MY OTYETY

OBIIASI XAPAKTEPUCTHUKA JI EKAPc*fhiziﬂEéﬁé ﬁﬁﬂibil)}xﬁ 0003)

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

Anansrun Meaucop0, 500 mr, TabieTku.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleiicTByOIIIEE BEIIECTBO: METAMH30J1 HATPHSI.
Kaxxnas tabnerka comepxut 500 Mr MeTamMu301a HaTpus.

[TonHblN epevyeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0meTku.
Kpyribie MIOCKOUMIMHAPUYECKAE TaOMETKH Oeoro WM 0eaoro co Clierka KeaTOBaThIM

OTTEHKOM I[BeTa ¢ (PacKoi ¢ ABYX CTOPOH U PUCKOIA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxkazanusl K NpUMEHEHUI0

Ananprua Meaucop0 moka3aH K IPUMEHEHHUIO y B3POCIBIX M JISTEH B BO3pacTe OT 15 Jrer.

e CunpHBIA OCTPHIA WM XPOHUYECKUN OOJIEBOIl CHHAPOM B IMOCIEONEPALMOHHOM IEPHUO/IE,
IpU TpaBMaxX, KOJIUKAX, OHKOJIIOTMYECKUX 3a00NIEBAHUSAX U JAPYTUX COCTOSHUSX (BKIIOUas
TOJIOBHYIO U 3yOHYIO 0OJIb), €CJIH HE MOKAa3aHbl IpYrhe TepaneBTHUECKUe METO/IbI JICUCHUS.

e Jluxopaaka, ycToMuuBas K IpyruM METOJAM JICUEHUS.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHus

PazoBas mo3a st B3pocisix coctaBisier 500 mr (1 tabnetka). MakcumaibHas pa3oBasi 103a —
1000 mr (2 Tabnerku). Ecnu He mpeanucano nHaue, pa3oBas 103a MOXKET ObITh MpUHSATA 110 4 pa3
B CyTKU. MakcuMmainbHas cyTodHas go03a — 4000 mr (8 Tabnerok).

CrnenyeT NpuMEHATh MUHUMAJIbHYIO /103y, IOCTATOUHYIO JJI1 KOHTPOJISt 00U M IUXOPAJIKH.

[Tpu mpuMeHEHUH B KaueCTBE aHAJIBI€3UPYIOLIET0 CPEACTBA MPOJOJIKUTEILHOCTh Tepanuu 1-5
JHEH, IPU MPUMEHEHUH B Ka4eCTBE KapOIMOHMKAIOIIETo cpencTBa — 1-3 aHsl.

He crnenyer npuMeHsTh npenapaT B T€UEHUE JJIUTEIBHOTO BPEMEHH MM yBEIUYUBaTh 103y 0e3
Ha3Ha4YeHUs Bpaya.

[Ipu coxpaHeHHMM WM YBEJIMYEHUH HWHTEHCHUBHOCTH OOJEBOrO0 CHHApOMAa HEOOXOAMMO
MPOKOHCYJILTUPOBATLCSA C BPAadoOM IS OMPEENICHUs MPUUUHBI CUMOTOMOB. [lpu mmurensrHOM
NPUMEHEHUH HEOOXOJMMO KOHTPOJIUPOBATh YHUCIO (POPMEHHBIX 3JIEMEHTOB KpPOBH (BKJIIOYAs
MOJICYET OT/IEIbHBIX BUIOB JIEUKOLIUTOB).

Oco0ble TPVIIILI TAIUEHTOB
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HauueHmbl NnOS2HCUTIOC0 803pacma

[TarueHTaM TMOXKHUIIOTO BO3pacTa CIEIyeT YMEHBIIUTh JI03y, ITOCKOJBKY BBIBEICHHE
METa0O0JIUTOB METAMHU30J1a HATPUS MOXKET OBITh 3aMEJJICHO.
Tayuenmsi ¢ HapyweHuem QyHKyuy novex
[TaruenTam ¢ HapylmeHUSIMH OOIIETO COCTOSHUS M CHIDKEHHBIM KIMPEHCOM KpeaTHHUHA
CJIeyeT YMEHBIIUTh 03y, IMOCKOJIbKY BBIBEIIEHHE META0O0JIMTOB METaMH30JIa HATPHS MOXKET
OBITH 3aMEJIEHO.
[Tockonpky mpu HapylIeHUsSX (QYHKIMHU MOYEK CKOPOCTh BBIBEJCHHS Ipenapara CHHKaeTcs,
cienyer u30eraTh IMOBTOPHOTO IpHEMa BBICOKHX J103 Mpemnapara. B ciiydae npumeHeHHs
mpernapara B Te4eHHE KOPOTKOTO Mepro/ia BpEMEHH CHIDKEHUS J103bl He TpeOyercs. HeT naHHBIX
0 JIOITOCPOYHOM MPUMEHEHUU Tpernapara.
Tlayuenmsi ¢ HapyweHnuem QyuKyuy nevexu
[Tockonpky mpu HapyleHHsX (DYHKIHUM MEYEHU CKOPOCTh BBIBEICHHUS IpernapaTa CHIKAETCH,
cienyer w30eraTh IMOBTOPHOTO TPHEMa BBICOKHX JIO3 Tpemnapara. B ciiydae npuMeHEHHS
mperapara B TeUeHHE KOPOTKOTO IEepHoJia BpEMEHH CHIDKEHUS 11036l He TpeOyercs. Her naHHBIX
0 OJITOCPOYHOM MTPUMEHEHUH TperapaTa.

eTH
Hemu cmapwe 15 nem (> 53 k)
Pexxum nosupoBanus s geret B Bo3pacte oT 15 mo 18 ner He oTiMyaeTcst OT pekuMa
JIO3UPOBAHUS AJIs1 B3POCIIBIX.
Jlemu maaowe 15 nem
be3onacHocth U 3¢ deKkTuBHOCTL mpenapata AHaibruH Meaucopd y neredt no 15 ner He
YCTaHOBJICHBI. JJaHHBIC OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus

Buytps. Tabnerku cieayer mporjaTrbiBaTb, HE pa3KeBbIBas, 3amuBass JAOCTaTOYHBIM
KOJINYECTBOM BOJIBI.

4.3. IIlpoTuBONOKA3aHUS

® TUNEPYYBCTBUTEIBHOCTh K METaMHU30Jy HATpuUs WIM JpyruM nHupa3zoioHaM ((eHasoH,
nponueHa3oH, M30NpONWJIaMHHO(PEHA30H) WiIM K nupazonuauHaMm  (peHunOyTa3oH,
okcu(eHOyTa3oH), BKJIIOUYAs, HalpUMEp, yKa3aHUs B aHaMHe3€ Ha pa3BUTHE arpaHysoOLUTO3a
WIN TSDKEINBIX KOXKHBIX peakIMii Mpu MPUMEHEHUH OJHOTO U3 3TUX MpenapaToB, UIH K JIIOOOMY
13 BCIIOMOTaTEbHBIX BEIIECTB, NEPEYMCIEHHBIX B pa3nene 6.1.;

o HapyIIeHUs]  KOCTHOMO3TOBOTO  KPOBETBOpPEHHs  (Hampumep, TOCIe  JICYCHUs

HI/ITOCTaTI/IKaMI/I) WK 3a00JI€BaHMS TeMaTOIOATHIECKOM CHCTEMBI,
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(HampuMep,  KpanuBHHIIA, PUHUT, AaHTHOHEBPOTHYECKHMH  OTEK) TpU  NPUMEHEHHH
AQHAIBIE3UPYIOMUX MPENaparoB, TaKUX KaK CaJIWIWIATBl, Tapaneramol, AUKIO(EHaK,
uoymnpodeH, HHAOMETaIH, HAITPOKCEH;

® OCTpas HMHTEPMUTTHpYIOMas Ie4YeHouHass mnophupus (PUCK pa3BUTHS 00OCTPEHUU
nopgupun);

® BpOXICHHAs HEIOCTAaTOYHOCTh  TIIIOK030-6-ocdar-geruaporenassl  (PUCK  pa3BUTHSA
reMoJIn3a);

e OepeMEeHHOCTH (MEPBHIN U TPETHH TPUMECTD);

e TIEPUOJ IPYAHOTO BCKAPMITMBAHWS;

e neTrckuii Bo3pact (mo 15 mer).

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTEIO

e [Ipu aprepuanbHONM THUMOTEH3UM (CHUCTOJIMYECKOE AapTEpUAbHOE JIABJICHHE  HUXKE
100 MM pT. cT.), HECTAOMIFHOCTH TeMOJMHAMUKH (MH(APKT MUOKap/a, MHOKECTBEHHAs TPaBMa,
HAUMHAIOIIMICS 1I0K), CHIPKEHHH 00beMa LUPKYIMPYIOLIEH KPOBU, HAUMHAIOIIEHCS ceplIeuHON
HE/I0CTaTOYHOCTH, BHICOKOM JTMXOpaaKe (IOBBIIEHHBIH PUCK PE3KOT0 CHIUXKEHUS apTepUalIbHOTO
JIABIICHUSA).

e [lpu 3a00eBaHUsX, IPU KOTOPBIX 3HAYUTEIHHOE CHI)KEHUE apTEPUAIHOTO JaBICHHS MOXKET
IPEJICTABIISTh MOBBIIIEHHYIO ONAaCHOCTh (IAL[MEHTHI C TSXKEJION HIlIeMUYecKoi 00JIe3HbIO cepia
Y BBIPQ)KEHHBIM CTE€HO30M apTepHUil TOJIOBHOI'O MO3Tra).

e [Ipu ankoromausme.

e [Ipu mMOBBIIIEHHOM pHCKE pa3BUTHS TSOKENbIX aHadUIaKTUYECKHX/aHa()UIAKTOUIHBIX
pEaKUHii y MALMEHTOB C:

- OpOHXMaNbHOM acTMOW, OCOOEHHO B COYETAHMM C CONYTCTBYIOLIUM MOJUIO3HBIM
PHUHOCHHYCHUTOM,;

- XpOHMYECKON KpanuBHUIEH W JAPYrMMM BHUJAaMU aTONUM (ayjiepruyeckue 3a0ojeBaHUsA, B
Pa3BUTUU KOTOPBIX 3HAYUTENIbHAS POJIb IPUHAIUICKHUT HACIEICTBEHHONW MPEpacoioKeHHOCTH
K CEHCUOMJIN3ALUU: TIOJUTMHO3bI, AJUIEPIrUYECKU PUHUT U T.I1.);

- HEMEPEHOCUMOCTBIO aJIKOTOJIs (peakius 1axKe Ha He3HAYUTEIbHBIE KOJMUECTBA ONpeIeICHHBIX
QJIKOTOJIBHBIX HAIUTKOB, C TAaKMMHM CUMITOMaMHU KakK 3y[, CJI€30T€YEHHE MU BBIPAKEHHOE
MMOKpacHEHHUE JINIA);

- HEMepeHOCHMOCTbIO KpacuTeslel (Hampumep, TapTpa3uHa) WJIM KOHCEPBAHTOB (HAaIpHUMep,

OeH30aTOB).
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HU3KUX O03 B CBA3H C BOBMOKHOCTBIO 3aMCIJICHHUA BBIBCACHUA ME€TaMH30J1a HanI/IH).

e [Ipu OepeMeHHOCTH (BTOPOH TPUMECTD).

HpI/I JICYCHUHU TIIAllMCHTOB, IIOJIYYarOIUX HNUTOCTATUYCCKUEC CPEACTBA, INPHUEM METaMH30J1a
HaTpuA JOJIKCH MMPOBOAUTHCA TOJIBKO IO/ H3.6JIIOI[€HI/I€M Bpaya.

Anadunaktnueckue/aHaOWIAKTOUAHBIE PEAKLIUHA

[Tpu BBIOOpE crioco0a BBEAEHUS METaMU30J1a HATpUs CIENyeT YUUThIBATh, YTO MAPEHTEPATIbHOE
IpUMEHEHHE CBSI3aHO c 6onee BBICOKUM PHCKOM BO3HUKHOBEHUS
aHaHUIAKTHYECKUX/aHA(PUIAKTONTHBIX PEaKIH.

[ToBbIIEHHBI PHCK pPa3BUTHA pPEAKUUil THIEPUYYBCTBUTEIHHOCTH Ha METaMM30J] HaTpHs
00yCIaBIMBAIOT CIEIYIOIINE COCTOSHUS:

- CUH/IpOM OpOHXMaJIbHOM aCTMbl, MHyLIUPOBAaHHBIN IPUEMOM aHAIBIE€THKOB;

- HEIIEPEHOCUMOCTb aHAJIbI€TUKOB 110 TUIYy KPAIIUBHULIbI MM AHTHOHEBPOTUYECKOTO OTEKA;

- [IOJIHOE WJIM HEMOJHOE COYeTaHHe OPOHXHAIBHOM aCTMBbI, PELIMIMBUPYIOIIETO MTOJINII03a HOCA U
OKOJIOHOCOBBIX MMa3yX M HEHNEePeHOCHMMOCTH aneTuicanuumioBoid kuciotsl (ACK) mnmm apyrux
HECTEPOUAHBIX IPOTHBOBOCHAIUTENILHBIX MPENapaToB (B TOM YHCIIE B aHAMHE3E);

- XpOHHUYECKast KpalMBHHLIA;

- HENEepEeHOCHMOCTb aJKOroJisi (IOBBIILIEHHAs YYBCTBUTEIBHOCTh K QJIKOTONI0), Ha (QoHe
KOTOPOH, 1axe NMpH IpueMe HE3HAYMTEIbHOIO KOJIMYECTBA HEKOTOPBIX aJIKOTOJIbHBIX HAITUTKOB,
y TAalHMEHTOB BO3HUKAIOT YHMXaHHWE, CIIE30TEUEHHE M BBIPAKEHHOE IOKpPaCHEHHE JIuIla.
HenepenocumocTh amkorosist MOXeT CBUAETEILCTBOBATh O paHEE HEYCTAHOBJIEHHOM CHHJIIPOME
OpOHXMaJIBHOW aCTMBbI, CBSI3aHHOM C aHaIbIeTUKaMU (aCIUPUHOBON aCTMBbl);

- HENepeHOCHMMOCTb WJIM IOBBIIIEHHAs YYBCTBUTEIBHOCTh K KpacuTeslssM (Hampumep, K
TapTpa3vHy) WIK K KOHCEpBaHTaM (Hampumep, K 6eH3oaTam);

- aHaQWIAKTHYECKHE WIM ApyrHe HMMYHOJIOTMYECKHE peaKklIMM Ha Jpyrue MUpa3oJIOHBI,
NUPA30JUANHBI U IPOYNE HEHAPKOTHUECKHUE aHAIbIeTUKHU (CM. pa3zen 4.3.) B aHaMHe3e.

[lepen mpumenenunem mnpemnapata AHanbruH Menucop®d HEOOXOAMMO MPOBECTH TIIATEIbHBIN
ONpoc ManueHTa. B ciay4yae BBIACHEHMs, 4TO MAIMEHT OTHOCUTCS K TpyIIe 0co0Ooro pucka
pa3BUTHS aHA(QWIAKTOMIHBIX pEaKLWd, TMpemapar cieayeT Ha3HadaTh TOJBKO TIOCIHe
THIATEILHOTO B3BEIIMBAaHUS BO3MOXXHBIX PUCKOB U OKMJAeMOW MOJIb3bl. B ciywyae mpuHsATHS
pelieHus 0 MPUMEHEHWH mpernapara AHajabI'MH Menucopd y TakuxX MalMeHTOB MOTpedyercs
CTPOTHIl MEAULIMHCKUI KOHTPOJIb UX COCTOSIHUSA, U HEOOXOUMO MMETh CPEJCTBA JJISI OKa3aHUS

UM HEOTJI0KHOM MOMOIIH B CJIydac pa3sBUTUA aHa(I)I/I.HaKTI/I‘-ICCKI/IX/ aHa(I)I/IJ'IaKTOI/I,Z[HBIX peaKuHﬁ.
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HalyueHTaM ¢ OpOHXMAIbHOW acTMOW WIIM aTONHMEH MeTaMH30J1 HATpHs ClelyeT Ha3HavaTh C
OCTOPOKHOCTBIO.

Tspxelnble KOKHBIE HEXKEIaTEIbHEIC peaKIInU

Ha ¢one npumenenus metramu3osia HaTpus OBLUTM OMMCAHBI TSDKENbIE KOXKHBIE HEXKelaTeabHbIe
peakuuu, Takue kak cuHiapom CrtuBenca-/[xoncona (CCJI), ToxkcHuecKuil smuepMaibHbIMA
Hekponus (TOH) u nekapcTBeHHash peakiusi ¢ 03MHO(DHIMEH M CHCTEMHBIMH CUMITOMAaMU
(DRESS-cuHIpOM), KOTOPbIE MOT'YT OBITH OITACHBIMH JIJIS )KU3HU HJIH JICTAIbHBIMH.

[Ipy mnOsBIEHUM KOXKHOM CBINK, MOPAKEHUU CIU3UCTBIX OOOJIOYEK WU JIOOBIX JIPYTHX
MpU3HAKAX THIIEPIYBCTBUTEIBHOCTH CO CTOPOHBI KOXKH, JICUEHUE METAMHU30JIOM HATPHUS CIEAYET
HEME/JICHHO MPEKPATUTh. 3ampemaeTcsi Koraa-Tu00 BHOBb IMOBTOPSTH JICYCHHE METAMHU30JI0M
HaTpUS.

[TarueHTHl AOKHBI OBITh UHGOPMHUPOBAHBI O CYOBEKTHUBHBIX M OOBEKTHBHBIX CHMIITOMAX
JAHHBIX 3a00JICBaHMMA. Y HUX CJIEIYET TIIATSILHO KOHTPOIHPOBATh KOKHBIC PEAKITUH.

Arpanviionuros

ArpaHylnonuTo3,  pa3BUBaoluiici  Ha  ¢GOHE  JIEYEHUS  METaMHU30JIOM, UMeeT
UMMYHOQJIIEPTUYECKOE MPOUCXOKIACHUE W MPOAOIKACTCS, M0 MEHBIICH Mepe, OJHY HeIeiro.
[TomoOHBIE peakuy BOSHUKAIOT OYCHBb PEIKO, MOTYT OBITh TSIKEJIBIMU, KU3HECYTPOIKAIONTUMH 1
JIaXke C JIETAJIbHBIM UCXO0JIOM. JTU PEAKIIMH HE SIBIISIIOTCS 10303aBUCUMBIMU U MOTYT BOBHUKHYTh
B JIT000H MOMEHT BO BpeMs JICUCHUSI.

Bce mammeHThl MOMKHBI OBITH MPOMHCTPYKTHPOBAHBI MPEKPATHTh MPUMEHEHUE Mpernapara u
HEMEJJICHHO TPOKOHCYJIBTUPOBATHCS C JICYAIlUM BpPAayOM TIPH TOSBICHUM CIEAYIOIIUX
CyOBEKTUBHBIX WU OOBEKTHUBHBIX CHMIITOMOB, BO3MOXHO CBSI3aHHBIX C HEUTPONICHUEH:
JIUXOpajka, 03HOO, 00k B TOpiie, SI3BBI B MOJOCTU prTa. B ciydyae pa3BUTHS HEUTpONEHUU
(xonmmuecTBO HeiTpopuaos < 1500 B MM®) HEOOXOAMMO HEMENNEHHO MPEKPaTHTh JICUEHHE,
CPOYHO BBITIOJHUTH PA3BEPHYTHIN KIMHUYECKUN aHAIN3 KPOBH M MPOJOJIKATh KOHTPOJIb COCTaBa
KpPOBU JI0 BO3BPAIICHUS KOJIMYECTBA (POPMEHHBIX JIEMEHTOB K HOPMAIbHBIM 3HAUCHHSIM.

ITannuronenusa

B ciydae pa3BUTHS NMaHIMTONECHUU JIEYEHUE CIIEAYeT HEMEMJICHHO MPEKpPaTUTh, HEOOXOIMMO
KOHTPOJIMPOBAaTh IIOKa3aTeNd Pa3BEpHYTOTO KIMHUYECKOTO aHali3a KPOBHM BIUIOTh 10 HX
HOpMaJIM3aIiH.

Bce nmanuenTs! JOKHBL OBITh TPOMHCTPYKTUPOBAHBI HEMEJIEHHO 00palaThbes 32 MEAULIMHCKON
MOMOIIBIO TP TIOSIBJICHUU BO BpEMs JICUEHHUS] METaMHU30JI0M CYOBEKTUBHBIX MM OOBEKTHBHBIX

CHUMIITOMOB, IMO3BOJAIOMIUX IMPECAIIOJIOXKUTE IMATOJIOTMYCCKHUE HW3MCHCHUS KpPOBU (HaHpI/IMep,
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OJICTHOCTD ).

I/I3OJII/IDOBaHHbIe THUITIOTCH3MBHBIC PCAKIINN

BBenenne merammuzona HaTpusi MOXET BBI3bIBaTh M30JUMPOBAHHBIE T'MIIOTEH3UBHBIE PEAKIUU.
JlaHHbIE peakuuH, BO3MOXKHO, 3aBUCAT OT JI03bl IIpenapara W 4Yalle BO3HHUKAOT IIOCIIE
MAPEHTEPATILHOTO BBEJACHUS.

Octpas 00Jib B )KUBOTE

Henomyctumo ucrmonb30BaHue Tpenapata AHaIBIMH MenucopO st CHATHS OCTPBIX OOJiei B
JKUBOTE (/10 BBISICHEHUS UX TIPUYHH).

HaDVLHCHI/Ie d)VHKI_II/II/I INECYCHHU U ITOYCK

VY manueHToB ¢ HapylmieHHeM (YHKIMU MEYEHH WM TOYeK mpenapar AHaibruH Meaucopo
clenyeT IPUMEHATb TOJBKO IIOCJIE€ KOHCYJIbTAallMM Bpayda, IIOCKOJIBKY Y 3THX IalUEHTOB
CHIDKEHA CKOPOCTh BBIBEICHMS IIperapara.

JIeKapCTBEHHOE NOPAXKCHHUE IICUYCHHU

VY [DanueHToB, TOJNYYaBIIMX METAMHU30J, OBUIM OIHMCAHBI CIlydad OCTPOTrO TeraTHTa,
MPEUMYILIECTBEHHO T'eNaTOLE/UTIOISPHOrO XapakTepa, KOTOPbIA HAYMHAJICS MO HPOILIECTBUU OT
HECKOJIbKMX JIHEM 10 HECKOJIbKUX MECSIEB IOCIEe Hayana JiedeHus. lIpu3Haku U cUMOTOMBI
BKJTIOYAJIM TOBBIIIEHUE YPOBHSA (PEPMEHTOB INEYCHU B CHIBOPOTKE KPOBU C JKEITYXOW WU Oe3
Hee, YacTo Ha (OHE BO3HMKHOBEHHS JPYyTrUX pPEaKUUH THIEePUIyBCTBUTEIBHOCTH K
JIEKapCTBEHHBIM MpenapaTaM (HampuMep, KOXKHOU ChIMH, JUCKPa3Ud KPOBU (MATOJOTHYECKUE
U3MEHEHHUS KpOBM), JIMXOPAAKU U HO3MHOQWINH), WIM COMPOBOXKIAINCH IpPU3HAKAMU
ayTOUMMYHHOI'O TenaTuTa. DBONBIIMHCTBO MAalMEHTOB BBI3IOPOBENM TIOCIE IpEKpalleHus
JICYEHUs METaMHU30JI0M; TEM HE MEHee, B OTAEJIbHBIX CIIydasX COOOIIaIl O MPOrpecCUupOBaHUU
OCTpOIl EYeHOYHON HEAOCTATOUHOCTH, B pe3yJIbTaTe KOTOPOH MOTpeboBaslach TPAaHCIUIAHTALINSA
NICYEHH.

MexaHu3M MeTaMU30JI-UHIYIIMPOBAHHOTO MOPa)KEHUs MIEYEHU HE COBCEM SICEH, HO MMEIOIINEecs
JaHHBIE YKA3bIBAIOT HA €M0 HMMYHOAIEPTUYECKYIO IPUPOTY.

[TaneHTOB cieyeT MPOMHCTPYKTUPOBATh O TOM, YTO UM HEOOXOJUMO OOpaTUTHCS K JieHalemy
Bpadyy B Ciy4yac IIOSBJICHUS CHMIITOMOB, YKa3bIBalOIIMX Ha IOPAaXEHUE IEYEHH. Y TaKHUX
MAIMEHTOB CJeNyeT MPEeKPaTUTh MPUMEHEHHE METaMH30J1a U OLEHUTh (PYHKIIMIO TEYEHH.

He cnemyer BO300HOBIATH NMpUMEHEHHE Mpenapara y HAlUMeHTOB C HAaJU4YMEeM B aHaMHE3e
MOPaXEHMsI MEYEHH B IEPUOJ JIEUEHHS METAaMHU30JI0M, €CIU NP 3TOM HE BBIABWIM JPYIHX
IPUYNH NOPAKEHUS [IEYECHH.

BivsiHre Ha pe3yabTaThl JIADOPATOPHBIX UCCIEIOBAHUN
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pe3yIbTaTOB JIaA0OPATOPHBIX TECTOB, MPOBOJAMMBIX C HCIIOJIB30BAaHMEM peakuuu Tpuuaepa u
NONOOHBIX  peakiuii (Hampumep, aHauM3 COACPXNKAHWS KpEaTHHUHA, TPUTIIHIICPUIOB,
XOJIeCTEpUHA JTUIOMPOTEHMHOB BICOKOM murotHocTH (JITIBIT) M MO4€BO#l KHCIOTHI B CBIBOPOTKE
KPOBH).

4.5. B3auMopeiicTBHMe ¢ JAPYTHMH JIEKAPCTBEHHBIMHM MpenapataMM H Jpyrue BHAbI
B3aMMO/1eliCTBUA

C npyruMu HEHAapKOTHYSCKUMH aHAIBIe3UPYIOIIMMH CPEeACTBAMU

OnHOBpEeMEHHOE IMPUMEHEHHE METaMH30ja HaTpus C JIPYTUMH  HCHApPKOTHYCCKUMHU
AHAJIBIC3UPYIOUMHA  CPCACTBAMU MOKCT IPUBCCTU K B3dMMHOMY YCHUJIICHUIO TOKCHUYCCKUX
a¢dekToB.

C TpHIMKIMYESCKMMH aHTUJIEIPECCAHTAMU, ISPOPAJIbHBIMIA KOHTPALICITUBAMM, aJZIONYPHHOJIOM

TpI/II_[I/IKJ'II/I‘ICCKI/Ie AHTUACTIPCCCAHTBI, NICPOPAJIbHBIC KOHTPAUCHITUBLI, AJUIOIITYPHUHOJI HAPYIIAOT
MeTa00I13M METaMH30J1a HaTpuA B ICYCHU W MMOBLIIAKOT €TI0 TOKCUYHOCTD.

C Oapouryparamu, GeHWIOYTA30HOM U JIPYTMMUA WHAYVKTOPAMHU MUKDPOCOMAJIBHBIX (DEPMEHTOB

[EYCHU
bapburypatel, ¢henunOyTazoH W JIpyrue HHIYKTOPHI MHUKPOCOMAIBHBIX (EPMEHTOB IEUYCHU
0CNabJIAI0T JeHCTBUE METaMU30J1a HATPUSI.

C CCAATHUBHBIMU CPCACTBAMU U TPAHKBHUJIN3aTOPaAMU

Ce,[[aTI/IBHBIe cpeacrBa MW TPAHKBUIIM3ATOPBI  YCHIIMBAKOT 066360J'II/IB8.I-OH_IGG HeﬁCTBHC
METaMU30Jia HATPpH:. HpI/I OIHOBPECMCHHOM IMPUMCEHCHUN METAMU30JIa HATPUA U XJIOPIIPOMaA3nHaA
MOKET pa3BUTHCA TAXKEIAA TUIIOTCPMUA.

C JCKAPCTBCHHBIMHU  CPCACTBAMHU, HWMCHOIIMMH BBICOKYIO CBA3b C OCJIKaMM __ T1J1a3MBI

(HGDODEU'ILHLIC THUIIOTTTMKCMHUYCCKHUC CpeaCTBA, HCIIPAMBIC AHTHUKOAr'VJISIHTBI,

TJTIOKOKOPTHKOCTCPOUAbI U I/IHHOMeTaHI/IH)

MeTaMI/ISOJ'I HanI/Ifl, BBITCCHSA U3 CBA3H C 6CJIKaMI/I I1J1a3Mbl HGpOpaJ'II)HI)IG TUIIOTJINKECMHNUYCCKHC
CpCI[CTBa, HGHpSIMI)Ie aHTI/IKOElFYJ'IﬂHTI)I, FJ'IIOKOKOpTI/IKOCTepOI/II[BI 1 MHAOMCTAIIUH, yanmBaeT nux
JICUCTBUE.

C MHETOTOKCUYHBIMH JICKAPCTBECHHBIMM CPEACTBAMM

MuenoToKCUYHBIS JICKAPCTBCHHBIC CPCACTBA YCHUIMBAIOT IMPOABICHHEC TCEMATOTOKCUYHOCTHU
MCTaMM30Jia HaTpus.

C MeTOoTpeEKCATOM

I[O63BJICHI/IC MCTaMH30Jla HaATpugd K JICHCHHIO MCTOTPCKCATOM  MOXET  YCHUJIMBATH
TeMaTOTOKCUYCCKOC HeﬁCTBHe MCTOTpPEKCATa, 0COOEHHO Y MNAIUMCHTOB IIOXHWJIOr0 BO3pacTa.

[ToaTomy crnemyer n3deraTb COBMECTHOTO MPUMEHEHHUSI 3TUX JIEKAPCTBEHHBIX CPEJICTB.
7
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(MOCNEOCBATENEHOCT ;. 0003)

C THaMa30J0M U CapKOJIN3UHOM

JMY OTUETY

TramMasoi ¥ CapKOJIM3UH MOBBIIIAIOT PUCK PA3BUTUS JICHKOIICHUN.

C KOACHHOM, 6HOKaTODaMI/I Ho-rucTaMUHOBEIX PEUCTITOPOB M MMPONMPAaHOJIOJIOM

Kogeun, 6mokaTopsl Hz-TUCTAaMHHOBBIX PELEITOPOB M IMPOIPAHOJION YCHIUBAIOT 3((exTs
MeTaMH30J1a HaTpuSl.

C PEHTTCHOKOHTPACTHBIMHU BCIICCTBAMHU, KOJIJIOMAHBIMH KPOBE3aAMCHUTCIAMHU U IICHUITIWJIJIMHOM

PeHTreHOKOHTpacCTHBIE BEIIECTBA, KOJJIOWIAHBIE KPOBE3AMEHUTENIN U MEHUIWUIMH HE JOJDKHBI
NPUMEHATHCS BO BpeMsl JICUCHHS METaMH30JIOM HaTpusi (MOBBIIICHHBIA PUCK pPa3BUTHUS
aHaUIaKTHYECKNX/aHA(QUIAKTOUTHBIX PEAKIIU).

C ACK

[Ipy COBMECTHOM NPUMEHEHWH METaMH30J HaTpus MokeT yMmeHbmaTth BiausHHe ACK Ha
arperaiiro  TpoMOonMTOB. [l0ATOMY JaHHYHO KOMOMHAIIMIO CIEAYeT MNPHUMEHSITh C
OCTOPOKHOCTBIO TPH JICUEHWU NAIMEHTOB, MNpuUHUMaronmx Huszkue 103l ACK jgms
KapIUOMPOTEKIUH (IPOPHIAKTHKH TPOMOOOOpa30BaHus).

C cyocerparamu CYP2B6 w/viim CYP3A4

Metamuzon MoxeT WHAyUUpoBaTh MeTabomusupyromme ¢epmentst CYP2B6 u CYP3AA4.
CoBMecTHOe mpuMeHeHue Meramusonia ¢ cyocrpatamu CYP2B6 w/unun CYP3A4, takumu kak
OynponuoH u 3¢aBUpPEH3, METAJ0H, UUKIOCHOPHH, TAKPOIUMYC WM CEPTPAIMH, MOXKET
NPUBECTH K CHIYKEHUIO KOHIIEHTPAIMH JAaHHBIX TPEnapaToB B IJIa3Me KPOBH.

[ToaTomMy pekomeHayeTcss COOMI0AaTh OCTOPOKHOCTh IPU OJHOBPEMEHHOM MPHUMEHEHUU
metamuzona u cyocrparoB CYP2B6 w/mmu CYP3A4; oleHKy KIMHHUYECKOTO OTBETa W/WIH
KOHIIGHTPAllMM TIperapara B IUIa3Me KpPOBH CIIEAYET COMPOBOXAATh TEPareBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPHUHTOM.

C sanvnpoamom

MeTtaMu30/1 MOXXET CHUXKATh KOHIEHTPAIMIO BaJblpoaTa B CHIBOPOTKE KpPOBH IPH UX
COBMECTHOM NMPUMEHEHHH, YTO TMOTCHIMAIBHO MOXKET IMPUBECTH K CHIDKEHUIO Y(PPEKTHBHOCTH
BasbIIpoaTa. BpayaMm, Ha3HAuUaIOMIMM Ipenapar, cleayeT KOHTPOJINPOBATh KIMHUYECKUH OTBET
(KOHTpPOJIb TPUCTYNOB WJIM KOHTPOJb HACTPOEHHS) M MpPU HEOOXOIUMOCTH PacCMOTPEThH
BO3MOYKHOCTh MOHUTOPUHIA KOHIIEHTPAIIUH BaJIbIIPOATa B CBIBOPOTKE KPOBH.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTDH U JIAKTALMS

bepeMeHHOCTB

JlaHHbIE O HEraTHBHOM BIUSHUM METaMH30JIa Ha IUIOJ OTCYTCTBYIOT: y KpPBIC UM KPOJHMKOB
METaMHU30JI HE OKa3blBaJl TEPATOT€HHOTO JEHCTBHA, a TOKCHYECKOE JIeHCTBHE Ha IIJIOJ

H36J'IIO,Z[3J'IOCI) TOJIBKO ITPU BBICOKHUX J03aX, TOKCUYHBIX JJIsI OpraHu3Ma MaTcpu. Tem HE MCHEC,



COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 13.02.2024 N= 2666

e i e
KIMHUYECKUX JAHHBIX O IIPUMEHEHHHM Me Famm3omh | '1'{'&*[1)@[;"-'5'(')‘-]_%"-' I6Jp'éN1€II1IH(J_)CTI/I

HEJI0CTATOYHO.
MeTtaM130J1 MPOHUKAET Yepe3 TUIALICHTY.

B nmnepBom TpumecTtpe OepeMEHHOCTHM NpUMEHEHHE Ipemnapata AHaneruH Menucopo
MPOTUBOMNOKa3aHo. Bo BTopoMm TpuMecTpe OEpEMEHHOCTH JICUEHHE MpenapaTroM JOHKHO
OCYILECTBISATHCS MO CTPOTUM MEIUIIMHCKUM MOKa3aHUSIM, €CIU OXKHUJaemas MoJib3a JJIsl MaTepu
MPEBBIIIAECT MOTCHIIMAIBHBIN PUCK Mg 1ioja. [IpuMeHenune npenapara B TPEThEM TPUMECTPE
OepeMEHHOCTH TakKe MPOTHBOINOKA3aHO. JTO OOYCIOBIEHO TEM, YTO, XOTS METaMH30J U
ABIIIETCS CJIa0bIM HMHTHOMTOPOM CHHTE3a MPOCTArjaHAMHOB, HEBO3MOXKHO IOJIHOCTHIO
UCKITIOYUTHh BO3MOXKHOCTH MPEXKIEBPEMEHHOTO 3aKPBITUSI apTepUAIBHOTO (60TAIIOBa) MPOTOKA
U OCJIOXKHEHHM B TNEPUHATAIILHOM TIEPHOJIC, CBSI3aHHBIX C HApYyUICHUEM arperanroHHON
CIIOCOOHOCTH TPOMOOIIMTOB MaTEpU U HOBOPOXKICHHOTO.

Jlakranus

MetabonuTel MeTaMu30ja MPOHUKAIT B TPyJAHOE MOJOKO. He jomyckaercss rpynaHoe
BCKapMJIMBAHKME BO BpEMs JICUCHHS IpernapatoM AHanbruH MemucopO W B TeueHHe 48 4acoB
IIOCJIE MOCJEIHEro NpremMa rnpernapara.

4.7. Bunsinde Ha CNHOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH WU padorarh ¢
MeXaHU3MaMu

Her nmanHbIX O TOM, 4YTO mpemnapar, MPUMEHSIEMBbIM B PEKOMEHIOBAHHBIX 033X, OKa3bIBAET
HEKeNaTeJIbHOE BIUSIHHUE HA CIIOCOOHOCTh K KOHIIGHTPAIIMK U HA CKOPOCTh PEaKIUH.

OpnHako, mpW TepanuM MpernapaToM B BBICOKHMX J03aX CIeAyeT MPUHHUMATh BO BHUMAaHUE
BO3MOKHOCTh HapyIIEHUsI CIMOCOOHOCTH K KOHIIEHTpPAIlMd BHUMAHHUS M CHIDKCHHS CKOPOCTH
peaKIu, YTO MOXET MPEACTABIATh PUCK B CUTYyalMsX, TJ€ JaHHBIE CIIOCOOHOCTH OCOOEHHO
Ba)XHBI (HampuMep, ynpaBlIeHUE TPAHCHIOPTHBIM CPEICTBOM WIIU JABIKYIIMMCS MEXaHH3MOM),
0COOCHHO TIPH COMYTCTBYIOIIEM YIOTPEOICHUH aTKOTOJIsL.

4.8. HexenaTejibHbIE peaKINU

PesroMme HexxenaTeabHbIX PEAKIINT

Hexenatenbubie peakuuu (HP) Obumn kmaccuduimpoBaHbl COOTBETCTBEHHO PEKOMEHAIUSM
BcemupHoii opranusanuu 3apaBooxpanenus (BO3): ouens wacto (>1/10); wacto (>1/100, Ho
<1/10); meuacro (>1/1000, no <1/100); peaxo (>1/10000, o <1/1000); ouens peako (<1/10000),
4acTOTa HEM3BECTHA (IT0 MMEIOIIUMCS JJAHHBIM HEBO3MOYKHO OIICHHUTH 4acToTy pa3Butus HP).
Hapywenus co cmoponwvl kposu u tumgamuyeckou cucmemsl

Penxo: nelikonenus.

OdeHb peIKo: arpaHyJIONUTO3 (BKIIIOYAs CIIy4au C JIETATbHBIM UCXO0/I0M), TPOMOOIIMTONCHHUS.
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HCXOJIOM.
OTH peakiyy SBISAIOTCS UIMMYHOJIOTHYECKHMHU TI0 cBOeH mpupoje. OHM MOTYT BO3HHKATD JIaXe
B ClTy4ae, €CJIM paHee Mpernapar IpUMEHSIICS HEOHOKPATHO 0e3 KaKUX-ITH00 OCIOKHECHUH.
TUNMMYHBIME CUMIITOMAaMH arpaHyJIOIUTO3a SBJISIOTCS BOCHAIUTEIbHBIC MOPAXKESHUS CITM3UCTBIX
000J104€eK (TOJOCTH PTA U IIOTKH, aHOPEKTATHLHOW 00JIACTH U TIOJIOBBIX OPTaHOB), O0JIb B TOPIIE,
auxopaaka (BKJIIOYas HEOXKHIAHHYIO YCTOWYHMBYIO JIMXOPAJIKy HESICHOW ATHOJIOTUU WIIH
PELUIUBUPYIOIIYO JIUXOpanaKy). Cremayer y4HMThIBaTh, 4YTO €CIM MAIMEHT IMOJydYaeT
AHTHOMOTUKOTEPAINIO, TO TUITHUYHBIC TPOSIBICHUS arpaHyJIOIUTO3a MOTYT ObITh MUHHMAaJIbHO
BbIpa)KeHHBIMU. CKOPOCTh OCEIaHuUs SPUTPOLIUTOB 3HAYUTEIBHO YBEIUYHBAETCS, B TO BPEMS KaK
yBEJIMYECHUE TUMQPOY3IIOB SBIACTCS CIa00BBIPAKEHHBIM HITH OTCYTCTBYET.

TUNWYHBIME ~ CUMIITOMaMH  TPOMOOIIMTOTICHUU  SIBIISIIOTCSI  TIOBBINIEHHAS CKJIOHHOCTh K
KPOBOTCUCHHIO U BOHUKHOBEHUE METEXUI Ha KOXKE M CIIM3UCTBIX 000I0YKAX.

B ciydae pa3BuTHS BBIIIETIEPEUNCICHHBIX HAPYIIEHUH CO CTOPOHBI KPOBU M JMM(PATHUECKOU
CHCTEMBI HEOOXOIUMO TPEKpPaTUTh TNPUMEHEHHE IMpernapara M IPOBECTH pa3BEPHYTHIH
KJIMHHYECKHM aHau3 KpoBH (cM. pasaen 4.4.).

Hapywenus co cmoponvl ummyHnot cucmemol

Penxo: MeramMm3o0n HaTpusi MOXKET BBI3BIBATh aHAQWIAKTUYECKHE WM aHa()UIAKTOMIHBIC
PEaKIH, KOTOPBIE MOTYT OBITh TSKEJIBIMUA U YTPOKAIOIIUMHE JKU3HU, U B HEKOTOPBIX CITydasx
MOTYT NIPUBECTH K JeTaIbHOMY UCXOIY. B cirydae pa3BUTHS
aHapUIAKTHYECKNX/aHA(UIAKTOUTHBIX PEaKIUii HE0OXOJUMO HEMEJICHHO MPEKPATHTh MpUeM
npernapara, MPOBECTH MEPOIPHATHS MO OKa3aHUIO NalMeHTaM HEOTJIOXHOH MEIUITMHCKON
TIOMOIIIH, IPOBECTH Pa3BEPHYTHIN KIMHIUUECKUI aHAIN3 KPOBH CM. pa3zen 4.4.

OTH peakluud MOTYT BO3HUKATh JaXXe B clyyae, €CIM paHee MpemapaT TPUMEHSIICS
HEOJJHOKPATHO 0€3 KaKuX-1100 OCI0KHEHHH.

Takue neKapCTBEHHBIE PEAKIMH MOTYT pPa3BUTHCS KaK HEMOCPEACTBEHHO TIOCIE MpHeMa
METaMHU30JIa HATPHsI, TAK U Yepe3 HECKOJBKO YacoB IIOCIIE €r0 MpHeMa, OJHAKO OOBIYHO OHH
HaOJr01al0TCsl B TEUEHKE TIEPBOTro Yaca IMocIie pruema rpernapara.

OObryHO Oonee Jerkue aHapUIAKTHUYECKHE WM aHA(UIAKTOWIHBIE PEaKIMU MPOSBISIOTCS B
BUJIC KOXXHBIX CHMIITOMOB W CHMIITOMOB CO CTOPOHBI CIHM3UCTBIX 00O0JIOYEK (TaKMX Kak 3y,
MOKEHUE, THIIEPEeMUs, KpalMBHHIA, OTEKH), OJBIIIKM M PEXe B BUAE KaJo0 CO CTOPOHBI
eIy TOYHO-KUIIEYHOT'O TPaKTa.

Bonee nerkwe peakuum MOTYT TMPOIPECCHpPOBATH O TXKENBIX (GOpM C  pa3BUTHEM
reHepaI30BaHHONW KPANMBHUIIBI, TSKEJIOT0 aHTMOHEBPOTUYECKOTO OTeka (0COOEHHO ¢

BOBJICYCHHUEM TOPTaHU), TSDKEIOro OpoHXOCTHa3Ma, HApPYIICHWH pUTMa CepAala, pPe3Koro
10
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CHIDKEHHSI apTepUalbHOrO JaBJIeHUS  (KOTOPOMY "ﬂﬁb}-ﬂgﬂi’%&eﬁﬂx%%%' FoBbliTcHue

apTepUaJIbHOTO J1aBJIEHUS) U Pa3BUTUEM T€MOJAMHAMUYECKOTO 1I0KA.

OueHp peAKo: Y TMAlMEHTOB C MOJHBIM WM HETOJHBIM COYETaHHEM OpOHXHAIBHOW acTMBI,
PEeLUIUBHUPYIOIIETO MOJUI03a HOCA U OKOJIOHOCOBBIX Ma3zyx W HemepeHocumoctu ACK wmnm
JIPYrUX HECTEPOHMIHBIX MPOTUBOBOCIAIUTENBHBIX MpernapaToB (B TOM YHCIE B aHaMHe3e),
peaKIMy HeTIEPEHOCUMOCTH OOBIYHO TPOSIBIIIOTCS B BHJIE PUCTYIIOB OPOHXHABHON aCTMBI.
Yacrora Hen3BecTHA: aHA(UITAKTUYECKHUH HIOK.

Hapywenus co cmoponwl cepoya

Yacrora HensBecTHa: cuuapoM KoyHuca (auieprudeckuii OCTpblii KOPOHAPHBIH CHHAPOM).
Hapywenus co cmoponul cocyoos

Heuwacro: mocne mnpuema mnpenapaTta BO3MOXHO pPa3BUTHUE H30JUPOBAHHBIX TPAH3UTOPHBIX
TUMOTOHMYECKUX  peakiuii  (BO3MOXHO  (papMakoJIOrH4ecKu  OOYCJIOBIEHHOE H  HE
COMPOBOXKAAIONIEECS  JAPYTUMHU  MPOSBICHUSAMU  aHadUIAKTUYECKHX/aHAa()UIAKTOUIHBIX
peakuuii); B peIKUX CIIydasix — pe3K0oe CHUKEHHE apTepUalbHOIO JaBJICHUS.
Kenyoouno-kuuieunvie napyuenus

Coo011anocs 0 ciry4asx pa3BUTHS KTy TOUHO-KUIIIEYHOTO KPOBOTEUCHHSI.

Hapywenus co cmopoHul neuenu u sicenuesvi800auux nymet

YactoTa HEM3BECTHA: MOYKET Pa3BUBATHCS JIEKAPCTBEHHOE MOPaKEHUE NIEUYEHH, BKIIIOYasi OCTPBIN
TenaTuT, )KEJITYXY, MOBBIIIEHNE YPOBHS «IIE€YCHOUHBIX)» TPAaHCAMUHA3.

Hapywenus co cmopoHbl Kodicu 4 NOOKOICHBIX MKAHel

Heuacro: kpome mposiBneHUil aHapuIaKTHUECKUX/aHADUIAKTOUTHBIX PEAKIMl Ha KOXe U
CIIM3UCTBIX O00O0JIOUKAX, MEPEUYUCIIEHHBIX BBIIIE, HEYACTO MOKET BO3HUKATh (PUKCUPOBaHHAas
JIEKapCTBEHHAS ChIIb.

Penko: KoKHas ChIIb.

Ouenb peaxo: CCII unu cunapom Jlaitenna (TOH) ¢ eTaabHBIM HCXOIOM.

YactoTa HeW3BECTHA: JIEKAPCTBEHHAs peaklus ¢ 303UMHOPWINENH U CUCTEMHBIMH CHMIITOMAaMH
(DRESS-cunapom).

Hapywenus co cmoponwl nouek u Mouesvbig00auux nymeti

HeuacTo: BO3MOXHO OKpallMBaHWE MOYHM B KPAacHBIM I[BET BCJIEJICTBHE NPHUCYTCTBUS B MOYE
MeTabonnTa — pyoa30HOBOM KUCIOTHI.

OdyeHb peAkKo: BO3MOXHO OCTpoe yXyduleHue (GyHKIUM To4yeKk (ocTpas ModeyHas
HEJOCTAaTOYHOCTh), OCOOCHHO Y MAIlMEHTOB C 3a00JIEBaHUSIMH TOYEK, B HEKOTOPBIX CIydasx C
OJINTYpHUEH, aHypUeW WM MPOTEUHYpUEW; B €AMHUYHBIX CIydasX MOXKET PAa3BUTHCS OCTPHIN
WHTEPCTUITUATBHBIN HEPPHUT.

Co0011eHne 0 MOI03PEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX
11
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BaxHO co00mAaTh O I0J03pEBAEMBIX HC)LGJ'I&TCJ'IB'@I:)I(::'M&Q%J EHEGHPC EET'I;{;{:'[;QHHH

JICKApCTBCHHOT'O IMIperiapaTa C LCJIbIO obecrneueHuUs HCIIPCPBIBHOI'O MOHUTOPHUHI'A COOTHOIICHUS
«I0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcriapara. MeauInHCKUM paGOTHI/IKaM PECKOMCHAYCTCA
COO6H_IaTL 0 JII00BIX IMOaO3p€BACMBbIX HECKEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIp€riapara
Y€pe3 HAlMOHAJIBHBIC CUCTEMBI COO6H_I€HI/IH 0 HCXKCJIATCIBHBIX pCAKIUAX I'OCyaAapCTB — YJIICHOB

EBpa3uiickoro 53K0HOMHU4ECKOr0 COI03a.

Poccniickas @enepanvs

®denepanbHas Ciry:k0a 1o Haa30py B cdepe 3ApaBOOXPAHCHUS
Anpec: 109012, r. MockBa, CraBsiHCKas 1iomiaap, 1.4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «IHTepHeT»:

www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMnTOMBI

[Tpu nmepeno3upoBKe BO3MOXKHO IOSBICHHUE CIEAYIOIIMX CUMITOMOB: TOILHOTA, PBOTA, OOJIU B
KUBOTE, CHIDKEHHE (YHKIMM IOYeK/OcTpas IOYeyHas HEJOCTaTOYHOCTh C OJIMTYpHel
(HampuMep, BCIEACTBUE PAa3BUTHS MHTEPCTUIMAIBLHOTO HedpuTa), O0jiee pelKo CUMITOMBI CO
CTOPOHBI IEHTPAJILHOW HEPBHOM CUCTEMBI (TOJIOBOKPYKEHUE, COMHOJIEHLIUS, KOMA, CYJIOpOTH) U
pe3Koe CHUKEHHE apTepUalbHOIO AaBIEHMs (MHOI/A MpOrpeccupylollee 10 MIoKa), a TaKxke
HapyILeHHs cepAeyHoro purMa (tTaxukapaus). [locine BBeZileHHs OYEeHb BBICOKHX 7103 BBIBEACHUE
yepe3 MOYKH HETOKCMYHOro MeTaboiuTa (pyOa30HOBOW KHCIIOTHI) MOKET BBI3bIBAaTh KpPacHOE
OKpalllMBaHUE MOYH.

Jleuenue

[Tpu HenaBHEM NpHeMe Ipenapara MOryT ObITh NMPEINPUHATHI MEPHI IEPBUYHOMN JIETOKCUKAIUH,
HalpaBJIEHHbIE Ha OTpaHUYEHUE JajbHEHIEero BCachlBaHWS METaMM30Jla HATpHUs (HampuMmep,
IIPOMBIBaHHE JKEIyAKa U MPUMEHEHUE aKTUBUPOBAHHOTO YIJIfl).

Crieruduueckoro aHTUIO0Ta Ul MeTaMu30jia HaTpus HeT. OCHOBHON MeTaOOIUT MEeTaMu30Ja
(4-N-metunamunoantunupud  [4-MAA])  BBIBOOUTCS € TOMOIIBIO  TeMOJIHAN3a,
remounpTpanuy, remonepdysun win (GUIBTpauuu IUia3Mmbl. [Ipyu pa3BUTHH CyIOPOKHOTO

CHHJpOMa — BHYTPUBEHHOE BBEJICHHUE JHMa3eraMa U ObICTPOACHCTBYIOIINX 0apOUTypaToB.

5. ®APMAKOJIOTHMYECKHUE CBOMCTBA

5.1. PapmakoanHaAMHYeCKHe CBOICTBA

12
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®dapMakoTepaneBTUYECKas TIpyINa: aHaJIbIeTHUKU; nﬁ%&é%@é‘&%ﬁl b ':e'm];ﬁrH/Iﬁé'fhKn,

MUPA30JIOHBI.
Koxn ATX: N02BB02

MexauusM aeiicteus U dhapMakoarHaMudeckue b dheKThl

AHazbre3upyoniee HEHapKOTUYECKOEe CPEACTBO, TPYIIbl MHPA30JIOHOB, 0Oaaaroliee
AQHATBIE3UPYIONIUM, JKAPOMOHIDKAIONUM W CIIa3MOJUTHYECKUM JeicTBueM. Ero Mexanwsm
JNEHCTBUS OKOHYATEIIbHO HE YCTaHOBIEH. VMeromuecs TaHHBIE TO3BOJSIOT IOJIaraTh, YTO
METaMH30J1 U ero ocHOBHOW MeTaboyut (4-MAA) o0nagaroT HEeHTPATbHBIM U MTepudepuIECKUM
MEXaHU3MOM JeicTBUs. B 103ax, mpeBbIIAIONINX TEPANEeBTUYECKUE J03bI, MOXKET JOCTHUTaThCs
MIPOTUBOBOCTIATTUTENBHBIN 3(h(HEKT, BO3MOKHO 32 CUET MOJIABJICHHS CHHTE3a MTPOCTArJIaHINHOB.
5.2. dapMaKoOKHHEeTHYeCKHUe CBOMCTBA

AOGcopOuus

[Tocne mpuemMa BHYTpb METaMHU30JI HATpHsl MOJ JACUCTBHUEM IKENyJIOYHOrO CoKa OBICTpO
TUAPOIU3YETCS 0 CBOEro OCHOBHOro metabonuta (4-MAA), KOTOPBIM XOpPOIIO BCACHIBAETCH.
MeTtamMu30J1 HATPUS TIOYTH TOJTHOCTHIO BCACBIBACTCS TOCIE MpUeMa BHYTPh. BHOIOCTYIHOCTH
4-MAA cocraBiser 85-93%. CpenaHee 3HaueHHWE BpPEMEHH JOCTHIKCHHS MaKCHMaJbHON
KOHIIeHTpanuu — 1,2—2 dJaca.

OnHOBpEeMEHHBI TMPUEM THINA HE OKAa3blBa€T 3HAYUMOIrO BIHMSHHUS HAa (PApPMaKOKHHETUKY
METaMH30J1a HaTPHSI.

Pacupenenenue

Ces3biBanne 4-MAA ¢ Oenkamu mia3Mbel KpoBu coctaBisier 58%. [lpyrue MeTaOomuThl
METaMHu30JIa  CBS3BIBAIOTCA €  OelkaMM Iula3Mbl  KPOBM B CIEIYIOIIEH  CTENEHu:
4-amuHOAHTUTIMPHH — 48%, 4-hopmunamuHoaHTHIIUPHH — 18% 1 4-anleTHITAMUHOAHTHITUPHH —
14%.

MeTtamMu3051 IpOHUKAET Yepe3 IJIaleHTapHbId 6apbep. MeTaOoauTsl MeTaMu30J1a MPOHUKAIOT B
TPYyAHOE MOJIOKO KOPMSILIUX MaTepei.

buorpancdopmarms

OcHoBHOW MeTabonuT Meramusona, 4-MAA, moaBepraercs JajipHeillieMy MeTaboiau3sMy B
NIEYECHU IIyTEM OKHCIIEHUS, NEMETWIMPOBAHMS U IOCIEIYIOIIEro aueTUINpoBaHud. Jpyrumu
OCHOBHBIMM  Me€TabOJMTaMM  MeTamMH30Jia  SIBJISIIOTCS  4-aMHUHOAHTUNUpUH  (4-AA),
4-popmunamuHoaHTUNIUPUH (4-DAA) 1 4-anleTUIaAMUHOAHTUIUPUH (4-ATAA).

HccnenoBanne CBOWCTB YETHIPEX OCHOBHBIX METa0OMUTOB MeTaMHU30Jla II0Ka3ano, 4YTO
YKApOIOHMIKAIOLIEE, aHAIBIE€3UPYIOIIEEe U POTUBOBOCHAIINTEIBHOE AEHCTBHUE MIpenapaTa MOTYT

ObITh 00ycioBiIeHbI MeTabonuTamu 4-MAA u 4-AA.

DaUMUHALUSA
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VY 310poBbIX MyxkunH Oosee 90% m03bI mpemnapara, nﬁbeﬁEﬁl& '%T%ﬂk%"rcg:b'll\:{'o'vféﬁ B

teuenue 7 nuel. Ilepuon momysbiBenenus (Ti12) Meramu3zoiia, MEUEHHOrO PAMOU30TOIIOM,
cocTaBisieT okoJio 10 yacos.

Hns 4-MAA 3HaueHHE TEpMUHAIBLHOTO Ti2 TpHM pa3HBIX MYTAX BBEICHUS KOJICOTIOTCS B
npeaenax ot 2,5+0,06 no 3,2+0,8 vacos, a s npyrux metaboiautoB Ti/2 cocraBiser oT 3,7 10
11,2 gacos.

JInHeHHOCTh (HEINMHEHHOCTD)

J_IJ'IH BCEX MeTa0OJUTOB METaMHU30J1a XapakTepHa HEIUHEHHAs (bapMaKOKI/IHeTI/IKa. Kinnangeckas
3HAYUMOCTb JAaHHOI'O (baKTa HEC YCTAHOBJICHA. HpI/I KOpPOTKOM KYpCE JICUCHUSA HAKOIIJIICHUE
MeTa00IUTOB UMEET MUHUMAILHOE 3HAUCHUE.

[TanmeHThl IOYKMJIOTo BO3pacTa

Y  310poBbIX J100pOBONBIIEB MOXKWIOro Bo3zpacta Ti2 4-MAA Ol CYHIECTBEHHO
MPOJODKUTENbHEE, a KITupeHe 4-MAA — CcyIlIecTBEeHHO HIKE, YeM Y JIUI] MOJIOZOT0 BO3pacTa.

[ToyeyHas HETOCTATOYHOCTD

[Tpu HapymieHUsx (PYHKIIUU MOYEK CHIDKACTCS CKOPOCThH BBIBEACHHS HEKOTOPBIX METaOOIHMTOB
(4-AuAA, 4-®AA). TlosToMy HalMeHTaM ¢ HapyIICHUSAMHU (YHKIHHA MMOYCK CleayeT u3derath
MIPUMEHEHUS Mpernapara B BBICOKHX J103aX.

IIeueHoUHAs HEAOCTATOYHOCTD

VY mnauuenToB ¢ HapymeHusMmu ¢yHkuud nedeHun Tiz 4-MAA u 4-OAA yBennuuBaeTcs
npuMepHoO B 3 paza. [loaToMy y NanueHToB ¢ HapyIleHUsIMH (DyHKIMY [IEYEeHU clieayeT n3berath
IIPUMEHEHHUS IIpenapaTa B BBICOKMX J103aX.

eTu

BriBeienre MeTaboOMUTOB Y JETEH MPOUCXOIUT 3HAUUTEITBHO OBICTPEE, YEM Y B3POCIIBIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Kpaxwman kaprodenbHbiit

Tanbk

Kanbuus creapar

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

5 n;er.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B 3aIIUIIIEHHOM OT CBETa MECTe MpHU Temriepatype He Boime 25°C.
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6.5. XapakTep u coaep:kaHue NePBUYHOI YNAKOBKH

ITo 10 TabieTok B KOHTYPHYIO SUYEHKOBYH YNAKOBKY W3 IIJICHKM MOJIMBUHWIXJIOPUIHON U
(doabry aFOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOM.

I, 2, 3, 4, 5 KOHTYpHBIX SYECHKOBBIX YIIAKOBOK BMECTE€ C MHCTPYKLIHMEH MO MEIULIMHCKOMY
MIPUMEHEHHUIO MIOMEIIAIOT B IMAYKY KAPTOHHYIO.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  TPH  YHUYTOKEHUHM  HCHOJIH30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcjIe NpPHMEHEeHHus:
JIEKAPCTBEHHOI'0 Npenapara, H Apyrue MAaHUIYJISIHMHU ¢ PenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YJOCTOBEPEHUSA
Poccniickas @enepanys

AxunonepHoe o0mecTBo «Menucopo»

614101, Ilepmckuii kpaii, r.o. [lepmckui, r. [lepms, yiu. [Ipuyanshas, a. 1b, k. 1
Tenedon/dakc: (342) 259-41-41

E-mail: info@medisorb.ru

7.1. [IpeacTraBuTeIb AepKATENsI PETHCTPANMOHHOTO YI0CTOBEPEHMS

IIpereH3uu HOTDC6HT€JI€I>1 HAaImpaBJIATH I10 aApECy.

Poccuiickas ®@enepanus

AxuunonepHoe o6mecTBo «Menucopo»

614101, ITepmckmii kpaii, r.0. [Tepmckuii, r. [lepms, yiu. [Ipugansras, 1. 1B, k. 1
Tenedon/pakc: (342) 259-41-41

E-mail: info@medisorb.ru

8. HOMEP PETUCTPAHIUOHHOI'O YAOCTOBEPEHUSA

9. ITATA NMEPBUYHOM PETMCTPAIIMH (IIOJATBEPXKJIEHHS PETMCTPAIINN,
NEPEPET'UCTPAIINN)

JlaTa nepBoi perucTpanuu:
10. JATA IEPECMOTPA TEKCTA

OOmas xapakTepUCTHKa JIGKAPCTBEHHOTO TMpemnapata AHaIbruH Menucopd AocTynmHa Ha
uH(MOPMAIIMOHHOM TmopTane EBpa3suiickoro HSKOHOMHYECKOTO CO¥03a B HWH(OPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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