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MHUHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJIEPALIMA
MHCTPYKIUS
1O MEJIMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
JEIIPEHOPM® MB

Perucrpanmonnsiii Homep:

Toprosoe nanmenoBaunne: Jlenpenopm™ MB

Mexynapoanoe HeNnaTeHTOBAHHOE HAMMEHOBAHME: TPUMETA3HIHH

JlekapcrBennast  gopma: TabieTKH ¢ NPOJOHIMPOBAHHBIM  BBICBOOOXK/IEHHEM, MOKPBIThIE

MJICHOYHOH 000JI0YKOM

COCTAB

CocTtaB Ha o/HY TabIIeTKY:

oelicmesyiowee 6eujecmeo: TPUMETa3HANHA IUTHAPOXI0pH 35,0 Mr;

BCNOMO2AMENbHBIE GEUYECMBA: jnnponma (ruapoxcunponuinesonaosa) 0,6 mr, rnnpo‘mennosa
(runpoxcunponunMeTn.rluennroW|o3a) 69,4 mr, kanbuus rujgpodocdar 29,2 mr, KonosuaoH 4,2
M, KPEMHHs JIMOKCHA KOJUJOMAHBIA 6,4 wMr, wMarhus creapar 0,8 wmr, nejuoso3a
MHUKpoKpHcTasinueckas (tun 302) 64,4 mr;

cocmas obonouku: Cenekoar AQ-01673 posoBblit 7,0 Mr, B TOM uMCIE: THIIPOMELIO3a

(rMApOKCHITpONUIAMETHIIIR/UTION03a) 2,8 Mr, Makporos-400 (noymoruineHrankons-400) 0,7 wr,

=

Makporoa-6000 (nosmstunenramkonb-6000) 0,7 mr, THTaHa jauokcua 2,1 Mr, KpacuTelb MYHIIOBBIH

[ITonco 4 R] 0,7 mr.

OINMMNCAHHUE
Tabnetkn Kpyrible JBOSKOBBITYKIIbIC, MOKPBITHIE MUIEHOYHOH 000J104K0ii posoBoro msera. Ha
[OTNEPEeYHOM paspese — no4uTH 0e1oro 1Beta. Jlomyckaercs: He3HAUUTEIBHAS [IIEPOXOBATOCTb.

@®apmakoTepaneBTHYECKAsl IPYNIA: AHTHAHTHHAIBLHOE CPEICTBO.

Koa ATX: COIEBIS !

O®APMAKOJIOTMYECKUE CBOMCTBA

Dapmakoounamuxa

Mexanuszm oeticmeus

Tpumeraznaun 1peI0TBpalaeT CHHIKEHHE BHYTPUKIIETOUHOM KOHIIEHTPAILHK
azeHosunTpudochara (ATD) nyrem coXpaHeHHsi HHEPreTHYECKOro Meradoin3mMa KIeTOK B
cocTosHuM  runokcud.  Takum  oOpasom, mnpemapar  ofecne4YMBaET  HOPMAIbHOE
(yHkuMOHMpOBaHME MeMOPaHHBIX MOHHBIX KaHAIOB, TPAHCMEMOpPaHHBI MepeHoC HOHOB Kalus
¥ HaTPHs U COXPAHEHHE KJIETOYHOI0 roMeocTasa.

Tpumerasuann uHrHOMpyeT OKHCIICHHE HKUPHBIX KHCIIOT 3a CYET CENEKTUBHOIO MHIHOMPOBaHHS



JIC-001706-040221

epmenta  3-keroaunn-KoA-tuonaser  (3-KAT) MHUTOXOH/IPHAJIBHOH  JUTMHHOIEIIOYEYHOM
H30()OPMbI JKMPHBIX KHCIIOT, YTO NMPUBOJAMT K YCHJICHHIO OKHC/ICHHS IJIIOKO3bI U YCKOPEHHIO
[JIMKOJIH3a C OKMCJICHHEM IJIIOKO3bI, 4TO M 0OYC/OBIMBAET 3alIUTYy MHOKapla OT HINEMHH,
[Tepexmouenne sHepreTuyeckoro Merabou3Ma ¢ OKMCIICHHS KUPHBIX KHMCIIOT Ha OKHCIICHHE
TJIOKO3bI JIEKMT B OCHOBE (hapMakoJIOrH4ecKHX CBOHCTB TPUMETA3H HHA.
dapmakoMHaAMHYECKHE CBOMCTRA:
~ TOJUICPKHBACT SHEPreTHYECKHH MeTabo/M3M cepala W HEHPOCEHCOPHBIX TKaHeH BO
BPEMsi HILIEMUH;
~  YMEHbIIAeT BBIDAKEHHOCTh  BHYTPHKJIETOYHOI'O anuao3a H3MEHEeHHIH
TPAaHCMEMOPAHHOTO HOHHOI'O MOTOKA, BO3HUKAIONHMX MPH HIIEMHH;
~ TOHWIKACT ypOBEHb MMIPALMH M MHQUILTPALMM TOMHHYKICAPHBIX HEHTpPo(HIOB B
MIIEMH3HPOBAHHBIX U penepdy3upOBaHHbIX TKAHAX CEp/Ila;
~  yMEHbIIaeT pazrxfep MOBPEK/ICHUS MHOKap/Ia; |
~  HC OKA3pIBACT NPSAMOIO BO3/ICHCTBHS HA NOKA3ATE M TeMOTHHAMHUKH. |
V NaluueHToB CO CTEHOKAPAHEH TPUMETA3HINH!
~  YBEJIMYMBACT KOPOHAPHBIH pe3epB, TEM CaMbIM 3aMe/Ulsisl HACTYINICHHE HIIEMHH,
BBI3BAHHON (hu3fuecKoit Harpy3Koif, Haunuas ¢ 15-ro aus Tepanuu;
- OrpaHHYMBACT  KOJEOAHHS apTepHAlbHOTO  JABJICHHs, BbI3BAHHbIE (DHIHYCCKO
HArpy3koi, 0e3 JHa4YHTEIIbHBIX H3MEHEHUIT YaCTOThI Cep/IeYHBIX COKPaIICHHIA;
= 3HAYUTCIBHO CHMXKACT 4YaCTOTY MPHUCTYNOB CTEHOKAPJAMM H NOTPeOHOCTH B HpHEME
HUTPOTJIMLUEPHHA KOPOTKOI'O JICHCTBHS;
- YJIYuIIaeT COKPATHTEIbHYIO (DYHKIIMIO JICBOTO XKeJIyJA0UKa Y MalMeHTOB ¢ HIIEMHYECKO
JUCHYHKIIHEH,
PesyibTaTel NMpOBENICHHBIX KIMHHYECKHX HCCIEIOBAHMI  ITOITBEPAHIIH sdexTuBHOCTE M
0e30MacHOCTh MPUMEHEHHs] TPUMETA3H/IMHA Y TAIMEHTOB CO CTAOMIILHOI CTEHOKapJHeH Kak B
MOHOTEpANWH, TAK M B COCTaBE KOMOMHHPOBAHHOI Tepalnuu TpH HEA0CTaTOYHOM H(dhekTe
APYruX aHTHAHTHHAIBHBIX NIPErapaTos.
B ucenenoBanun ¢ yuyactuem 426 namMeHTOB CO CTAOHIIBHOIM creHokapaued (TRIMPOL-II)
nobasiienue TpumeTasuanna (60 Mr/cyT) K Tepanuu Metonposioiom 100 mr/cyT (50 mr 2 pasa B
CYTKH) B TeueHHe 12 HeAeNb CTATHCTHYECKH JI0CTOBEPHO YIYHLIMIO Pe3y/IbTaThl HAPY30UHBIX
TECTOB W KJIMHMYECKHE CHUMIITOMBI [0 CpPaBHEHMIO ¢ IUanebo: obIIyI0 JUIHTEeNbHOCTH
HArpy304HbIX TECTOB, 0OLUEe BPeMs BBINOIHEHHS HArPY3KH, BPEMsl 0 Pa3sBHTHS ACIPECCHH
cermenta ST Ha 1 MM, BpeMms JI0 pa3BUTHS NPUCTYNA CTEHOKAP/NH, KOIHYECTBO IPHCTYIIOB
CTCHOKAap/IMM B HEJIENI0 M 10TpedieHHe HUTPATOB KOPOTKOrO JeiicTBHS B Hemenmo, 6e3

FEMOIMHAMHYECKHX U3MEHEHUH.
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B uccnenoBanun ¢ ywactmem 223 maumMeHToB €O CTAGHIBHOl creHokapauei  (Sellier)
Jl00aB/IeHHEe TPUMETA3HIMHA B J103€ 35 Mr (2 pasa/CyTKH) K Teparuu aTeHoI0JI0M B 103e 50 Mr
(I pa3 B cyrku) B TeyeHume 8 Hemels NIPUBOJIMIIO K YBEJIIMYCHHIO BPEMEHH JI0 Pa3BUTHS
HIIEMHYECKOH sienipeccnn cermenta ST Ha 1 MM npu npoBeieHuu Harpy304HbIX TECTOB B
[IOArpynmne MalMueHTOB MO cpaBHeHHIO ¢ muanebo. CylnecTBeHHas pasHHMIA Takke Oblia
floKasaHa Juls BPCMEHH pa3sBUTHS MNPHCTYNOB CTEHOKapiuu. He BBISBIEHO 10CTOBEpHBIX
PA3IMYMH MEIHILy IPYNIamMu JUls JPYruX BTOPHYHBIX KOHEUYHBIX TOYEK (0OLIAs JUTHTEIbHOCTE
HArpy304HbIX TECTOB, O0LIlEE BPEMs HArPY3KH M KIMHHYECKHE KOHEUHbIE TOYKH).

B uccienosanuu ¢ ywactuem 1962 naumeHTtoB €O CTaGHIBHOIN cTeHoKapauen (Vasco)
TpumeTasuany (70 mr/cyt u 140 Mr/cyt) B cpaBHeHMM ¢ IUane6o ObUT 100aBjIeH K Tepanun
arenonosiom 50 mMr/cyr. B obuteit nonysiinu, BKIIOYas NAMEHTOB KAk 6€3 CUMIITOMOB, TaK | ¢
CHMITOMAaMH  CTCHOKAp/IMH, TPUMETA3HIMH HE [POJEMOHCTPUPOBAI [PEUMYIIECTB [0
3promerpuqecxrm M KIMHMYECKUM KOHEYHbIM Tovkam. OJHAaKO B peTPOCl'IeKTI/lBHOM aHaiuse B
MOATPYIIE IMAMEHTOB € CHMITOMAaMH CTEHOKAp/IHH TPUMETa3HANH (140 Mmr) 3nHauuTesBHO
YJIyuLIHIT 00LIeE BpeMsl HArpy304HOTO TECTa U BPeMs J10 Pa3sBUTHS IPULTYIIA CTEHOKAP/IHH.
Dapmakokunemura
Abcopbyus
[Tocnie mpuema BHYTPh TpHMeTasWIHMH ObICTPO abGCOPOHPYETCS M JOCTHraeT MaKCHMATbHOI
KOHUCHTPALMKU B IJIa3M€ KPOBH NPUOIIM3UTENILHO Yepes3 S 4acos.
Cabiie 24 4acOB KOHIICHTPALHUS B Mja3Me KPOBH OCTAaeTcs Ha YPOBHe, npesblimatomem 75 %

KOHIIEHTpaluu,tonpeaensemMoii yepes 11 yacos.

PaBroBecHoe cocrosmme socturaercs uepes 60 wuacos. IlpueM mHum He BiMseT Ha
OMOJIOCTYITHOCTH TPUMETA3UIMHA.

Pacnpeoenenue

OGpem pacripesenenus cocTaBisier 4,8 JI/KT, 4TO CBHETENBCTBYET O XOPOIIEM pacrpesie/ieHun
TPUMETA3H/IMHA B TKAHSX (CTENECHb CBA3BIBAHMS C OEJIKAMMU I1J1a3Mbl KPOBH JI0CTATOYHO HHU3KAS,
0KoJ10 16 % in vitro).

Buviseoenue

Tpumerasu e BEIBOJMTCS B OCHOBHOM TOYKAMH, TJIABHBIM 00pa3oM, B HEH3MEHEHHOM BHIE.
[leprox nomnyBrbiBe/IeHUs Y MOJIO/IBIX 3/10POBBIX J10GPOBOJIBIEB OKOJIO 7 U, Y MALHEHTOB crapiie
65 ner - 0k0J10 12 4.

[Toueynplit KIMpeHC TpPHMETA3HMHA NPAMO KOPPEIMPYET C KIMPEHCOM kpearnnuHa (KK),
NEYCHOYHbIH KJIMPEHC CHUIKACTCS C BO3PACTOM NallMeHTA.

Ocodbwbie epynnoi

Hayuenmor nosxcunozo 6o3pacma
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CneunanbHoe KJIMHHYECKOE MCCIIe10BaHHE, TIPOBEICHHOE B MOIYJISALMM MOKHIIBIX MAIHEHTOB C
NPUMEHCHHEM 1103bl TpuMeTasuamHa MB 35 mr o 2 TaGietku B cyTku (B 2 npuema), mokasajo
[TOBBIIICHHE YPOBHS [IpeTIapaTa B [1a3Me [0 JaHHbIM HOMYJISIHOHHOIO (apMaKOKHHETHYECKOTr0
aHajusa.

Y NaluMeHTOB MOXKMIOIO BO3PACTa MOXET HAGMIONAThCS  ITOBBILIEHHAS 9KCIO3HIIHS
TPUMETasH/IMHA ~ M3-3a  BO3PACTHOrO  CHMXKEHUS  (QYHKHMHM  novek.  CrenmasnbHoe
(papMakOKHHETHYECKOE MCCIIeI0BAHKE C Y4acCTHEM MOXKHUJIbIX NAaUeHTOB (75-84 ner) uim oyeHb
MOKUIBIX (= 85 JIeT) MAalMEHTOB, MI0KA3aI0, YTO yMEPEHHOE HapyIleHHe bynkun novyex (KK
30-60 M/MHH) TOBBIIAIO IKCHOZUIHIO TpumerasuanHa B 1,0 u 1,3 pasza, cOOTBETCTBEHHO, 110
CpaBHEeHHMIO ¢ Oosiee MOI0/1bIMH TIanenTamu (30-65 eT) ¢ yMepeHHbIM HapylIeHUeM (QYHKIHU
MOYeK.

layuenmor ¢ napyuenuem pynxyuu novex

3Kcn03}num TPUMETA3UIMHA B Cpe/iHeM Oblia yBe/InYeHa B 117 pa3 y MalnMueHTOB C YMEPEeHHBIM
HapyeHueM Gynkmun novek (KK 30-60 ma/mun), u B cpejHeM B 3,1 pasa - y nauumeHToB ¢
TsOKeNQH noyeuHoi Henocrarounoctbio (KK Huke 30 Mu/MuH) mo CPaBHEHHUIO CO 3J0POBLIMH
JA00POROJIBIIAMH ¢ HOPMAJIbHON QYHKIIMEH TTOYeK.

Hukakpx ocobennocteii kacarenbHO 6e30MaCHOCTH Y 9TOH MOJTY/ISALME NAIMEHTOB B CpaBHEHUH
¢ o01el nonyssiuuei 06Hapy)keHo He ObLIO.

lpumelienue y oemeii u noOpocmroe

®apMakoKMHETHKA TPUMETa3HIMHA Y JIeTell M MOJPOCTKOB B BO3pacte /10 18 et He U3yvanach.

INOKA3AHUSI K IPUMEHEHUIO
Jlmrenbuas Tepanus uieMuueckoil Gosesnn cepaua: npodHIaKTHKA IIPUCTYIIOB CTAOMIILHOM

CTCHOKAp/IMM B COCTaBEe MOHO- WJIM KOMOMHHUPOBAHHOM TEpaIuy.

I[TPOTUBOITOKA3AHUSI

— [lloBbleHHas 4yBCTBHTENBHOCTE K JEHCTBYIOIEMY BEIIECTBY HIIH mobomy u3
BCIIOMOTaTE/IbHBIX BEIIECTB, BXO/SLINX B COCTAB JICKAPCTBEHHOTO NpenapaTa.

- bonesur [lapkuncona, cUMITOMBI APKHHCOHM3MA, TPEMOP, CHHAPOM «GeCTOKOMHbBIX
HOD» M JIDYTHE, CBS3aHHBIE ¢ HUMH JIBUI'ATEIIbHBIC HAPYIICHHS.

- Tskenas noveyHas HeJOCTATOMHOCTD (KJIMpPEHC KpeaTHHHHA MeHee 30 MJI/MHH).

~ M3-3a OTCYTCTBMSA I0CTATOMHOrO KOJMYECTBA KIMHUYECKHX JAHHBIX NalMeHTaMm 10 18
JIET Ha3HAYCHHE JICKAPCTBEHHOIO MpenapaTa He peKOMEH 1yeTcs.

— bepeMeHHOCTB M HEPHO/ IPYAHOr0 BCKapMIIMBAHHSI.

C OCTOPOXKHOCTBIO

[TaenTe! ¢ yMepeHHBIM HapyLIeHHeM (YHKIIHH 104K (ksmpenc kpeaturuna 30-60 Mi/MuH).
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[laumenter crapme 75 netr (eM. pasgenst «Croco6 NpUMEHEHUsT ¥ J103bI» U «Ocobble

yKa3aHus»).

[NPUMEHEHUE TIPU BEPEMEHHOCTU W B INEPUO/I TIPYJIHOI'O
BCKAPMJIMUBAHUSI

bepemennocmen

JlaHHBIE O NpPUMEHEHHM TPUMETa3sHIMHA y OepeMeHHBIX otcyreTByioT. McecnenoBanus Ha
KMBOTHBIX HE BBISIBHIIM HAJIMYME MPSIMOI0 MM HENPSIMOI0 HEraTUBHOI'O BIMSHHUS B OTHOIICHUH
PenpoAyKTUBHON (DYHKIIHH.

[Ipumenenue npenapara Jlenpenopm®™ MB Bo Bpemst OepeMEHHOCTH MPOTUBOIIOKA3aHO.

Ilepuoo epyonozo eckapmaueanus

JlaHHbIC O BbLICTCHMHM TPHMETA3UAMHA MM €0 MeTaBOTHTOB B IPYAHOE MOJOKO OTCYTCTBYIOT.
Puck s HoBOpoOkzeHHOTO/pebeHKa He MOXKET ObITh HCKIIOYEH. ITpu HeoOxoamumocTH
MPUMEHEHHUs JleKapcTBeHHOro npenapata Jlenpenopm® MB B HNEPHO JIAKTALMU TPYIAHOE
BCKapMJIMBaHHe HEOOXOIMMO IPEKPATHTD.
Depmunvrocmo

MccriesoBatns penpotyKTHBHON TOKCHYHOCTH HE BBIIBMIIM BIMSIHHS Iperapara Ha CamioB M

CaMOK KpbIC.

CITOCOBb NPUMEHEHUS U J103bI
Tabnerku Jlenpenopm™ MB ciie/tyeT NpHHHMATE HETHKOM, HE pa3KeBbIBas, 3aMHBasi BOJIOI.

BryTpb, 1o 1 TaGierke 2 pasa B CyTKH, YTPOM M BEUEPOM, BO BPeMsi e/Ibl.

OuerKka 10/1b3b1 OT JIeUeH s 10/KHA ObITh IPOBEIEHA MOCIIE TPEX MECSIEB [pHeMa rnpernapara.
[Ipuem TpuMeTasuiMHa ciieyeT NpeKpaTuTh, €CM 3a 5TO BpeMs YIIy4YlIeHHE He HACTYIIUJIO.
[Ipo10/KHTEILHOCTD JICUEHHUS OTIPE/IENIAETCS BPAUYOM.

Ocobbie rpynisi

layuenmor ¢ napyuiernuem pynkyuu novex

Y nauueHToB ¢ ymMepeHHbIM HapymieHueM ¢yukiuun modek (KK 30-60 mu/mun) CyTOYHas Ji03a
coctasiser 35 mr (1 TabneTka), yrpom Bo Bpems 3aBTpaka.

Haz;uenmbz nosAcu1oeo 6o3pacma

Y  [auMeHTOB NOMXKMIIOrO BO3pacTa MOXKET HaOMONaThCs MOBBINEHHAS — AKCTIO3ZHIAS
TPUMETA3HJMHA  W3-32  BO3PACTHOTO  CHIKCHMS  (QyHKIMM  moYek  (cM.  pasjen
«DapmMakKoJIOruuecKue CBOHCTBa»). V MalMeHToB ¢ yMepeHHBIM HapylIeHHEM GYHKUMH TIOYEK
(KK 30-60 mu1/MuH) pekoMeH10BaHHasi CYTOYHAS /1032 COCTABJISET 35 Mr (1 TabGnerka), yrpom BO
BpeMs 3aBTpaKa.

[Tox0op 10361 y nanueHToB crapuie 75 JeT J10IKeH MPOUCXOIHTH C OCTOPOKHOCTBIO (CM. pazjien

«Ocobble ykazanus»).
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HexenarenbHble PCAKIHH, OIPEC/JC/ICHHbIE KaK HeXejaTe/IbHbIe SIBJICHUS, HUMEIOLIHE, 10

Kpaﬁﬂeﬁ MEpPE, BO3MOIKHOC OTHOIIIEHHUE K JICYEHHIO TPHUMETA3UAUHOM, IIPUBEJICHBI B CJICII)'POUICE

rpazauuu; o4eHp yacro (=1/10); wacro (=1/100, <1/10); wewacto (>1/1000, <1/100); penKo

(=1/10000, <1/1000); ouers peako (<1/10000), HEyTOYHEHHOH YACTOTHI (4acTota He MOKeT

OBITH MOJICYUTAHA 110 JAOCTYITHBIM IIaHHbIM).

MedDRA
Kaaccwl n cuerempl opranos

Hexenarenbubie PeaKuHHu

Yacrora

Hapyuienus co cTopoHbl KposH ATrpaHya0L1TO3 HeyTrouHeHHo# yacToThl

JUM(ATHYECKON CHCTEMBbI TpomGouunTonenus HeyrouneHHo# yacToTsl
TpomGountonenuyeckas HeyTouHneHHOMH YacToTh
Myprypa

Hapyuienus co croponsl HepBHoi | ['010BOKpYskeHHe Yacro

CHCTEMBI ["onosuas 6onb Yacro

CHMMNTOMBI TAPKMHCOHU3MA
(Tpemop, aKuHe3us, MOBbILLICHHE
TOHYCa), Htl:ycmﬁquaocn
MOXO/IKH, qUHAPOM
«OecnoKoMHbIX HOM», IpyrHe
CBSI3aHHbIE|C HUMH
JBMraTe/lbjible HapyLLIeHHUs,
00bI4HO ofjpaTUMBbIe nocsie
MpEeKpaLLeHins Teparnim

HeyTouHeHHOMH 4acTOThbI

Hapywenus cha (6ecconnuua,
COHJIMBOCT)

HeyTouHeHHO#H 4acToThI

Hapyuienus co ctopoHbl oprana Bepruro HeyTtouneHHo# yacToThl
cllyXa M JJabMPHHTHBIC HAapyLLEHMUs
Hapyuwenus co cropoms cepaua Ouymenng cepauebuenus Penko

DKCTPaCHCTONMS Penko

Taxukapaus Penko
Hapyuienus co ctopomsl cocy1os ApTepuanbHas rMNnoTeH3us, Penko

OpTOCTATHYECKAs IHITOTEH3MS,

KOTOpas MOJKET CONMPOBOKAATLCS

00LIMM HEIOMOraHHeM,

rOJIOBOKPY/KEHHEM HITH

najieHueM, 0COOEHHO MpH

0/IHOBPEMEHHOM MpHemMe

FMIOTEH3UBHBIX MPENapaToB

«[TpunauBbI» KPOBH K KOXKE Peaxo

aMua
Hapyuienus co cTopoHsl bosnb B sxuBoTE Yacro
JKEJYI04YHO-KHIIEYHOr 0 TpakTa Jlnapes Yacro

Jlucnencus Yacro

TowHoTa Yacrto

PBota Yacto

3anop HeyTouHeHHON 4acTOTbI
Hapyuienus co cTopoHbl neveHu u S
JKEJUEBBIBOALILMX My Telt ['enaTur HeyTouHeHHOH 4acToTbl
Hapyuenus co ctopoHbl KoxkH u Kodxias Cuirth HacTo
NOJAKOKHBIX TKAHEH Kowkbiii 3y Hacro
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KpanusHuua Yacro
OcTpeiii reHepaar30BaHHbIH
9K3aHTEMaTO3HbIH nycryJies HeyTqueHH()ﬁ 4acTOThl
(OI'211)
AHTHOHEBPOTHUYECKHH H "
ATt €yTOYHEHHOW 4acTOThbl
O61me paceTpoiicTBa U HapyLIEHHs
P AcTeHus YacTo

B MECTEC BBCJICHUS

ITEPEJIO3UPOBKA
Mmeercst siuib ouenb orpanuuenHas HHGOPMALMS O Nepe103MPOBKE TPUMETaswmHa. B ciyuae

MEPEAO3UPOBKH CIC/IYCT NMPOBOJIUTH CUMITTOMATHYCCKYIO TEpaItuio.

B3AMMO/IENCTBHUE C JIPYITUMHU JIEKAPCTBEHHBIMHU CPEACTBAMU

He 6b110 BbISIBICHO B3aUMOICHCTBHIL ¢ IPYrHMHU JIEKAPCTBEHHBIMU CPEICTBAMH.

OCOBBIE YKA3ZAHUS
Jlexapcrsennpiii npenapar Jlenpenopm™ MB He npennasHauen Uisi KYNHpOBAHMS MPUCTYIIOB
CTCHOKAp/IMH W HE MOKa3aH /Ul HAYAILHOIrO Kypea Tepaiuu HecTaGMIIBHOM CTeHOKapauu lmm
HH(apKTa MHOKAp/Ia Ha JIOTOCITHTAIIBHOM 3TaNe WK B epPBbIe JHH IOCIIUTATH3AIHH,
B cnydae pasButHs npucTyna cTeoKapaMM CiefyeT BHOBb ONEHHTH CTEIeHb I1OpaKeHus
KOPOHApHBIX apTepuii M, MpPH HEOOXOAMMOCTH, alaNTHPOBATH JieYeHHe (JIEKapCTBEHHYIO
TEpaIuio UM BO3MOKHOE IIPOBEJICHUE TPOIIE/IYPbI PEBACKYIISIPU3AIINH).

TpuMeTasuaun  MOKET BBI3BIBATH (MM YXyAIIATh CHMITOMbBI [APKHHCOHH3MA (TpeMop,

AKHHE3MIO, MOBBIICHHE TOHYCA), IOITOMY ClEIyeT MNPOBOAMTL peryispHoe Haboneline

MalHEHTOB, 0COOCHHO MMOXKHUJIOr0 BO3pacTa. B COMHUTENBHBIX CTyUasX MALMEHTBI J0KHBI OBITH
HarpasJIeHbl K HEBPOJIOTY /111 COOTBETCTBYIOLIETO 00C/Ie10BaHUS.

[lpn nosiBieHnn ABUraTEIbHBIX HAPYIICHHH, TAKMX KaK CHMITOMBI NAPKHHCOHU3MA, CHHIPOM
«DeCIOKOMHBIX  HOI»,  TPeMOp,  HEYCTOHYMBOCTh  MOXOJIKH, TPHMETA3UMH clesyer
OKOHYATEJIbHO OTMEHHTB.

Takue ciayyan peaku M CHMITOMBI OOBIMHO MPOXOAAT TOCHE IMPEKpAIIeHHs Tepanuu: y
OOJILIIMHCTBA MALMEHTOB - B TeYCHHE 4 MECSAUEB [MOCHE OTMEHbl TpHMETa3sHauHa. Ecim
CHMITOMBI ITAPKMHCOHM3MA COXPAHSIOTCs DoJiee 4 MeCsIEB 10cIe OTMEHBI MIpenapara, cieayer
IPOKOHCYJIbTHPOBATLCS Y HEBPOJIOTa.

Moryr oTmeuaThesi clyyadm TaJ€HHMs, CBS3aHHBIE C HEYCTOWYMBOCTBIO MOXOJKM HIJIH
apTepUHAIBbHOM  I'MIOTCH3WEH OCOOCHHO y MAlMEHTOB, TNPUHUMAIOIINX THIOTCH3HBHBIE
npenaparsel (cM. pasjen «llobounoe neiicTeue).

Creslyer ¢ OCTOPOKHOCTBIO HAa3HAYaTh TPUMETAZMIIMH MAlMeHTaM, Yy KOTOPBIX BO3MOMKHO
IOBBILICHUE €10 IKCIO3UIIHH:

- llpu Hapywienun QyHKIHMH [OYEK yMEPEeHHOH CTENEeHM TSIKECTH (CM. paszelbl
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«®apmakosioruueckne cBoicTBa» U «Crocod NpUMEHEHHMS U JI03b1»).

— Y NOKH/IBIX NalMeHToB cTapiue 75 et (cM. paszgen «Crnocod NpUMEHEHHUS U 103b1»).

BJIMSIHUE HA CITOCOBHOCTb YIIPABJIATD TPAHCITOPTHBIMH
CPEACTBAMHU, MEXAHU3MAMH

B xozme KIMHMYECKMX MCCiIeOBaHMH He ObLIO BBISBICHO BJMSHHS TPUMETa3HIMHA Ha
IOKa3aTe/ii  TeMOJIMHAMHMKH, OJHAKO B IE€PHOJ  [OCTPErHCTPALMOHHOTO IPUMEHEHHUS
Ha0JII0/IA/TMCH CITyYan roJ0BOKPYKEHUS H COHIMBOCTH (cM. pasnen «[loBGouHoe neiicTBrE»), 4TO
MOJKET IOBIHATH Ha CHOCOOHOCTH K YNPABICHUIO aBTOTPAHCIIOPTOM M BBINOJHEHHE pPaboT,

TpeOyIOLINX MOBIIEHHOH CKOPOCTH (DH3UYECKOU U IICUXMYECKOH peaKiuii.

®OPMA BbIITYCKA
TabneTkn ¢ MpOTOHrHPOBAHHBIM BBICBOOOKICHHEM, TIOKPBITHIE MJIEHOUHOH 06010UKOit, 35 MT.

[To 10 nan 30 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 ILUIEHKH MOIMBUHHIIXIOPHIHOIN

, | |
[To 60 nan 90 tabnetok B GAHKY MOJMMEPHYIO /UISl JIEKAPCTBEHHBIX CPECTB M3 MOJHITHIICHA

1 (QOJTBIH ATIOMHUHHEBOI ncql\moﬁ JIAKHPOBAHHOM.

BBICOKOH IJIOTHOCTH C KPBILIKOH M3 NOJUIIPOITHIIeHa, 00eceYnBaloLIeii 3almTy OT JleTei.
[lo 1, 2, 3, 6 KOHTYpHBIX SYEHKOBBIX ynakoBok 1o 10 tabnerok umm no 1, 2, 3, 4 KOHTYPHBIX
SYEHKOBBIX yrMakoBKH 1o 30 rtabnerok, wiM 1o 1 GaHke MOJMMEPHOH JUIS JIEKAPCTBEHHBIX

CPEACTB BMECTC C HHCTPYKIL i o NPHUMCEHCHHIO ITOMEIIAIOT B [1A4YKY M3 KapTOHA.

YCJIOBUSI XPAHEHUSI

[Ipu remneparype ne Boie 25 °C Bo BTOPHYHOI yiakoBKe (Mayke KapTOHHOIH).

XpaHHUTh B HEJIOCTYITHOM JUISI JIETEH MecTe.

CPOKT'O/IHOCTH
3 roaa.

He ITPUMCHSATH 110 HCTEYCHHUH CPOKaA IrOJIHOCTH.

YCJIOBUS OTITYCKA

OtnyckaioT no peuenty.

IOpuanueckoe 1Mo, HA UMSI KOTOPOr0 BBIIAHO PErHCTPALIMOHHOE Y10CTOBEPEeHHE

3A0 «Kanongpapma npoaakuin», Poccus

141100, Mockosckast obnacts, r. [llenaxoso, yi. 3apeunas, 1. 105.

Ten.: (495) 797-99-54, daxc: (495) 797-96-63.

Hudopmanus 06 opranmsanmmsix, B KOTOpble MOrYT ObITh HANPABJIEHbI HPETEH3IHH 110
KAa4YeCcTBY JIEKAPCTBEHHOI O Npenapara

3A0 «Kanondapma npoaxiin», Poccus

141100, Mockosckas o6nacts, r. [llenkoso, yi. 3apeunas, 1. 105.



Ten.: (495) 797-99-54, daxc: (495) 797-96-63.

DnekTpoHHBIH aapec: safety@canonpharma.ru

JIC-001706-040221

Ho.quumb Q0NOAHUMENbHBIE OAHHbIE O npenapame, HAnpaeums nNPemeH3ulo Ha €20 Ka1ecmeo,

besonacHocms, CO()6U4UMb 0 HedicelamelbHbIX 1eKApCmMEEeHHbIX PeAKYUAIX MOIHCHO NO me.'le(])ony:

8 (800) 700-59-99 (GecnaTHas nuHMs 24 yaca) WM Ha caiite www.canonpharma.ru B pasjesne

«[TonutHka B 06s1acT KauecTBa» - «be3onacHoCTh nMpenapaTroBy.

IIponsBoauTenn

3A0 «Kanoundapma npomaxin», Poccus

141100, MockoBckast obs1actb, 1. [1lenkoso, yi. 3apeunas, a. 105.

Ten.: (495) 797-99-54, daxc: (495) 797-96-63

www.canonpharma.ru

JlupexTop JCNaPTAMEHTA 110 PeryISTOPHbIM
BONPOCAM, KIHHHYECKHM HCCIEI0BAHUAM 0~
paspaboTkam llOBb;rX JIC Vi

3A0 «Kanoupapm

/

NPOAAKIIH

l
\
0.A. JIHCLKOBH‘!




