTCS OYeHb HEOOJBIIME KOJNMYECTBA OTOrO BEIECTBA M €TO
O-necMermwisHOro mpoussoauoro (0,1% u 0,02% cooTBETCTBEHHO OT IPUMEHEHHOM J103bI).
Buompancgopmayus

MurubppoBanne ONHOTO MIH 00OMX THIIOB mopepmentoB  CYP3A4 CYP2DS6,
YYaCTBYIOMX B OHOTpaHCHOpMALMH TpaManona, MOXET BIMATE Ha KOHIIEHTPAIHIO
TpaMajioNa WM ero akKTHBHOTO MeTabouTa B IIa3Me KPOBH.

Snumunayus

TpamMagon ¥ €ro MeTabONMTH NPAKTHYECKH IOJNHOCTBIO BBIBOIATCA €e€pe3 MOHUKH.
KyMyIsTHBHAS SKCKpelus ¢ Modoii cocTasmsier 90% ot o61Ieil painoaKTHBHOCTH BBEIEHHOM
1036l Ilepron moNyBBIBEJEHHs t/2 COCTaBIACT NPHMEPHO 6 u, He3aBHCHMMO OT cmocoba
BBe/IcHHS. V MAIHEHTOB CTApIle 75 JeT OH MOXKET ObITh YBEIMYCH NPUMCPHO B 1,4 paza. [Ipu
HApYIICHHH GYHKIMH [EYEHH M TOYeK [EPHON TONyBBIBEACHHUA ~ yBEMMUHBACTCAH.
V manMeHToB ¢ LMPPO30M IIEYEHH IEPHOJ IIOMYBBIBEICHUS COCTaBHII 13,344,9 yaca
(tpamamon) u 18,5+9,4 yaca (O-mecMeTHITPaManom), B TSDKENBIX ClydasX — 22,3 yaca u
36 4acOB COOTBETCTBEHHO. VY MANMEHTOB C TOYEYHOH HENOCTATOYHOCTBIO (KIHPEHC
KpeaTUHHHA <5 MJI/MHH) HEPUOJ [IOJTYBBIBECHUS COCTaBHI 11£3,2 u u 16,943 4, B TsOKENBIX
ciaydasx — 19,5 4 1 43,2 4 COOTBETCTBEHHO.

Tpamazon MeTabom3upyeTcs B nedenH myTeM N- # O-IeMETHIMPOBAHUA C MOCITEAYIOLIEH
KOHBIOTAITUEH O-/IeMETHIIMPOBAHHOTO ~ MeTaouTa  TJIIOKYPOHOBOH KHCJIOTOH.
®apMaKoJIOrHIeckoil aKTUBHOCTBIO o6manaer Tonbko O-IeCMEeTHITpaMazol. CymecTByIOT
3HAYUTENbHBIE MHIMBUIyAILHBIC PA3IMYHsg B KOHLEHTPAUMU APYTUX MetabonmuToB. B Moue
obHapyxensl 11 wmeraGomuToB. B WCCICOBaHMAX HA JKHBOTHBIX 3¢ PeKTHBHOCTD
O-gmecMeTunTpamMagona Obula B 2-4 pasa BBINIE Tpamajoja THIPOXIIOpHIA. [lepuon
MoJTyBBIBEIEHUs tY2 (C ydacTHeM 6 3[I0POBBIX H06GpOBONBLEB) COCTAaBMNAT 7,9 4 ([uanasoH
5,4-9,6 4) ¥ IPHUMEPHO COOTBETCTBOBAJI IEPHOJTY NTOTYBBIBEACHHS TpaManoa.
JIMHEHHOCTH/HEINHEHHOCTD

Tpamamon WMeeT  JIMHCHHBIH (papMaKOKWHETHYECKMH  mpo¢mias B AuanasoHe
TEpaNeBTUYECKUX J103.

B3auMOCBS3b MEXAy KOHIIEHTPALMEH B CBIBOPOTKE KPOBH H 06e360uBaoIMM 3QPeKToM
3aBUCHT OT J03bl, HO 3HAUUTEIBHO BApbUPYETCS B OTACIBHBIX CIIyHasX. O6b14HO 3G dEeKTUBHA
KOHIIEHTpaIms B cbiBopotke ot 100 1o 300 nr/mi.
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PECHY

Dapmakoxunemuxa y 0cobblx 2pynn NAyuenmos - DRDATCHIA

1 Besenycs

Jemu

BBII0 yCTaHOBJICHO, YTO (apMaKOKMHETHKa Tpamanona H O-zgecMeTHITpamManojaa Iocie
OJTHOKPaTHOTO X MHOTOKPAaTHOTO NpueMa BHYTPb AC€TBMH B BO3pAacTe OT 1 rona g0 16 ner B
[1€JIOM aHAJIOTWYHA TAKOBOM Y B3POCIBIX IIPH KOPPEKTUPOBKE 03Bl ITO MACCEe TEIA. Onnako
OHa OT/IMYAeTCA Goliee BBHICOKOH MeXCyOBeKTHOH BapHabelIbHOCTBIO CPEIM IAUUCHTOB B
BO3pacTe 8 JeT ¥ MIIaIE.

dapMaKOKHHETHKA Tpamajoia 1 O-IeCMeTHNTpaMaona y AeTeH 10 1 roja u3ydanach, HO HE
6bLTa MOHOCTHIO onucana. VHpopMalus, HoTydeHHas B X0O/I€ UCCIEA0BaHNH, BKIIIOYAIOMIHIX
3Ty  BO3pacTHYIO TpyNIy, YyKasplBaeT Ha TO, 4YTO  CKOPOCTb obpa3oBaHus
O-mecMmeTHnTpaMazona npu ydactuu u3odepmenta CYP2D6 y  HOBOPOXKACHHBIX
HETIPEPHIBHO MOBBINIAETCS; IIPEANONIAraeTCs, 4TO XapakTepHBIA Ui B3POCIBIX YPOBCHB
axtuBHOCTH w3odepmenta CYP2D6 pocturaeTcst IpUMEPHO B Bospacte 1 roja. Kpowme Toro,
He3peNble CHCTEMbl TIIOKYPOHM3aLUM W HETOJIHAs Pa3BUTOCTh MOYCYHOH (yHKIMHM MOTYT
GBITh IPHYHHOM 3aMEUIEHHOTO BBIBECHHS M aKKyMyJisiuu O-eCMETHITPaMaIoNa y JeTed B
Bo3pacTte 110 1 rozga.

5.3 JlanHbIe NOKJIHHNYECKOI 0e30IacHoCTH

[Ipy IIOBTOPHOM MEpOpaJbHOM M MapeHTEpaJbHOM IpHeMe Tpamajona B TCHUCHHE
6-26 Hexenb Y KphIC ¥ cobaK ¥ MepopaibHOM IPUMEHEHHH B TeUeHHE 12 MECSLCB y cobak B
reMaTOJIOTHUYECKUX, KIIMHUKO-XMMHYECKHX M IMCTOJOTMYECKUX HCCIIEJOBAaHHAX TOKCHICCKUX
sddexroB He HabmMONaNOch. IIPOABICHHS CO CTOPOHBI LEHTPAIBHON HEPBHOH CHCTEMEI
BO3HHKAIM TOJBKO MOCIE IpPHEMa BBICOKHX 03 TpamaloJia, 3HAYMTEIBbHO MPEBBIIIAIOIIHNX
TepaneBTUYECKHE: OGECIOKONUCTBO, CIIOHOOTIECNICHHE, CYAOPOTH H CHIXXCHHC Beca. [Tpn
IIPUMEHEHUH TIepopaibHO GopMbl Tpamanona B go3ax 20 mr/kr u 10 MI/KT Macchl Teja KphIC
¥ coBaK COOTBETCTBEHHO, a TAKXKE PEKTAIBHOM (GOPMBI B 03¢ 20 MIVKT Macchl Tena y codak
PasBUTHA KaKHX-THOO HEXeJaTeNbHbIX peakiuil He HaOI0aI0Ch.

IIpy NpEMEHEHHU TPAMAIONa y CaMOK KpPBIC B 1103aX OT 50 MI/KI/ACHb Y BBIIIE HaOIIOAaIHCh
Tokcuyeckre 3(GeKThl Ha MaTKy M BBICOKHH PHCK CMEPTHOCTH HOBOPOX/CHHBIX. v
MOTOMCTBA 3aJ€pXKKA Pa3BUTHA IIPOSBISUIACH HapyIICHHEM OKOCTCHEHMsS M 3a[ePkKKOH
OTKPBITHS BIIATaIHINA | T71a3. TpaManon He OKasbIBal BIMSHHS HA MYXCKYIO GEPTHITBHOCTD.
IIpu npuMeHeHHH Gojiee BBICOKMX 703 (0T 50 MI/KI/I€Hb W BBIIE) Y CaMOK HabII01a0Ch
CHUIKEHHE YaCTOThl HACTYIUICHHS GepeMEHHOCTH. Y CaMOK KPOJHKOB TOKCHYECKHE SGeKThI
¥ HapyIUEeHHs Pa3BUTHs CKelleTa y MOTOMCTBA HalJoJaiiCh P NPUMEHECHAH Tpamajona B
J03€ oT 125 MI/KT U BBIIIE.

B HEKOTOPHIX TECT-CHCTEMaX in Vilro ObUIM IOKa3aHBl MyTareHHble 3(QQEKTEHl, OIHAKO
WCCIIEOBAHUS in Vivo 3TH AaHHbIE He ToATBepAuwId. COrnacHO TaHHBIM, NONYyYEHHBIM K
HACTOSIIEMY BPEMEHH, TPaMaJIoJl He OTHOCHTCSA K MyTar¢HHBIM IIpernapaTaMm.

HccneqoBanus KaHIEPOr€HHOro IMOTEHIMala TpaMajnoja THAPOXJIOpHAa NPOBOIAMIKCE Ha
Kpeicax ¥ Mblmax. VcciemoBaHMe Ha KpbICaX HeE IMOKa3al0 HHMKAKUX JIOKa3aTeBCTB
YBEIMYEHHS 3a60JIEBAEMOCTH OIyXOJISIMH, CBS3aHHBIMH C YNOTPEONCHHEM INICHXOAKTHBHBIX
BemiecTB. B McCiIe[OBaHUM Ha MBIIIaX HAOJIOJANOCh YBEIHYEHUE JacTOTHI a[ICHOM KIIETOK
IIEYeHH Y CaMIIOB (J[0303aBHCHMOE, HE3HAYHTENHHOE yBenwdeHue ¢ 15 MI/KT H BBIIIE) H
yBENMYEHHE KOJMYECTBA OMYXOJIEH JIETKHX y CaMOK BO BCEX TIpynmax [03MpOBaHHA
(3HAUMTENBHOE, HO HE JI0303aBUCHMOE).

6. DPAPMAIIEBTUYECKUE CBOVICTBA

6.1 IlepeyeHb BCIOMOraTe/ibHBIX BEIIECTB
JlaxT03a MOHOTH IpaT, noBUI0H K-25, Kanbius cTeapar, HeLI0103a MUKPOKPHCTAIIHHECCKA.
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COTNACORA HO
MIHYCTEPCTRE ALOUND AT
PECIIVE i hven EHHA
6.2 HecoBMecTHMOCTH Dpuras D"}I_mmc'n o ‘e
‘ecirve;

He npumenuMo.

6.3 Cpok rogaocTH
3 rona.

6.4 Oco6bie MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHH
XpaHUTh B 3aIMHIIECHHOM OT BJIATH M CBETa MECTE P TEMIEPATypEe HE BBIIIC 25°C.

6.5 Xapakrep H cofAepaKaHHE NEPBUIHON YHAKOBKH

Tlo 10 TaGIeTOK B KOHTYPHYIO A4EHKOBYIO YIAKOBKY 3 IUICHKH IMOJMBHHHIXIOPHIHOH M
donbru amoMunueBod. OtHY WM [BE KOHTYPHBIC SYEHKOBBIC YIIAKOBKH BMECTE C JIMCTKOM-
BKJIAIBIIIIEM TIOMELIAIOT B IIaYKy U3 KapTOHA.

6.6 Oco0ble Mepbl NPEAOCTOPOKHOCTH TNPH YHHYTOXKEHHH HCIOJIbL30BAHHOIO
JEKAPCTBEHHOr0 UpenapaTa HJIH OTX0[0B, NOJYYeHHBIX 1O0CjIe TNpPUMEHEHUs
JIEKAPCTBEHHOT0 MpenapaTa uin paboTel ¢ HUIM

OcCTaTKy JIEKapCTBEHHOTO IIperapara clelyeT yTHIN3HPOBaTh B COOTBETCTBHHU C NPHHATHIMH
IpaBHJIaMU YTHIM3AIUHE OTXO0B JAHHOH IPYIIIIbI IIPErapaToB.

6.7 YcnoBust oTnycKa

[To penenry.

7. IEPAKATEJIb PETUCTPALIUOHHOTI'O YIOCTOBEPEHUSA

PVII «benmeanpenaparsl», ot nuE, -
Pecny6muka Benapycs, 220007, r. MuHCK, K —f N
yn. ®abpuimyca, 30, ten./dakc:(+375 17) 220 37 16, > Mio

e-mail: medic@belmedpreparaty.com sy

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
9. JATA IEPBUYHOM PETUCTPAIIMN

Jlata nepsoit perucrpanmu: 31 mas 2011 r.
10. JATA IIEPECMOTPA TEKCTA
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