COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 17.03.2025 N2 7045

MUHHCTEPCTBO 3/IPABOOXPAHEHISI POCEMITEROH B AN

 MHCTPYKITHSL
IO N[EJI,IAIIHHCKOMY IPUMEHEHHMIO JIEKAPCTBEHHOI'O IPETIAPATA
CITA3CAH™ :

Pemc‘rpauuonnbm Homep: 11 N01 1958/01

Topronoe HAHMeHOBaHHe npenapa’ra. CIIA3I"AH'r ot

Mexayrapoauoe HeNIATeHTOBAHHOE MJIH rPYNIIHPOBOYHOE HAMMECHOBAHEE:
Merammson HATpYst + [TOQEHOH + (SHITHBEPUHE GpoMAN

JlexapcTBennasn gpopma: TabneTku |

CocraB

B 1 TabneTke CONEKATCS:

deficmeyroujue eewyecmeq; METAMM30]1 BATPHS MOHOTHApAT — 500,0 Mr, THTOhEHOHA THAPOXTIOPH, -

.= 5,0 Mr, deanusepuauA Gpomun - 0,1 Mr;

BCHOMOZAIMERLHBIE BEU{eCMBa; NAKTO3EL MOHOTH/IpaT — 165,0 Mr, moupon K-30 — 6, 0 M}

MArHHA CTeapaT — 5 0 MT, KpeMHHS THOKCH Konnounﬂmﬁ -1 0 MT.

' Omlcalme

Kp}’I'JIBIC ILTOCKHE TaGJICTKI/I oT Genoro A0 CBETIO-XKENTOI0 HBETA CO CKOIICHHBIMHU Kpasmn, Ha

OHHOH CTOPOHE PHCKa Ha ,[[p}’I‘OPI JJoroTan «-I l—))

. (Dapmalco'repanenmqecxaﬁ rpymla. aHanbI 63HPYIOI]I®C HCHapKOTﬂ"'leCKOG H OI[33MOJIHTH‘ICCI(OC

CpEICTBO.

Koa ATX: N0O2BB52 ’

(Dapmakonq'mqecxue CBOMiCTBA

Cnasrar™ — KOMGﬁHHpOBaHHLm NMpenapar, B COCTaB KOTOPOTO BXONAT: HEHAPKOTHUECKHH
aHANBIETHK - METAMH30] HATpHA, MHOTPONHOE CIA3MONATHIECKOE CPEACTBO MHTOMEHOH H

M-XOJHHOGIOKHpYIOIee CPEICTBO (eRmmBepHEHs GpoMa, CoueTanHe KOMIIOHEHTOB TIpenapara

TPHBOZAT K B3AMMEOMY YCHICHHIO WX (aPMAKONIOTHHECKOrO AeiicTBUs:, obnerdermo Gon, .
PacCabICHHIO IIAMKUX MBI H CHIKEHHIO NIOBHIICHEOH TeMIepaTypEL Tela.

DapMaAKOAHHAMHKA

- Memamuzon — npowsBogHOE MHPA3ONOKA, OKASHBACT AHANBre3HPYIOMIEe, KAapoIOHIKAIOmee 1
. HPOTHBOBOCIATHTEIbHOE AeficTBre. CornacHo Pe3yJIbTaTaM HCCICNOBAHMH METAMH30/ HATPHS M
'€r0 aKTHBHBI MeTaGoNHT (4N-MCTHJIaMHHOaHTHHHpH}I [4-MAA]) oﬁna,ualo'r uen'rpam,nsm H

-nepu(bepnqecxum MexanmsMoM fiedicTeust. HecenekTHBHO m{rnﬁnpyer LHKITOOKCHTCHA3Y H

CHIDKAET 00pazoBaHye MPOCTANIARIHHOB A3 APAXHAOHOBOM KHCIOTHI.



C::TBETCTEH'ET IKCMEPTHOMY OTYETY
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ot 17.03.2025 N2 7045
. . ) (Bwanannat b TG ICORY
HMumodpenon, nopoGHO - nanaBepHHy, OKA3bIBAGT IPAMOE N[ﬂﬁ’?ﬁhjélo% ﬂeﬁrérﬁnbhﬂa “TAAJIKYIO

MYCKyNaTypy BHYTPEHHHX OPTaHOB H BBI3BIBAET ee paccnabieHue.

Dennueepunua Opomnud 3a  CY4eT  M-XONMHHOONOKHDYIOIIEr0 ~ NEHCTBHA  OKasbIBAeT

- ICTOJTHHTENLHOE pacchabiisolee Bo3ciCTBIE Ha IMAJKYIO MYCKYIaTypy.

PapMaKOKHHETHKA ,
Memamuson wampus. Xopomo u GBICTPO BCACHIBACTCA B MKEIMYA0IHO-KAIIEYHOM TPAKTe (°KKT)
nocje NpHeMa BHYTPh. B CTeHKe KHIMEYHHWKA THAPOIH3YETCS C O0pa3oBaHHEM aKTHBHOIO
MeTaboHTa, HEUSMEHHBIH METAMH307 HAIPHsS B KPOBH OTCYTCTBYeT. CBA3h AKTHBHOTO
MeTabomita ¢ GenxaMu KpoBH — 50-60 %. Metabommsupyercs B riedeHH, BHIBOAUTCA MOUKaMH. B
TepaIleBTHYECKHX 032X MPOHHKAET B IPYIHOE MOIIOKO.

ITumocperon u cpennusepurun 6pomud. B IOCTYOHBIX JUTEPATYPHBIX NAHHBIX HEAOCTATOYHO

CBeZICHHH O dapMakOKMHETHKE NAHHEIX AeHCTByomux BemecTB. Ofa jefCTBYIOMMX BELISCTBa

XapaKTepu3yloTcd HEMONHOH pesopOluel, Ipd 3TOM OHH MONHOCTHI0 HOHMSHPYIOTCA. HMMeroT

.cnabylo  NHOOpacTBOPMMOCTh. He IpOXOmAT wepes remarosHuedaiMueckuii  Gaphep.

MerabonasupyloTcss B IEYEHA IyTeM OKHCIMTENGHBIX PEakuui, BEIBONATCH B OCHOBHOM
TTOYKAMH.,

Mokazanus K npnmeﬂenm{)

BO.TIeBOI{ CHHADOM yMepeHHoi Wi cnaboil BBIP2OKEHHOCTH PA3JITIHOTO TeHe3a: FONOBHas GOJIB,
3yGHas 60nL MHTPEHO3HA HoIn, aJIBI‘O,H}ICMCI-IopeH (MencTpyansHas 6OIIL) 60JIB TIpA TPaBMaX H
OJKOFaX.

Crnabo wnu YMepeHHO BBIpaQKeHHSIﬁ Gonesoit cmmpoﬁ HpH cHa3sMax .I"JIa‘I[l-(OI:'I MYCKYNaTyphI -
BHYTPEHHHX OPTaHOB - IOYETHAS ¥ IEYESHOIHAS KONHKH, 60T CIIACTHYECKOTO XapaKTepa Mo XOxy
KHAIECTHHKA. |

Moxer npnmeHﬂTLca I KPaTKOBPEMEHHOT0 CHMIITOMATHYECKOrO chqcﬂwi npu GoJm B cycTaBax
(peBMaTHYeCcKHE OONH, apTPHT, apTpo3, OONH B COHUHE, LIee), HEBPAITHHU, WITHANTAH, MUAITHA
{MpIIC9HbIE GOJIH).

KaK BCIIOMOTaTCIIBHOS CPEACTBO MOXET NPUMCHATECA ML YMCHBIICHUA Ooneli mocne

. XUDYPTUYECKHX H IHArHOCTHYECKHX BMEIIATEECTB.

Ilpu H&06xonnmocm NpenapaT MOXeT OBITh HCTIONE30BaH /U CHHOKHHSA TIOBBIIEHHOH
TEMIEPATyPhl Tena npH npocrynnwt " nntbemmoaﬁo—socnanmenbmm 3a6oneBan[x

B ciyuae Heoﬁxo,umaocm moxanyiicra, npoxoucynympymecs c BpaqOM nepen IIpHMeHeHPIeM
NIEKAPCTBEHEOrO Npenapara.

Ilpomsonmca:;amm

IoBennenHas llyBCTBHTeJLBHOCTB K npohsso,uﬂbm unpasoqloﬁ‘a (OyTammoH, »Ipn6y3(‘m), K JAPYTEM

KOMOOHEHTaM Mpenapard. YTHETeHHE KOCTHOMO3IOBOrO . KpPOBETBOPEHMd, cralwisHas H
' 2
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. - '“'".‘. ':”:.|
HecTaOWIbHAS  CTEHOKapAus, -XpOHH4YecKad cepneqﬂaﬁE' G HOCFATOTHOC TS CTamud

IeKOMIICHCAIWH, BBIPAXEHHbIC HapymeHHs GyHKUAM INEYCHH MIH MOoYeK, AeuuuT
TIOK030-6-(hochaTaeruaporenassl, TAXHADHTMHUH, 3aKpHITOyTONbHAY GopMa  IIAYKOMBI,
THOCPIVIA3HS ITPEACTATeNIbHON JKelne3pl ¢ TeHACHNmHEH K 3afiepKKe MOYH, KHINeYHast

RCNPOXQAUMOCTE U MCTaKOJIOH, IPaHyIoOUHTONCHHS, ,HC(DI{HI/IT JIAKTa3bl, HEHCPECHOCHMOCTD

JIaKTO3bL, TIIOKO30-TaTaKTO3HAd MamsabcopOuus, GepeMeHHOCTb, NEpHON  JIAKTAllMH, ACTCKuH

BO3pACT 10 § JIeT.

~ C 0CTOPOKHOCTBIO

. C OCTOpOXKHOCTHIO . H TNOI KOHTPONEM Bpaya cCJIeHyeT NpPHMEHATh MNpemapar OOJBHBEIM C

HapyIICHHOM (YHKIUHEH ITeYeHH WIN INoYeX, TPH CKIOHHOCTH K apTEPHANBHOH THIIOTCH3MH
(creTonuyeckoe JaBNCHUE HIKE 100 MM pr.ct.), OpoHXOCHA3My, a TAaKXKES XIPH IOBBIICHHOH
HHJTUBHTY ATTBHOH qyscmmenbnocm K HECTEPOMIHBIM NPOTHBOBOCTIANHTENBHEIM CPEAICTBAM HIH
HECHAPKOTHYECKUM aHANBICTHKAM. TIpu mmrensHoM (Gonee Hepenn) NpUMEHEHMM TNperapara
HeOGXONAM KOHTpOTb KADTHHEI NepH(EpHUecKoll KpOBH (CONEPXAHME INEHKOIUTOB) M
dbysKkuEOHATEHOTO COCTOSIHAS medeHH. [IpH NONO3peHrH HA ArpaHyJIOUMTO3 WM IpH HaJTHYHH
'[pomﬁoum‘oneﬂﬁu HEeOOX0UMO NPEKPaTHTE MPUEM IIpenapata.

B nepuon JeYeHw npenapaToM Henb3s TIpHHEMATh ATKOrONp. .

IIpamenenne mpn 0epeMEHHOCTH M B INEPHOX IPYAHOr0 BCKAPMJIIHBAHHMS

Eepmennocmb - ' ‘ ‘ _
Mmmuson TIPOHHKAET Yepe3 ILTALICHTY. B NIEPBOM  TPHMECTpe OepeMeHHOCTH NpPHMEHEHHE

npenapata Cnasran™

IpOTHBOMOKa3aHo. Bo BTOpPOM TpHMECTpe OepeMEHHOCTH JICUCHHC
NpenapaToM AODKHO OCYLIECTRIATBECA IO CTPOTHM MEIMUMECKHM MOKA3aHMAM, H Tonm(o B TeX
cyyadx, Korja OXHuaeMas I0Jb3a JUId MATEPH NPEBHINIACT MOTEHLHANBHEL PUCK WIS ILIOAA.
IIpuMeneHue Tpenapara B HOCHEAHME 3 Mecsina GepeMeHHOCTH OPOTHBOMOKA3aHO (B03M.O)KHO'
NOJABNCHAC COKPATHTENHHOM  CIOCOGHOCTH. MATKH M NPEKIEBPEMEHHOE  3aKpHITHE
apTepHAIBHONO NPOTOKAa y IJIOJA) H OCIOXHCHUH B IEPHHATAIBHOM IMEPHOME, CBA3AHHBIX C

HapylIllIeHHeM arperalfuOHHON CIIOCOOHOCTH TpOMGOHI’ITOB MarTepH H HOBOPOXIACHHOTO.

. Kpome Toro, ne ClIeAyeT IPUMCHATS HIIBII xeHluHaM, HaunHas ¢ 20-if Benem GepeMEHHOCTH,

B CBA3M C BOSMO}KHBIM Pa3sBHTHEM MaJIOBO,I[I/Ii[ H/MJIH [HATONOTHH HO9eK Yy HOBO]JO)KIICHHBIX

(HeOHaTaJLBHaﬂ MOYeUHAs AUCHYHKLI).

Hepuod zpyonozo eckapmnueanus

Tpu Heoﬁxonmocm TPYMEHEHNA IPenapaTa CHABI“AHTM KopMsIIeH )xenmnnoﬁ Heoﬁxommo

pelnTs BOIIpOC 0 IIPEXpPAIIEHIH IPYHOTO BcrcapMJmBanm.

Crniocob RPUMEHEHHUS M RO3BI

Bapocnble ¥ _Jlern crapmie 14 JeT DpUMEHSIOT BHYTPh, (Iy4iue IOCHE €fbl) OGHIYHO
3
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110 1-2 TaGmerim 2-3 paza B cyTku. CyToWHAT /1032 He JOIUKEA HDERRHts 6 TA6HEToR.

Hpodomxucumenvrocms npuema ne bonee 5 oneil.

VBeIMUeHHe CYTOUHOM 0351 NPenapaTa WK MPOA0SDKUTEIEHOCTH JIEYCHIA BOIMOXKHO TOJIBKO IO
PEKOMEHFALHA ¥ NOX HabJIOACHHEM Bpada.

Jo3upoBky s nereit. Y mereit npenapaT NPUMEESIOT TOJBKO IO HasHAYeHHIO Bpa4a. Jlo3upoBka

ons peredt 8-11 mer - mo monosune tabnerkm He Goypme 3 pas B CyTkH, 12-14 ner — mo 1
TabneTke He Gonplue 3 pa3 B. CYTKH. I[pymé PEXHMBI JO3HPOBOK BO3MOXHBI TONBKO TOCIHE
KOHCYJILTAIIHU C BpadoM. ’ '

IToGoaHoe OelicTBHE

[o6ounsie 3dithekThl GBUIH CIPYNIIUPOBAHEI IO CUCTEMHO-OPTaHHBIM KJIACCAM B COOTBETCTBHH C
MedDRA u wraccudukanyeh YaCTOTH! passuTHa HP cooTBeTCTBEHHO p_excomeﬂ,z[aum Beemup-
HOIl OpraHH3al{e 3[PABOOXPAHEHIS: O9eHb 4acTo (>10%); yacto (1%, <10%); Hedacto (=>0,1%,

<1%); peaxo (=0,01%, <0,1%); ouens peaxo (<0,01%); yacTora Hem3BeCTHA (10 HMEIOIIMMOCA

' IaHHBIM HEBO3MOXHO OIICHHTH HYaCTOTY. pa3sBHTHA MOGOYHEIX 3d¢ekTos). [lepeuncnennsie Hexe-

NaTeNIbHBIC PEaKIMH BBI3BAHBI MPEHMYIIECTBCHHO METAMH30JIOM HATPHA, BXOAAIIMM B COCTaB Je-
KapCTBEHHOTO IIPENapara.

Habyuienm co cmopoub} Kposu u numjmnm'iecxbd cucmemst

Pedxo - TeUKONIEHUS; Ouens pedxo - arpaHyjionuTo3 (MOXET IpPOSBIATECA — CIEHAYIOUMUME
CHMIITOMaMU: HEMOTHBHPOBAHHBIA MOABEM TEMIIEPATypHl, 03100, Goib B ropie, 3aTpydHEHHE

IJIOTaHKA, CTOMATHT, a TAKXKE Pa3BHTHE ABICHHH BATAHATA WK MPOKTHTA), TPOMOOLHUTONEHUS,

Yacmoma neuzgecmua. aAlIaCTHICCKaA aHCMMA, NMaHUMTONOCHHUA, BKIIIQOYAaA CJIIyYad ¢ JICTAIbHBIM

HCXOIIOM.
Hapyutenusn co cnoponst HMMYHHOU cucniembl

Pedxo - anaclmnalcmqeémﬁ_ oK, aHapHIAKTHISCKHE HIIH anatl)ﬁnalcron,uﬂme peaxnum,
0COOEHHO TIOCHIE MAPEHTEPaNbHOTO TIPUMEHEHHS; O%eHb PeOKo -~ NPHCTYN GPOHXHATBHON aCTMBI

(¥ mamueHTOoB ¢ «aCIIHPAHOBOMY aCTMOH), MAPKYATOPHEIH INOK.

Hapyuienun co crmopomsl Hepenoti cucmemut

Yacmoma neusgecmud - TONOBOKPYKEHHE, TONOBHAA GOJIb.
Hapymenun €O CHIOPORY! OP2AHA 3PERUR

(Iacmoma Heweecmua rlapes aI(KOMO,lIaLlI{I/I

 Hapywenus co cmoponst cepoya

Heuacmo - oIy meH7e cepm.[e6nennx TaXHKAp/sL, HapyleHHe CEpIEHOTO PHTMa, LIHAHO3.

Hacmoma neuseecmua: CHHIPOM. Koyfmca (aJUIepI‘H'-ICCKaﬂ CTeHOKAPIHS MK anneprutlecxuﬁ

HHpapKT Mnoxapna)
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(Bxogawpi M3 N24282685)

Hapywenua co cmoponwt cocydos

. Heyacmo - aprepuanbHasi THIOTEH3U S, THICPEMHSL.

Hapywienus co cmopowst ObixamenbHoii CUCIEMbl, OP2AHOE ZPYOROY KNemKIL i CPed0Cmenua
Yacmoma Heuseecmua - GPOHXOCTIA3M.

Hapyuenus co cmoponst scenydouno-xuinennozo mpaxma (JKKT)

- Pedxo -pBOTA ¢ TIPHMECHIO  KPOBH, JKENyJOYHO-KHMIIEIHHIE  KPOBOTEUEHUS; HACHMOMA

’

Heu36ecMHA - CyXOCTs BO PTY, TOIHOTA, PBOTA, GONB B 3XMBOTE H AHCKOMQODT, 3a10p.
Hapyutenus co CInopoRbi Be4en s u Heeuesul600RULUX Hyme

Yacmoma neusgecmna - MOXET Pa3BHBATHCH JIEKAPCTBEHHOE MOPAXCHHE MEYeHH, BKIIOYAS
OCTPBIH refaTuT, KeATYXY U MOBBILCHUE YPOBHA «IICUCHOUHBIX TPAHCAMHAHA3Y.

Hapywenus co cmoponst Koycu u nOOKoNCHbIX MKaKeld »

Heuacmo - QuKcHpoBaHHas JCKAapCTBOHHas CBIIb, peoxo — KOXHAl ChIb, CHHIAPOM
Crusenca-IDxoHcona 1 cnﬁ,upom Jlaitenna. (TokcHueckHit SMUACPMATIBHBIH HCKpOJ‘I]*B),
aHFHOHeEporﬁqecrca}"{ OTeK, YMEHBINCHHE IOTOOTACNEHHS; HYUCHIOMA  HEUSBECMHA -
TNIEKAPCTREHHAS PEAKIHS ¢ J03MHOPHIHEH M CHCTEMHBIMH CHMITOMAMK (DRESS)

Hapymenua co cmoponm nouex umoqeeueooﬂmux nymeii

Heuacmo - BO3MOJKHO ochamnsafme ‘MOYH B Kpacnm“{ IIBET BCIEACTBUE n;incytcmm B MOYE

MeTabonura — py6a30uonoi71 KHCIOTEL.

Ouenv  pedxo - BOMOXHO OCTpOE yxynmeﬂne {[)yﬂmum noveK (ocrpaﬂ No9e9Hasn

HEJI0CTATOYHOCTE), 0COOEHAO y MAlMEHTOB ¢ 3a00NEeBaHMAMM TMOYCK, B HEKOTOPBIX CIYHasX
ONMUrypueH, aHypuell W npbreunypueﬁ; B CAMHMYHBIX - CIyJATX MOMKET pasmﬁcx OCTpBIH
HHTEPCTHHHATHHBIN HEDPHT.

epeno3nponka A

Cumnmombor. TO[IIHOI’I‘a, PBOT4, CHIDKEHHE apTEpHANBHOTO INABNCHHA, GONH B JIHIacTpalbHON
00NacTH, ONHIYpHs, FHIOTEPMHS, TAXHKAPIKS, ONBIIIKE, IyM B YIIaX, COHIMBOCTD, CIIyTAKHOCTE
CO3HaHHsA, OpeX, OCTPHIi arpaHyNONHMTO3, TEMOPPATHUYSCKHA CHHIPOM, HAPYMEHHS (QYHKIMH
IIeYCHH M [I0UeK, CyNOPOTH, NApaiY ABXATENEROH MyCKyIaTy phl.

Jeuenue: MpoMEIBaHUE ' XKETYOKA, HAa3HAYCHHE a,ncopﬁnpyromux CPeJICTB, CHMIITOMATHYIECKAS

Tepanus.
- BaamMoielcTBME ¢ APYTHMH JIEKAPCTEEHHBMHE CPEACTBAME

MeTaMu301 MOKET MBIYIHPOBATh METAGOTH3HPYIONIHE bepmentsr, Brmouas CYP2B6 n
CYP3A4. CoBMecTHOE NMPUMEHEHNE METaMH30Ja C OYNPORUOHOM, IQAsUDEH30M, MEMAOOHOM,
BANLAPOAMOM,  YUKIOCHOPUHOM, MAKPORUMYCOM WIN CEPMPANUKOM - MOXKET ~TIPHBECTH K
CHYDKSHMIO, KOHUEHTPAIMH 3THX INPENapaToB B IVA3Me KPOBH ¢ HOTEHIHATBHBIM CHIDKCHHEM

KIHHUYECKOH 3 EeKTUBHOCTH.
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- . (Byonouui b IGIEARY
IIpH OIHOBPEMEHHOM TpPVMMEHEHMH 3THX NPENapaToB C METAMUBONOM HATOHA PeROMSHIyeTCS

"COBIIONATE OCTOPOIHOCTE; NPH HEOGXOJUMOCTH CHEIYET KOHTPONHPOBATH KIHHAYECKHH OTBET

W/HIH KOHIIEHTPALMIO NpelapaTa.
O[HOBPEMEHHOS NpEMEHEHNE METAMH30JA HaTpHA C  Opy2umll  HeHAPKOMUYECKUMU
AHARLZEIUPYIOWUMYU  CPeOCMBaMY MOXKET NPUBECTH K B3aHMHOMY YCHJICHHIO TOKCHYECKHX

sdbdextos.

Penmeenoxonmpacmuvie  NeKQpPCMGEHHbIE  CPEOCMEd,  KOMIOUOHblE — KPOGE3AMEHUment U

neHuyuwanUH ~ BE  NOJDKHEI - NPHMEHATCA  BO  BpeMa  JIGYCHHMA  (penapaTaMi,
COTEepIKAIAME METAMH30I . HATpHS . (noBblmeHHBlf . pHCK PasBMTHA
aHaDUNAKTHUECKUX/AHADHUTAKTOMIHBIX PeaKIHif).

IIpu coBMECTHOM UpUMEHCHHM ¢ Hroxamopamu Hi-eucmamunogelx peyenmopog, npousgoorvlmi

 Gymupogenona u henomuazunag, MpUYUKTUYECKUMU GHMUOENPECCANMAMY, AMAHMAOUHOM U

XURUOUHOM BOZMOXKHO YCHIICHHE M-XOJIHHOﬁJIOKHp}’lOHIePO JelcTByA. »

Vemmsaer s dexTs1 smanona.

ONHOBpEMEHHOE  NPHMEHEHHE C  XIOPHPOMOSUHOM — URY  Opy2uMy  MpOUBEOOHbIMU
eromuazUHa MOKET IPHBECTH K PASBUTHIO BHIPAKCHHOM THIIEPTEPMHUIL.

Tpuyuxauseckue GHMUEnPeCCaNmbl, NEPOPATLHbIE KONMPAYeHmues, annonypuron HOBBIIAIOT
TOKCHHHOCT IIPETIapaTa. ‘
(Deuunﬁymas'ou 6ap6umypambz u Opyaue eenamoundykmopbl npu OJIHOBpeMeHHOM l'lpHMCHeHHH
YMEHBIIAIOT atb(belcmnnocu METAMH30JIa HATPHUS.

Cedamusnvie u anxcuoUMUYECKUE NEKAPCMEERNHbIE CpedCmea (mpankeuruzamopsl) ycmmnalor
aHanbre3upyoliee AeHCTBIE METAMH3071a HATPHA.

Meramu3on HaTpusi, BBITCCHSA M3 CBA3H C OCIKOM NepOpanvHble  2unOiuKeMuyeckue
NeKapcmeennbie  CPeOCMEa,  HempAMble  AHMUKOAZYIAHMGI, » 2RIOKOKOPIMUKOCIEPOUObL
U UHOOMEMAYUH, MOXKET YBETMYNBATh BEIPAKEHHOCTH HX HEHCTBHASL.

Muenomoxcuunvie nexapcmeenmnvle cpedcmea YCUNMBAOT MPOSBIEHHE TIeNATOTOKCHYHOCTH
METAMU30J1a HaTPHs. - . | _ .

MeTaMM30J1 HATPHA MOXET YCHIIHBATH IENATOTOKCHYECKOE NEHCTBHUE Memompexcama, 0COGEHHO -
y MAMEHTOR MOXHIIOTO BO3PACTA. |
Tuamason % CapKroAu3uy TIOBBIIAIOT PUCK Pa3BHTHA JICHKONESHHI.

Yeumiearor sdext xodeun, _ Groxamoput  Hy-aucmamunoswix peyenmopoe
u nponpanonon (zameniser MHaKTHBAIAI0 METAMH30JIa Harpm)

Tpu HEOGXOIMOCTH OIHOBPEMEHHOTO IIpH.MCHCHPIﬂ npenapara CIIABTAH™ ¢ YKA3AHHBIMA B

| IpYTHME NEKapCTBEHHBIMH IIPEIAPATAMH ClIeTyeT NPOKOHCY TFTHPOBATLCA C BPAYOM.

Bcee poltenepewucnennbie B3AUMOACHCTBHS ¢ JAPYTHMH JIEKapCTBCHHEIME CPEICTBAMH yKa3aHbl
6
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: . . 1= P ; ’ﬂHDF
IUIA METaMH3071a HATpUA, I nuTodeHoHa U HeHIHBEPHUHMA ponTA Ranten mee 05

Ocobple yrasaHus

[lpu NeueHH: NALMEHTOB, IONYYAOIHAX OUTOCTATHICCKHE CPECTBA, npneM METaMH30,7a HATPHAA
JOIDKEH MPOBOTUTECS TOJNBKO 0 HabmoneHHeM Bpada.
Arnaunaxmuueckue/anadpunaxmoudnvie peaxuuu

Ilpu mBedOpe cmocoba BBeAeHMs Hpenapara claeayeT YYHTBBATh, 4TO napenrépanmoe
TPUMEHEHUE CBA3AHO c Oonee BHICOKMM  DHCKOM BO3HHKHOBEHHUA
aHa(MIaKTHYECKUX/ aHaQATAKTORAHBIX PeaKI(Hi.

TloBENUEHHBINH. pUCK pPasBHTHS PpEaKmMil THIEPYYBCTBUTEIBHOCTH Ha METaMHM30] HATpHs
06y CIIABITHBAIOT CNENYIOIIUE COCTOSHUA

- GpoHXHANbHAs aCTMA, WHY IMPOBAHHAS TIPHEMOM AHANBICTHKOB;

- HeIIEPCHOCHMOCTE aHAJIBI'CTHKOB 110 THITY KPalliBHHIBI HJIH aHM'HOHCBPOTHYCCKOI'O OTCKA,

- HONHOE MM HENONHOE codeTanue GPOHXHANbHON ACTMBI, PELFMBHPYIOLIETO MOIKIO3a HOCA U

OKOJOHOCOBEIX I1a3yX . H HENEPEHOCHMOCTH AICTHICATHIMIOBOH KWCHOTHl MWIA APYTHX
HECTEPOHHBIX POTHBOBOCTIAMTENBHEIX NPENAPATos (B TOM WHCNE B AHAMHE3E);

- XPOHHYECKAs KPAIMBHUIIA;

- chepefiocnmocn, AIKOTONS (ITOBBIIICHHAS YyBCTBHTENBHOCT K AKOTONIO), Ha doHe KOTOPo,

AKE IIpH TPHEME HE3HAYUTENHHOrO KOJMMYECTBA HEKOTOPBIX AJIKOrOJBHEIX HAMHWTKOB, Y

NAnUCHTOB  BO3HHKAIOT YHXAHHE, CHC3OTCYCHHE H  BBIPAXKCHHOC IOKPAaCHCHHC KA.

HenepeHOCHMOCTE QJIKOTONA MOXET CBHIAETENHCTBOBATE O pAaHEE HEYCTAHOBJIEHHOM CHHAPOME
OpOHXHAIBHOH aCTMBI, CBA3AHHON ¢ aHATBreTHKAMH (ACTTHPHUHOBOM aCTMBL);

- HENEPEHOCHMOCTh MM IOBLILIEHHAs 4YyBCIBHUTENBHOCTE K KPAcHTENAM  (HampHMep, K

_TAapTpasWHy) HIH K KOHCEPBAaHTaM (HampumMep, K GeH30aTaM);

- aHa(WIAKTHYECKHE HIH JApYrHe HMMYHOJOIHYECKHE PeakuuH Ha JApyrHe MHPA30JOHBL,
THPa3OHANEL H NPOYME HEHapKOTHYecKue aHambreTukH (cM. paszgen "llpotuBomoxazanusa™) B
aHaMmHe3e,

Ilepen mpuMeHeHWeM mpenapara Crnasran™ Heo6X0AuMO IIPOBECTH TMATENHHBH ONPOC

' maupeHTa. B ciyyae BBICHEHMS, 9TO MAUHEHT OTHOCHICA K IpyHHe 0coBOro PHCKA PasBHUTHA

aHaQWIAKTOMIHBIX peakuuii, npenapar cieflyeT Ha3HAyaTh TONBKO IIOCHE TINATEJBHOTO
B3BCLIMBAHNS BOSMOXHEIX DPHCKOB H OXHZAeMOil noms3sl. B ciydae IIpHH)ITHSl pemernd o
IPUMEREHNHA TIPEapaTa y TakuX NAlueHTOB moTpebyercs CTporuit MeIHLMHCKAE KOHTPOJXH HX
COCTOSHYSA, H HEOOXOAUMO HUMETh CpeicTBa JUL% OKa3alus HM Heomoxcﬂoﬁ moMoH B cnyqae

pa3BHTHS ana@mamnqecmx/aﬂacbmaxronnﬂbm peamnn.

v upenpacnonoxceumﬂx ANHEHTOB Mo;xe'r BO3HUKATh aHAQUNAKTHYCCKHH IDOK, IIO3TOMY

TAUUenTaM ¢ OpPOHXHANBHOH acTMON HIM aronuell METAMU30Jl HATpHS CHeAyeT Ha3HauaTh C
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OCTOPOKHOCTHIO.

Tancenvie KodicHbIe peakyuu

Ha ¢one npHMeHeHMs MeTaMH30JMa HaTpMA ObUIM ONMMCAHBl OMACHBIC U1 OKH3HM HIIH
CMEpPTENBHEIE TSDKENBE KOXKHBIE peakuMu (peixo), Takue xak cHHApoM Crmsenca-IDkOHCOHA
(CCIl), toxcumuecknit smumepmanbAbli Hekpomts (TOH) u  yexapcersenHas peakuusa ¢
303uHOGMIVEl A CHCTEMHEBIMH CHMITOMaMH (DRESS). ‘
TlanHeHTs NOMKHE GBITH MHGOPMHPOBAHBL O CYOBEKTHBHBIX M OGBEKTHBHBIX CHMIOTOMAX
HAHHBIX 3a00neBanuii, ¥ HUX ciegyer maTenpﬂo KOHTpPOJUPOBATh KOXHbBIE PEaKmar, OCOOCHHO
B T€YECHHE NEPBBIX HEAEIb JICUCHHUS,

Ilpn nosBIEHAM NpPA3HAKOB M CHMIITOMOB, YKa3pIBAIOHIMX HA O3TH pEeaKiHH, JCUYCHHE
METaMH3ONOM HATpUA CAeTyeT HEMEANEHHO MpeKpaTHTb. JampemaeTcs Kora-nubo BHOBB
MOBTOPATH JIEAEHHE IIPEMAPATOM.

Azpanynoyumos . _ . _
ATDaHYNOUKMTO3,  pasBUBAIOMMICS  Ha  (OHE. JICUEHMS  METAMH3ONOM,  HMeeT
HMMYHHOQUIEPTHYECKOe IIPOUCXOKACHHE H NMPORO/DKACTCA, [0 MCHBIICH Mepe, OfHY HeMemo.
TonoGnas peakuus BO3HAKAET 09EHB PEIKO, MOXKET OBITH TAKEIOH, JKUSHEY rpoXKaroe H Jaxe ¢

JIETAJIBHBIM HCXOJOM. DTa peakilfs He ABJIAETCA JO303aBHCHMOM U MOYXET BO3HHKHYTH B JIHOGOH

MOMCHT BO BpEMA neqenuz

BCC NANUCHTEI JOJKHBI 6]':-1’[‘]':- IIpOHHC’I‘p}’K'IHpOBaHBI npelcpamrb IIpI{MCHeHKe npenapa:ra H

HEMEJUICHHO TNPOKOHCYJIBTHPOBATHCS € JIEYAUM BpadoM MpH MOABIEHHE CIEAYIOIHUX

_ CyOBEKTMBHBIX WIH OOBEKTHBHBIX CHMITTOMOB, BO3MOKHO CBS3aHHBIX C HCGHTpONEHHEL:

Juxopanka, 03u06, Goib B ropie, s3BH B MONOCTH pra. B ciydae pasBHTHs HeHTpONECHHH
(xonmuuectBo Heitpodmios < 1500 3 MM3) HEoGXOAMMO HEMEAJIEHHO NpPEKpaTHTH JIEICHHE,
CPOYHO BBUIOJHHTE paé,BepHyTbrﬁ o0 aHANTA3 KPOBU M IIPOJOIKATH KOHTPOJE COCTaBa KPOBH
JI0 BO3BPAINCHHA KOJIHYECTBA POPMEHHBIX SIIEMEHTOB K HOPMANbHEIM 3HAYECHHAM.
Hanuyumonenusn

B cmydae pasBETHS OAHIATONCHHH JCYCHHE CNEHYeT HEMEIUICHHO NPEKPaTHTh, HeoGXomuMmo
KOHTPOIMPOBATE MOKa3aTeNH PasBepHyTOro aHATH3a KPOBH BIVIOTH JO HX HOPMAIH3AMKH. |

Bce manueHTs TOMKHED 651'1‘5 nponﬂcmyrcmposa}m HEMEUICHHO o0pamaTescs 3a Mc,zmrmﬂcxou

- IIOMOI.[IB]O npu no;mner—me BO BpeMﬂ JICICHHA MeTa.MHSOJIOM CY6’beKTI/IBHBIX HJIPI 0OBEKTHBHEBIX

CHMITOMOB, MO3BOJLIOMMX MPEANONOKKTh NATONOTHYECKHe H3MEHeHHA KpOBH (HAmpHMEp,
oblmee HemoMOraHue, m{(belcunu, c*romcaﬂ JEXOpaIKa, o6pa308am{e remMaroM, KpOBOTEHCHHS,
GHC,ZIHOCTB)

Hawmpoeannue zunomenzusnoie peaxuuu

Beeaenue meraMusona HaTpHs MOXET BBI3BIBATH . U3ONIMPOBAHHEIC THIIOTCH3HBHBIC PEaKLHH.
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IafHble peaKUHH, BO3MOXHO, 3aBHCAT OT [O3HI nmpena Mal T ame [BobpKaor mocne
NApEHTEePATBHOTO BBEICHHS. '

Ocmpan 6ons é ncueome

‘HexnomycTiiMo HCIONB30BAHKE NPETIApaTa IS CHATHS OCTPBIX Goielt B :XMBOTE (X0 BHIACHCHUS HX

MPUIAHBL).

Hexapcmeenioe nopasicenue neuenu ‘

V nanueHToB, IONYYaBIOMX = METaMH30j, ObUIM oODMCAaHBI Ciy4ad OCTpOro TIeHaTHTa,
NPEeHMYIICCTBERHO TeIaTOUEIUTIONIAPHOTO XapakTepa, KOTOPEIi HAYHHANCSH MO [PONIECTBHH OT
HECKONBKMX IHeH A0 HECKOJBKHX MECSIeB Noche Hauana jedewrs. [IpysHaki H CHMIITOMBI .
BIJIOYAIH MOBBIIICHUE ypésnx depMenTOoB MeYeHH B CHIBOPOTKE KPOBH ¢ XENTyxoll HiH Oe3 Hee,
4acTO Ha (OHE BOSHMKHOBEHHs IAPYTHX PEAKLMH THIEPIyBCTBHTENBHOCTH K JIEKaPCTBEHHBIM
cpencTBaM (HAIpUMep, KOXHOM CHIMH, JUCKPa3sHH KPOBH (IIATONOTHYSCKHE M3MEHEHMS KPOBM),

JHXOPafKH H 303MHO(MIMH), HWIH CONMPOBONIANKCH MNPH3HAKAMH AYTOMMMYHHOTO TENaTHTA.

.BONBIIMHCTBO MANMEHTOB BHI3NOPOBENH IIOCHE NPEKPALCHHA NEUSHHA METAMH3ONIOM; TeM HeE

MeHee, B OTHCHBHBIX CIy9adx coo0mand o NporpecCHPOBAHHH OCTPOH medeHOUHOH

HEJOCTATOYHOCTH, B PE3yJIETaTe KOTOPOii TpeGoBanach TPaHCILIAHTAIIHS IEISHH.

MexauusMm MeTaMH30H—HH.II)(HHpOBaHHOF0 IlOpa’)KQHM MCICHH HC COBCOM ACCH, HO HMCIOINHECA

JIAHHBIE YXa3EIBAOT HA ero mmynoamrepmec[(y[o HpHPOTY.

ITamuenToB HEOOXOAMMO HPOHMHCTPYKTHPOBAaTh O TOM, 4YTO HM H606XOI[HMO oGpamTBc;I K
nievauieMy Bpady B CIydae MOABICHHA CHMNTOMOB, YKa3BIBAIOIIHX HA MOPaXCHHE MEYCHH. Y
TaKuX nauﬂeﬁTOB ClexyeT npelcpa'rﬁrb TNPUMEHEHHE MeTAMH30J1a H OEHHUTE (byﬁkumo TIEYeHH.
He cnemyer BO30GHOBIATh NPEMEHEHHE I[IpEIapaTa y NalHeHTOB ¢ BATHYMEM B AHAMHE3E
IOP@KEHYS TEYeHA B IEPHOA JEYEHHS METAMH3ONOM, €CIM NIPH 3TOM HE BRIABUIM JPYrHX
TIPHYMH MOPAKEHHS TICYECHH, A

Hapywenue ynxyuu novex

V nanueHToB ¢ HapymenweM ¢yHkuuu modex npemapar CIIA3TAH™ cpenyer mpumensrs

TOJIBKO OCHC KOHCYJIFTAIIHH Bpa4d, DOCKOIBKY Y 3THX HAIHCHTOB CHH)XCHA CKOPOCTE BEIBCACHHS

_ TIpemaparta..

Bauarnue na pezynomamel 1a60pamopHvix HCCAEO06AHUNE

b4 nannemoﬁ, MONyYaBLOUX JIeUeHue Me'ramnsonomg OBUI0  3aHKCHPOBAHO M3MCHCHHUE
Pe3yILTaToB na60pampﬁbix TECTOB, NPOBOJMMBIX ¢ HCIONB3OBAaHMEM peaknuu TpHHAepa ﬁ
nono6m>1x peaxumii (Hanpnmep, AHAIH3  KOHUEHTPanuy KpeaTHHURS, TPHITIMUCPHAOB,
xonecrepuna JIIBII u MO9eBOM KHCIOTRL B cmBoponce KpOBPI) |
Bansune JleKapCTBeHHOI‘O npenapaTa Ha  cnocofHocTH YUPaBJIATL Tpaﬁcnopmi,lmn

CpeACTBAMH, MEXaHN3IMaAMU
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B mepuon nedyeHHs clelyeT BO3AEPKATHCS Of
3aHATHH JPYTHMH [MOTEHIHAIBHO ONACHBIMH BHIAMH JIEATEIBHOCTH, TPEOYIOMMUMH IMOBBIIEHHOM
KOHIICHTPAI[MA BHUMAHUA H OBICTPOTHI ICHXOMOTOPHBIX PEAKIIH.

®opma BbINyCKA

ITo 10 Ta6bnerox B Amom/IIBX Gmucrepe. [1o 2, 4 wmm 10 6mmucTepoB ¢ HHCTPYKIMEH MO pHMe-
HEHHUIO B KapTOHHOM Mayke.

YcnoBus XxpaHeHHst

I[Tpu Temneparype He Bbie 25 °C.

XpaHUTb B HEJOCTYITHOM JUIA AeTel mecte!

Cpoxk rogaocT

3 roga. He cnexyer npuMeHSTH npenapar mocie HCTeYeHHs CpoKa roHoCcTH!

YeaoBus ornycka

Otnyckator 6e3 penenta.

Baajesien perucTpanHOHHOI0 YIOCTOBEPEHHS

Boxxapx Jlumuren

FOpuouveckuii aopec:

J1-4, MUJIC, Unkantana, Aypanra6az - 431006, mrar Maxapamrrpa-MH, Wrus.

Daxkmuyeckuu aopec:

Boxkxapn Tayspc, banapa-Kypna Kommeke, banapa (Bocrok), Mym6ait - 400051, Uaaus.
IIponsBoauTenn

Boxxapn Jlumuren

Anpeca nNpoH3BO/JCTBA:

H-14/2, MU JA.C., Banymx, Aypanraban-431136, Tanyka: Aypanraban 3ona 2, Okpyr: Aypas-
raban 3ona 2, Unmus

WIH

VYuactok Ne 87-A, CunbBep Unnactpuan Dcreiit, bxumnop, Hauu Jlaman 396 210, Uuaus.
Oprannzanus, NPHHHEMAIOMAS PETEH3HH NOTPedHTEIeH:

000 «Boxxapx buo (P)», PO .

121471, r. Mocksa, yi. PabunoBas, gom 43, ctpoenue 1.

Ten./axc: + 7 (499) 726-74-73

E-mail: info@wockhardt.ru,

Website: www.wockhardt.ru
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