COOTBETCTBYET SKCINEPTHOMY OTHETY

o1 31.03.2025 M= 8524

(NOCNEOCBATENEHOCTE 00071)

OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITIPEITAPATA

Metamanrus, S00 Mr/Mi, pacTBOp 1Jisi BHYTPUBEHHOT'O U BHYTPUMBIIIIEYHOTO BBEICHUS.

2.  KAYECTBEHHBIA U KOJJMYECTBEHHBIN COCTAB
JelicTBytolee BENIECTBO: METAMU30JI HATPHUSI.
1 M pacTBOpa coniepKUT MeTamu3oiia HaTpust - S00 mr.

BcnomoratenbHbIe BemecTBa: BoAa JUIst HHBEKIUNA - 10 1 mit (cM. pazaen 4.4).

3. JIEKAPCTBEHHAS ®OPMA
PacTBop 111 BHYTPUBEHHOTO M BHYTPUMBIIIIEUHOTO BBEIACHHUS.

[Ipo3paunas, GeciiBeTHAS WM CIIETKA KEITOBATASI KUIKOCTb.

4. KIMHNUYECKHUE JAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO

[Ipenapat MeTtamanruH nokasaH K IPUMEHEHHUIO Y B3pOCIBIX U JETEW B BO3pacTe OT 3 MECSLEB
WJIM Maccoii Tena 0osee S Kr (711 BHYTPUBEHHOTO BBEJICHUS - OT 12 MecAIIeB) U CTapIlie MpH:

. TsokemoM  OCTpOM WM XPOHMYECKOM  OOJEBOM CHHIpPOME IpH TpaBMax U
MOCJICONEPAIMOHHOM TIepUo/ie, MPHU KOJUKAX, NMPU OHKOJOTMYECKUX 3a00JIEBAHUAX U APYTUX
COCTOSIHUSIX, IPU KOTOPBIX TPOTUBOIOKA3aHbl APYTHE TEPAIIEBTUYECKUE METOBI JICUEHUS.

. JIuxopanke, ycTOWYMBOM K IPYTUM METOAAM JICUCHUS.

4.2. PexxkuMm 103MPOBAHUSA M CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

B3pocnvie u noopocmxu cmapuie 15 nem:

B xauectBe pa3oBoit 1036l pekomenayetcs 1,0-2,0 ma (500 - 1000 mr/mit) pacTBopa MeTamHu30Ja
(BHYTPUMBIIIEYHO WM BHYTPUBEHHO). MakcumalbHas pa3oBas 1o3a cocrasisger 1000 mr (2 m).
MakcumanbHasi cytouHas nmoza — 4 mia (2000 wmr), pa3ngeneHHas Ha 2-3 BBEIEHUS B CYTKH.
[TapeHTepanbHOe BBEJEHHE Ipenapara MOKa3aHO TOJBKO MPU HEBO3MOXXHOCTH €ro Ipuema
BHYTPb.

[Ipn npuMeHeHUN B Ka4eCTBE aHAIbIE€3UPYIOIIETO CPEACTBA MPOJOJKUTENBHOCTh Tepanuu 1 - 5
nue. [Ipu npuMeHeHnn B KaueCTBE KapOMOHMKAIOIIEro cpecTna - 1 - 3 aHs.

Oco0nIe I'pyHOIbl DTaMEHTOB

Hauuenmbl NOJ2CUNI020 803pacma
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[loxxunpIM manMeHTaM HEoOXOIMMO TPUMEHATh MEHBIIME JI03bl B CBA3M C BO3MOXHBIM
CHIDKEHHEM BbIBEJICHHS] METa00JIMTOB METAMU30J1a U3 OPraHu3Ma.
Tayuenmol 6 masgxcenom coCMoAHUU U NPU HAPYULEHUY KTUPEHCA KPeAmUHUHA
HEOOXOJMMO MPHUMEHATh MEHBIINE J03bl B CBSI3M C BO3MOXXHBIM CHHM)KEHUEM BBIBEICHUS
METa0O0JIUTOB METaMHU30J1a U3 OpraHu3Ma.
IHayuenmer ¢ napywieHuem @yHKyuy nevenu u novex
VY nmaunueHTOB ¢ HapylleHueM (YyHKIUM IMEYEeHU WM MO0YEK CKOPOCTh BBIBEJCHMsS IIpernapara
3aMe/JIeHa, MO0ATOMY HEO0OXOIMMO Hu30eraTb MHOTOKpPaTHOTO INpHMEHeHMs mnpenaparta. OmbIT
JUINTEIILHOTO TIPUMEHEHHUsI OTCYTCTBYeT. [IpM KpaTKOCPOYHOM Teparuu KOPPEKIHS 03B He
Tpebyercs.

eTH
Hetssm B Bo3pacte 3 - 11 mecsameB (Macca Tena Gosnee 5 Kr 70 9 Kr) mpemapar BBOISAT TOJBKO
BHYTpuUMbIIeyHO B 03¢ 50-100 mr nva 10 kxr maccer Tena (0,1 - 0,2 mu pactBopa 500 mr/mi).
PazoBas 103a MoxeT ObITh pa3jieneHa Ha 2 - 3 BBEJCHUS.

Crnenyromias Tabauia COACPKUT PEKOMEHTyeMbIe JT03bI Mperapara:

Bo3spact (Macca TeJa) Jlo3a
Jletn 3 - 11 mecsues (5 - 8 kr) 0,1 - 0,2 Mt (50 - 100 Mr MmeTamMK3071a)

ToMpKO BHYTPUMBILIEUHO

Jetu 1 - 3 roma (oxono 9 - 15 kr) 0,2 - 0,5 mut (100 - 250 Mr MmeTamMu30J1a)
Jletu 4 - 6 et (okoio 16 - 23 kr) 0,3 - 0,8 mut (150 - 400 Mr meTamu30J1a)
Jletu 7 - 9 net (okoio 24 - 30 kr) 0,4 - 1,0 mut (200 - 500 Mr MmeTamMu30J1a)
Jletu 10 - 12 ntet (oxoito 31 - 45 kr) 0,5 - 1,0 mut (250 - 500 Mr meTamu3o0J1a)
Jletu 13 - 14 et (oxoi1o 46 - 53 kr) 0,8 - 1,8 mut (400 - 900 Mr meTamMu30J1a)

Cnooco0 nnpuMeHeHus

BHyTpHBEHHO, BHYTPUMBIIIEYHO ITYOOKO B MBIIIILY.

[TapeHTepanbHOe BBEJEHUE Ipenapara MOKa3aHO TOJBKO MPU HEBO3ZMOXXHOCTH €ro Ipuema
BHYTPb.

[lepen BBeneHHEM PEKOMEHIYETCSl HATPETh 10 TEMIIEPATYPhI Tea.

BryTpuBeHHOE BBEIEHUE IOJDKHO OCYIIECTBIATHCS MEUICHHO (CKOPOCTh BBeNeHUs He Oosee 1 M
(500 Mr meramu3oia HaTpHsl) B MUHYTY) B MOJIOKEHHH Ji€Ka, MOJl KOHTPOJIEM apTepHabHOTO
nasieHus. [lpu mepBbIX MpHU3HAKaX pa3BUTHSA aHAPWIAKTHYECKUX/aHAPWIAKTOUIHBIX PeaKIuil
MPEKpaTUTh BBEJICHUE Mpenapara.

[TockonbKYy TMIOTEH3UMBHBIE PEAKIUU SIBISAIOTCS J10303aBUCUMBIMHU, MApEHTEPaIbHOE BBEICHUE

10361 1000 Mr MmeTamMu3071a JT0HKHO MMPOBOJAUTHCS C 0COO0H OCTOPOKHOCTHIO.
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[Ipu crnumkom OBICTPOM BBEIEHUM TIperapara MOXKET HaONIOAAaTbC KPUTUYECKOE TMaJieHUe

apTepUaIbHOTO JaBIICHUS U IIOK.

4.3. IIporuBomokasanus

*  ['unepuyBCTBUTENHHOCTH K METAMU30Jy HATPHsI WM JTI0OOMY M3 BCIOMOTaTeNIbHBIX BEUIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

e IloBblmeHHasT  YyBCTBUTENBHOCTh K  mHpa3zosioHamM  (deHa3oH,  mnponudeHa3oH,
u3onponmwiaMuHopeHa3oH) Wik K mnupazonuauHaM (permnOyra3zoH, oxcudeHOyTa3oH),
BKJIIOYasi, HApuMep, yKa3aHWs B aHaMHE3€ Ha pPa3BUTHE arpaHyJIONUTO3a WU TSDKEIBIX
KOXKHBIX peaKluii Ipyu MPUMEHEHUU OJTHOTO M3 3TUX MPEnaparos.

* Hapymenuss =~ KOCTHOMO3TOBOTO  KpOBETBOpEHUsS  (Hampumep,  TOcCie  JICYCHHUS
[IUTOCTaTUYECKUMH TpenapaTaMu) Uiu 3a00JIeBaHUS TeMAaTOMOATUUYECKON CUCTEMBI.

*  VYkazaHus B aHaMHe3€ Ha pa3BUTHE OpOHXOCMa3Ma WIH JAPYTuX aHaQUIaKTUYECKUX PEeaKIHii
(HampuMmep, KpanuWBHHILY, pPHHHT, AaHTHOHEBPOTUYECKUH OTEK) TpPH NPUMEHEHUU
AQHATBIE3UPYIOMIMX TIPENapaToB, TaKUX KaK CalWIUIaThl, MapaneTamol, JUKIO(eHaK,
noynpodeH, HIOMETAIH, HAIIPOKCEH.

*  OcTpast ”HTEPMHUTHUPYIOIIAS ITeUeHOYHAsI TOpdUpHUs (PUCK pa3BUTHS 00OCTPEeHHM MOphUpHUn).

*  AprepuanbHas TUIIOTEH3US, HECTAOMIBHOCTh T€MOIMHAMUKH.

* BpoxneHnHas HeIOCTaTOYHOCTh TIIOK030-6-hocdar-gerunporeHassl  (PUCK  pa3BUTHS
reMOJIN3a).

*  bepemMeHHOCTH (TIEPBBINA U TPETUI TPUMECTP).

* Tlepuon rpyTHOTO BCKapMIIMBAHHUS.

» Jletu B Bo3pacTe 70 3 -X MECSIIEB MM C Maccoil Tejaa MeHee 5 Kr (OTCYTCTBYET JOCTAaTOYHbIE
Hay4yHbIe JaHHbIEC O MPUMEHEHUH IIpernapaTa y JaHHOM TPYIIbI JeTei).

» Jletu B Bo3pacTe oT 3 10 12 MecsieB (TOIBKO JJIsI BHYyTPUBEHHOTO BBEICHUS).

4.4. OcoOble yKka3aHUs U MepPbI NMPETOCTOPOKHOCTH NIPH PUMEHEHU U

C 0CTOPOKHOCTBLIO

* Ilpu cHwkeHun oObeMa  IUPKYIHUPYIOUIEH  KpPOBHM, HauMHAIOIIEHCS  CepaeHHOM
HEJI0CTaTOYHOCTH, BBICOKOH JIMXOpajKe (MOBBIIIEHHBIH PUCK PE3KOr0 CHUKEHUS apTepHaIbHOIO
JABJICHUA).

*  Ilpu 3aboseBaHuUsAX, IPH KOTOPBIX 3HAUUTEIILHOE CHU)KEHUE apTEPUAIbHOTO JIABICHUS MOXKET
IPECTaBIIATh MOBBIIIEHHYIO OMACHOCTh (MAIIMEHTHI C TSKEJIONW MIIEMHUYECKOW O0Ne3HbIO cepaa
U BBIPAKECHHBIM CTEHO30M apTEPHil TOJJOBHOTO MO3ra).

* Ilpu ankoronusme.

* [Ipu NOBBIIEHHOM PHCKE PAa3BUTHUS TSHKEIBIX aHA(DUIAKTUYECKUX/aHA(PUIAKTOUTHBIX PEaKIii



-

o1 31.03.2025 Nz 8524

(NOCNEOCBATENEHOCTE 00071)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

y MaLUEHTOB C:
- OpOHXHMAJIBbHOW acTMOH, OCOOCHHO B COYETAaHHU C COMYTCTBYIOUIUM ITOJMIIO3HBIM
PUHOCUHYCHUTOM;
- XpOHMYECKOW KpalnMBHHULEH M APYrUMH BHJAMH aTONUU (ajulepruyeckue 3adosieBaHus, B
pa3BUTHH KOTOPBIX 3HAaYMUTENIbHAs poib PUHAJIEKUT HACJIEICTBEHHOU
IPEPaCON0KEHHOCTH K CCHCUOMITU3AINH: TTOJUIMHO3BI, AJUIEPTUYECKUN PUHUT U T.I1.);
- HENEepEeHOCHUMOCTBIO aJKOrojis (peakuus Jaxe Ha HE3HAYMTEIbHbIE KOJIMYECTBA
OIPENICIEHHBIX AJKOTOJbHBIX HANUTKOB, C TAaKUMHU CHUMITOMAaMM Kak 3y[, CJIE€30TCUYEHHE U
BBIPAKEHHOE IIOKPACHEHUE JINLIA);
- HENEepEeHOCHMOCTBIO KpacuTesell (HanpuMmep, TapTpa3uHa) UM KOHCEPBAHTOB (HaIpHUMep,
OeH30aTOB).

* Ilpu BbIpa)K€HHBIX HApyIIEHUSAX (DYHKIUM NE€YEHW U TOYEK (PEKOMEHAYeTcs NpUMEHEHHE

HU3KHX 103 B CBSI3U C BO3MOXKHOCTBIO 3aME/IJIEHUS BbIBEICHUS METAMU30J1a HATpUs).

» IIpu GepemeHHOCTH (BTOPOI TPUMECTD).

Oco0snle yKazaHus

[lpy neyeHUn MAMEHTOB, TOJTYYAIONINX ITUTOCTATUYCCKHAE CPEJICTBA, U JETEeH J0 5 JIeT JIeYeHne
METaMH30JI0M HATPHsI JOJDKHO MPOBOJUTHCS TOJIBKO MO HAOIIOICHHEM Bpaya.
Anaguraxmuyeckue/anagurakmouoHvle peaxyuu

[lpu BBIOOpPE cmoco0a BBeIEHUS TMpermapara CIEAYeT YYUTBhIBaTh, 4YTO IapEHTEPaThHOE
pUMEHEHHE CBSI3aHO c Ooiee BBICOKUM pPHUCKOM BO3HUKHOBEHUS
aHa(pUIAKTHYECKUX/aHA(UIAKTONTHBIX PEaKIIH.

[ToBbIIEHHBIA PUCK Pa3BUTHs aHA(MITAKTUYCCKHX/aHA(WIAKTOUJAHBIX PEAKIUi Ha METaMH30JI
HATpUs 00YCIIABIMBAIOT CIICIYIONINE COCTOSTHHS:

- CHHAPOM OpPOHXHMAJLHON aCTMBbI, HHIYITUPOBAHHBIN MPHEMOM aHAIBIETHKOB;

- HENEepeHOCHUMOCTh aHAJIBIETHKOB IO TUITY KPAITUBHUIIBI MIIH AHTHOHEBPOTHYECKOTO OTEKA;

- TIOJIHOE WJIM HEIMOJIHOE COoYeTaHHe OpPOHXMAIBHON aCTMBI, PEHUIAMBUPYIOIIETO MOJIHII03a
HOCa W OKOJIOHOCOBBIX IMa3yX M HEMEPEHOCHMOCTH aleTHICATUIMIOBOW KUCIOTHI HIIH
IPYTUX HECTEPOUIHBIX TIPOTUBOBOCIIAIUTEILHBIX MPETAapaToB (B TOM YHCIIEC B aHAMHE3E);

- XpOHHMYECKas KpalMBHHUIIA;

- HENEePEeHOCHMOCTh aJKOroys (TOBBIIICHHAS YYyBCTBUTEIBHOCTh K aJKOTOJNI0), Ha (oOHE
KOTOpPOM, JaKe NPU NpUEME HE3HAUYUTEIBHOTO KOJMYECTBA HEKOTOPHIX aJKOTOJBHBIX
HAIWTKOB, y MAIIMEHTOB BO3HUKAIOT YUXaHHUE, CIC30TEUCHUE U BBIPAKEHHOE MTOKPACHEHUE
nuia. HemepeHOCHMOCTh aJIKOTOJISI MOYKET CBUIIETEIhCTBOBATh O PaHEe HEYCTAaHOBICHHOM

CUHIpOME OpPOHXHAILHOM aCTMBI, CBS3aHHOMN C aHATbI€TUKAMH (AaCTTUPUHOBOM aCTMBI);
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- HENEpEeHOCHMOCTb WJIM IOBBIIIEHHAs UYYBCTBUTEJIBHOCTh K KpacuUTeNIsIM (Hampumep, K
TapTpasuHy) WIK K KOHCEpBaHTaM (Hampumep, kK OeH3oaTam);
- aHaWIaKTUYECKHWE WM JpYrHe UMMYHOJIOTHMUECKHE PEaKIMH Ha Jpyrue MUpa3oJiOHBbI,
MUPa30JUANHBI U POYre HEHAPKOTUYECKHE aHaJIbIeTUKH (CM. pa3fen 4.3.) B aHaMHese.

Ilepen mnpumeHeHweMm npenapata MeTaMairdH HEOOXOIMMO IPOBECTH TIIATENBHBIA OIPOC
nanueHnTta. B ciydae BBISICHEHHUS, UYTO MAIMEHT OTHOCHUTCS K TpyIIe 0co00ro puckKa pa3BUTHUS
aHapMIAKTOUIHBIX peaklMid, Tpenapar cjielyeT Ha3HauaTh TOJbKO IMOCHE TIIATEIbHOW OIIEHKU
BO3MOJKHBIX PHCKOB M OKHJIAa€MOHM IOJNb3bl. B ciydae NpUHATHS pEHIEHUS O NPUMEHEHUU
npenapata MeTaMaJrMH Y TaKuX MAalUEHTOB MOTPeOyeTcsl CTPOTUi MEAULIMHCKUN KOHTPOJIb MX
COCTOSIHUSI, U HEOOXOJMMO HMMETh CpEeACTBa JUIS OKa3aHUsS WM HEMEIUICHHOW HEOTIIOXKHON
MTOMOIIIX B ClTydae pa3BUTHs aHADWIAKTHICCKUX/aHADUITAKTOUTHBIX PEAKIIUM.
VY mnpenpacnosioKEHHBIX MallMEHTOB MOKET BO3HUKATh AaHA(QWIAKTUYECKUH MIOK, MOITOMY
nalnveHTaM ¢ OpOHXHMaJbHOM acTMOW WIJIM aTOMMeld MeTaMHU30Jl HaTpHs CleqyeT Ha3HayaTh C
OCTOPOXKHOCTBIO.
Taorcenvie KodcHble HedceramenbHble peaKyuu
Ha ¢one mpumenenus MetamMu3osia HaTpUsi OBLIM OIMUCAHBI TSXKENIble KOXKHBIE HEXKelaTelbHbIE
peakuuu, Takwe kKak cuHapoM CtuBeHca-/[xoncona (CCJl), TokcHYecKuil smuaepMaibHBINA
Hekponmn3 (TOH) m nexapcTBeHHas peakius ¢ S03MHOQWIMEH W CHCTEMHBIMH CHMIITOMaMH
(DRESS-cunapom), KOTOpbIe MOTYT OBITh OMACHBIMU JJIS )KU3HH WIIH JICTATHbHBIMH.
[Tpu mosiBNIEHUN KOKHOM ChIMU, TOPAKEHUU CIU3UCTBIX 000JI0UEK WITU JIFOOBIX IPYTHX MPU3HAKAX
TUIEPYYBCTBUTEIBLHOCTH CO CTOPOHBI KOKH, JIEUEHNE METAMHU30JIOM HaTpuUs CIIeyeT HEMEJIEHHO
NPEKpPaTUTh. 3amlpeIiaeTcst KOraa-Iu00 BHOBb HOBTOPATH JICYEHUE METAMH30JI0M HATPHSL.
[TaniueHTHl MOKHBI OBITH WH(DOPMUPOBAHBI O CYOBEKTUBHBIX M OOBEKTHBHBIX CHMIITOMAax
JaHHBIX 3a00J1€BaHMi. Y HUX ClelyeT TIIATeIbHO KOHTPOJIUPOBATH KOKHBIE PEaKIUH.
Aepanynoyumos
ATpaHyJIOIMTO3, pa3BUBAIOLIMIICS Ha (OHE JIEYCHUS METaMHU30JIOM, HUMEEeT HMMYHHO-
JJIEprUYecKoe MPOUCXO0XKIEHUE U TPOJIOJIKAETCS, 110 MEHbIEH Mepe, onHy Henenmo. [logooHbie
peakurMy BO3HUKAIOT OYEHb PEAKO, MOTYT OBITh TSDKEIBIMHU, >KM3HEYIPOKAIOIIUMU U JaXe C
JETAIbHBIM HMCXOJOM. OTH PEaKIMU HE SBISIIOTCA 10303aBUCUMBIMHM U MOTYT BO3HHUKHYTH B
71100011 MOMEHT BO BpeMsl JICUCHHS.
Bce mamumeHThl JOMDKHBI OBITH MPOMHCTPYKTUPOBAHBI IMPEKPATUTh MPUMEHEHHUE Mpenapara u
HEMEJUIEHHO ITPOKOHCYJbTUPOBAThCA C JIeHallUM BpadyoM IIpU MOSABICHUM  CIEAYIOIIHUX
CyOBEKTUBHBIX WM OOBEKTUBHBIX CHMITOMOB, BO3MOXXHO CBSI3aHHBIX C HEHTpONEHUEi:

JAMXO0pajka, 03HOO, O0nb B TOpje, S3Bbl B IOJOCTH pTa. B ciydae pa3BUTHS HEUTPONECHUU
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(komuyectBo HedTpoduioB <1500 B MM’) HEOGXOMMO HEMEICHHO MpPEKPaTUTh JICYCHHE,
CPOYHO BBITIOJTHUTH PA3BEPHYTHIA KIMHUYECKUI aHAIU3 KPOBU U MPOJOJIKATH KOHTPOJIh COCTaBa
KpPOBU JI0 BO3BpAICHHUs] KOJIMYEeCTBAa (DOPMEHHBIX DSJIEMEHTOB K HOPMAJIbHBIM 3HAYCHUSIM.
Hanyumonenus

B cnyuae pa3BUTHS TAHIWTONEHUM JIEYCHHE CJIENYyeT HEMEUICHHO NpPeKpaTUTh, HEOOXOAMMO
KOHTPOJIMPOBATh TOKa3aTelld Pa3BEPHYTOr0 KIMHUYECKOTO aHain3a KpPOBH BIUIOTH 10 HX
HOpMaJTU3aITUH.

Bce manueHTs T0JDKHBI OBITh TPOMHCTPYKTUPOBAHBI HEMEUICHHO OOpAIaThCs 3a MEAUITUMHCKON
MOMOIIBIO TPU TMOSBICHAH BO BPEMS JICYCHUS METAMH30JIOM CyOBEKTUBHBIX WM OOBEKTHUBHBIX
CUMITOMOB, TO3BOJSIONINX MPEINOJIOKATh TATOJOTHYECKHE W3MEHEHUS KpOBH (Hampumep,
obmiee HegoMoranue, WH(EKIMs, CTOMKas JIHUXOopajaka, 0Opa3oBaHHUE TeMaTOM, KPOBOTCUYCHUS,
0JICTHOCTB ).

H3onuposannvie cunomeHn3ugHbvle peakyuu

BBenenne meramm3oiia HATPUST MOXET BBI3BIBATH HM30JMPOBAHHBIC TUIMOTEH3WBHBIEC PEAKIIUU.
JlanHbIE peakIuu, BO3MOXHO, 3aBHUCAT OT J03bI MperapaTa W 4Yalle BO3HUKAIOT TIOCIe
MapeHTEPATIbHOTO BBeJEHUA. Bo u30ekaHMe pa3BUTHUA TSDKENBIX THIIOTCH3WBHBIX pPEAKIUN
HEO0XO0IUMO MPUACPKUBATHCS CIEAYIONINX PEKOMEH AU

- BHYTPHUBEHHOE BBEJCHHE Mpemnapara clieyeT OCYIIECTBISATh MEAJICHHO;

- TAIMEeHTaM C WMEIOIICHCS TUIOTEH3WEH, CHIDKCHHEM o0beMa IUPKYJIUPYIONEeH KpOBH,
JeruapaTanueid, HeCTaOMIbHOCTHIO TEMOIMHAMHUKHN WJIM C HAYaJbHON CTaJMeH HETOCTaTOYHOCTH
KpOBOOOparieHus TpedyeTcs mpeaBapuTeIbHasi HOpMaTU3alus FeMOJUHAMIKY;

- TIpH JICYSHUH MMAIUEHTOB C BEICOKOW TEMIIEPATypOH Tena clieAyeT COOII0AaTh OCTOPOKHOCTb.

VY Takux marueHTOB HEOOXOIUMO ¢ 0CO00 BHUMATEIIBHOCTHIO OIIEHUBATh HAJTWYHE MMOKa3aHUN K
MPUMEHEHUIO METaMH30J1a, a B Cjlydae BBEACHHUS TIpenapara MeTaManruH B TOJOOHBIX
00CTOSITEILCTBAX, HEOOXOAMMO OOECIEUNTh TIIATEILHOS MEAHMIIMHCKOe HaOmogeHue. s
CHW)KCHHSI PHCKA PAa3BUTHUSI TUMIOTCH3MBHOW PEAKIIMM MOTYT MOTPEeOOBATHCS MPO(UIAKTUYECKUE
Mephl (CTa0MIIN3alus TeMOJUHAMUKH).

VY manueHToB, KOTOPHIM HEOOXOAMMO M30eraTh CHHKEHHUS apTEePHAIBHOTO JABJICHHS, TAKUX Kak
MalMeHThl C TSHKEJIOM WIIEMHUYEeCKOW OO0Je3HbIO Ccepjlla WM CTEHO3aMH  COCYIOB,
KPOBOCHA0’KAIOIINX TOJOBHON MO3T, MPUMEHEHHE mpernapara MeTaMalruH JOMyCKaeTCsl TOIbKO
IPH THIATETFHOM KOHTPOJIE TeMOIMHAMUYECKUX MTapaMeTPOB.

Ocmpas 6onb 6 dcusome

Henomyctumo ucnosib3oBaHue mpenapara MeTaManruH JUisl CHATHS OCTPBIX 00JIeil B )KUBOTE (10

BBISICHCHHUSA UX HpI/I‘II/IHBI).
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Hapywenue ¢pynkyuu nevenu u nouex

VY nauueHTOB ¢ HapymeHHeM (YHKIMM TMEYeHW WIM MOYeK mpenapaT MeTamaliruH cieayer
MPUMEHSATH TOJIBKO NOCIIE KOHCYIbTAlMU Bpaya, OCKOJIbKY Y 3THX MALlMEHTOB CHMXKEHA CKOPOCTh
BBIBE/ICHUS IIperapara.

Jlexapcmeennoe nopasicenHue nevenu

Y ManucHTOB, MOJYy4YaBIIUX MCTAMH30JI, 6I>I.HI/I OIMMUMCAHbI CJIydan OCTpPOro rcraTura,
MPEUMYILIECTBEHHO TeNaTOLEIUIIOIAPHOrO XapakTepa, KOTOPbI HAYMHAJICS IO MPOLIECTBUU OT
HECKOJIbKMX JIHEW JI0 HECKOJIBKMX MECALIEB IOCJe Hayana JiedeHus. [Ipu3Haku ¥ CUMOTOMBI
BKJIIOYAJIM TIOBBIIICHUE YPOBHs ()EpMEHTOB IIEUEHHU B CHIBOPOTKE KPOBH C JKENTYXOW UK 0e3 Hee,
yacTo Ha (OHE BO3HHUKHOBEHHS JPYTUX PEAKIUN TUIEPUYYBCTBUTEIBHOCTH K JICKAPCTBECHHBIM
npenapaTtaM (HampuMep, KOKHOM ChIIHU, TUCKpPa3uu KPOBH (ITATOJOTUYECKUE U3MEHEHHS KPOBH),
JUXOPAJKU M S03UHO(PUINMU), WIH COMPOBOXKAAIUCH MPU3HAKAMHU AyTOMMMYHHOTO TelaTuTa.
bonpmmHcTBO MalUCHTOB BBI3JAOPOBCIIN TIOCJIC IMPCKpAIlICHUA JICUCHUA MCTAMU30JIOM, TEM HC
MEHee, B OTHCNbHBIX CIy4asx CcooOHmaTd O MPOTPEeCCUPOBAHMM OCTPOH MEUEHOYHOMH
HEJ0CTAaTOYHOCTH, B pe3yJbTaTe KOTOPOM MOTpedoBaiach TPAaHCIUIAHTAIUS TICUEHH.

MexaHu3M MeTaMu30J1-UHAYIUPOBAHHOIO MOPAXKEHUSI MIEYEHH HE COBCEM SICEH, HO MMEIOIINECS
JIAHHBIE YKa3bIBAIOT HA €70 UMMYHOAJUIEPIHYECKYIO IPUPOTY.

[TareHTOB CceAyeT MPOMHCTPYKTHPOBATH O TOM, YTO UM HEOOXOIUMO OOpPATUTHCS K JieHalleMy
Bpady B CIlly4aec NOSBICHUS CHUMITOMOB, YKa3blBaIOLUIUX HA MOpPAXKEHUE IE€UEHU. Y TaKHUX
MAIMEHTOB CJIeIyeT MPEKPaTUTh MPUMEHEHHE METaMH30J1a M OLEHUTh (PYHKIIHIO TIEUEHHU.

He cnenyer BO300HOBIATH NMpHMEHEHHE Mpenapara y MalMEHTOB C HAJIMYMEM B aHaMHeE3e
MOopaKCHUA ICUCHU B NCPUOJ JICHCHHUA MCTAMH30JIOM, CCJIM IPU 3TOM HC BbBIABUIIN APYTrUX
MPUYMH [OPAKEHUS ICYECHHU.

Bausnue na peaynomamol 1a60pamopHuIX UCcieo08anuti

Y mnanuMeHToB, NONy4YaBIIMX JIEYEHHE METaMU30JI0M, ObUIO 3a(UKCUPOBAHO HU3MEHEHHUE
PE3YyJIbTATOB na60paToprlx TECTOB, MPOBOAUMBIX C HCIIOJIB30BAHUCM PCAKIUHN TpHH;[epa n
NOJOOHBIX peakuuid (Hampumep, aHajdu3 KOHLEHTPAllMM KpeaTHMHUHA, TPUTIHUIEPUIOB,
xosiecrepuna JITIBIT 1 MO4eBO KHUCIOTHI B CHIBOPOTKE KPOBH).

4.5. B3aumoneiicTBie ¢ JPYrMMH JIeKAPDCTBEHHBIMHM MpenaparaMu W JApyrue BHAbI
B3aUMO/JAeHCTBUSA

C APYIUMH HCHAPKOTHYCCKMMH aHAJIbI'C3UP YIOIIIMMHU CPEACTBAMU

OpHoBpeMEHHOE  MpPUMEHEHHE MeTaMH30Jla HAaTpusi C  JPYrUMH  HEHapKOTUYECKUMU
AQHAJIBIe3UPYIOIIMMU  CPEICTBAMU MOXKET MPHUBECTH K B3aUMHOMY YCHUJICHHIO TOKCHYECKHUX

a¢hekToB.
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C TPUIUKINYCCKUMH AaHTUACIIPCCCAHTAMU, IICPOPAJIBHBIMHU KOHTPAIICIITUBAMU, AJJIOITYPHUHOJIOM

TpI/II_[I/IKJII/I‘IeCKI/IG AHTUACTIPCCCAHTHI, TMCPOPAJIbHBIC KOHTPALCIITUBBLI, aJUIOIIYPUHOJI HAPYyIIANOT
MeTa00IM3M METaMH30J1a HaTpuA B IICYCHU W MOBBIIIAKOT €0 TOKCHUYHOCTD.

C OapOuryparamu, GeHWIOYTa30HOM M NPYIMMH HMHIYKTOPAMHU MHUKPOCOMAILHBIX (hepMEHTOB

HeUeHH
BapOutypatbl, ¢eHunOyTa3oH M JApyrue HHIYKTOPbl MHUKPOCOMAIbHBIX (PEPMEHTOB MEUYECHU
OCITa0IISIOT JeWCTBIE METaMH30J1a HATPHS.

C cegaTMBHEIMH CPEACTBAMHU M TPAHKBHIN3aTOPaAMH

CenatuBHBIE Cpe/ICTBA U TPAHKBWIIM3ATOPBI YCHIIMBAIOT 00e3001uBaroIee eiicTBUe MeTaMHu30i1a
Hatpus. IIpy ONHOBPEMEHHOM IPUMEHEHMM METaMHU30Jla HATpUs M XJIOPIPOMAa3WHA MOXKET
PAa3BUTBCA TsDKENAst TUIIOTEPMUS.

C neKapcTBEHHBIMH CPEJICTBAMHM, MMECIOITHUMH BEICOKYIO CBSI3b C OeJIKaMH I1a3MBbl (HCDOD&J'II)HI)IG

THUIIOTTIUKCMHUYCCKUEC CpPCACTBA, HCIOPAMBIC aHTHUKOAI'YJISAHTBI, TJIIOKOKOPTUKOCTCPOMABL U

WHIOMETAIINH )

MeTtaMun30J1 HaTpus, BBITECHSIS U3 CBS3U C OCNKaMH IJIa3Mbl MEPOPATbHBIC THITOTJIMKEMUYECKHE
CpEICTBA, HEMPSIMbIE AHTHKOATYJISIHTBI, TJTIOKOKOPTUKOCTEPOUABI U UHAOMETAIIMH, YCUIIUBAET UX
JICUCTBUE.

C MHEJIOTOKCUYHBIMHA JICKAPCTBCHHBIMHU CPCACTBAMHU

MuenoToKCUYHEBIS JICKAPCTBCHHBIC CPEACTBA YCHUIMBAIOT IIPOABICHHUEC TI'C€MATOTOKCHYHOCTHU
METaMM30Jia HaTpHs.

C MeTOTpEKCATOM

JloGaBneHne MeTamu3oja HATpUsl K  JICUCHHIO  METOTPEKCAaTOM  MOXET  YCHIIMBATh
reMaTOTOKCHMYECKOe JIEeWCTBUE METOTpeKcaTa, OCOOCHHO Yy MAalMeHTOB IOXWJIOrO BO3pacTa.
[Toatomy cienyer n3derarb COBMECTHOTO IPUMEHEHHUSI TUX JIEKAPCTBEHHBIX CPEJICTB.

C THaMa30J0M U CapKOJIU3NHOM

TwramMasoi ¥ capKOJIM3UH MOBBIIIAIOT PUCK PA3BUTHUS JICHKOIICHUU.

C KOACHHOM, 6JIOKaTODaMI/I H2- rucTaMHMHOBBIX PELCIITOPOB U IIPOIIPAHOJIO0JIOM

Kogeun, Onokatopsl H2-rucTaMMHOBBIX pPELENITOPOB U IMPOMPAHOJION YCHIUBAIOT 3P (HEKThI
MeTaMH30J1a HaTpusl.

C PEHTTCHOKOHTPACTHBIMHU BCIICCTBAMHU, KOJIJIOMAHBIMH KPOBC3aAMCHUTCIIAMHA U IICHUITWJIJIMHOM

PGHTI‘GHOKOHTpaCTHBIe BCIICCTBA, KOJUIOMAHBIC KPOBC3AMCHUTCIIN W NCHUIWJUIMH HE OOJIKHBI
NPUMEHATHCS BO BpEMsl JICYCHUS METaMH30JI0M HATpus (TOBBIIICHHBIM pPUCK pPa3BUTHUS
aHa(MIaKTHIECKNX/aHA(DUIAKTOUTHBIX PEAKIIHA).

C aueTWICaIUIIMIIOBONA KUCIOTOU
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HpI/I COBMCCTHOM IMPUMCHCHUU METaMH30J1 HaTpusa MOXKET YMCHbBIIATH BIIMSTHUEC
alleTUJICAJIUIIMIIOBOM KHUCIOTHI Ha arperauuio TpoMOonuToB. IlosTOMYy naHHYI0 KOMOMHAIUIO
ClIeZlyeT MPUMEHSTh C OCTOPOKHOCTBIO TPH JICUYCHUH IMMAlMEHTOB, MPUHUMAIOIINX HU3KUE 03B
AIEeTUJICATHITMIIOBON KUCIIOTHI JUISl KApAUOMPOTEKIIUU (TPOPHITaKTHKH TPOMOO0OOpa3oBaHus).

C cyocrparamu CYP2B6 n/unu CYP3A4

MetaMuzon MOXET HMHIYIUpPOBaTh Merabonusupyoomue ¢epmentsl, Bkimoyas CYP2B6 u
CYP3A4. CosmectHOoe mpuMeHeHne metamuzona ¢ cyocrparamu CYP2B6 w/mumu CYP3A4,
TaKUMHU KakK OynmpomuoH u 3¢aBUPEH3, METAJO0H, LMKJIOCIHOPUH, TAaKPOJUMYC WU CEepTpalivH,
MOYET MPUBECTH K CHIKCHUIO KOHIICHTPALIMHU TaHHBIX MIPETapaToB B IJ1a3Me KPOBH.

[TosToMy pexkomeHayeTcssi COOM0JaTh OCTOPOKHOCTb IpPH  OJAHOBPEMEHHOM IPUMEHEHUHU
Meramuzona u cyocrpatoB CYP2B6 w/mmm CYP3A4; oneHky KIMHHYECKOTO OTBETa W/HWIU
KOHIEHTpAllMU Tpernapara B IUIa3Me€ KPOBU CJENYyeT COMPOBOXKIATh TEpPaNeBTUYECKUM
JIeKapCTBEHHBIM MOHUTOPUHTOM.

C BajgbpIIpoaToM

MeTamMH30J1 MOKET CHH)KaTh KOHIIEHTPAIUIO BajlbIIpoaTa B CHIBOPOTKE KPOBU MTPH UX COBMECTHOM
NPUMEHEHUH, YTO MOTEHUHAIbHO MOXKET MPHUBECTH K CHIXKEHHIO 3(PPEKTUBHOCTHU BabIIpoOaTa.
Bpauam, Ha3HauaromuM mpenapar, CIeAyeT KOHTPOJIMPOBATH KIMHUYECKHH OTBET (KOHTPOIb
IPUCTYNOB WJIM KOHTPOJIb HACTPOEHHS) M TPH HEOOXOJMMOCTH PAacCMOTPETh BO3MOXKHOCTh
MOHHMTOPHHTA KOHIIEHTPAIIK BaJIbIIPOaTa B CHIBOPOTKE KPOBH.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

I[aHHbIe O HCTaTUBHOM BJIMSAHUHW MCTaMH30JIa Ha IIJIOA OTCYTCTBYIOT: Yy KPBIC W KPOJIMKOB
METaMH30JI HE OKa3blBaJl TEPATOr€HHOIO [EHCTBUS, a TOKCHYECKOE JIEHCTBUE Ha IUJIOJ
Ha0JI0/1aI0Ch TOJIBKO MPHU BBICOKMX J103aX, TOKCUYHBIX Ul OpraHu3Ma marepu. Tem He MmeHee,
KJIMHUYECKUX JAaHHBIX O NPUMEHEHUHU Ipenapara MeTaMairuH BO BpeMsi OEpeMEHHOCTH
HEJ0CTATOYHO.

MeTtaMu30J1 MPOHUKAET YEpe3 TUIALICHTY.

B nmepBoM TpuMecTpe 6epeMEeHHOCTH MPUMEHEHHE TpernapaTa MeTaMairuH MpoTHBONOKazaHo. Bo
BTOPOM TpUMeCTpe OepeMEHHOCTH JIEYEHHE NpPEernapaToM JO0JKHO OCYHIECTBIATHCS MO CTPOTHM
MCIUIIUHCKUM IMOKa3aHUusAM, CCJIIM OXuUJacMas I0JIb3a JJISI MATCpU IMPCBLIIACT HOTGHI_[I/IaJIBHBII\/'I
puck s tona. llpuMeHeHWe mpemapara B TpPETheM TPUMECTpEe OEpPEeMEHHOCTH TaKke
MPOTUBOMOKAa3aHO. JTO OOYCIOBJIEHO TEM, YTO, XOTS METaMH30J U SBJISETCs ciaadbiM
MHTHOUTOPOM CHHTE3a MPOCTarjaHAMHOB, HEBO3MOXKHO IOJHOCTHIO HCKIIOYUTH BO3MOXKHOCTh

MPEeKICBPEMEHHOTO 3aKpBITUS apTepUaNbHOrO (0OTauioBa) MPOTOKA W OCIOKHEHUH B
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NEpUHATAIBLHOM TEPUOJIE, CBA3aHHBIX C HAPYIIEHNUEM arperallioOHHON CIIOCOOHOCTH TPOMOOIIUTOB
MaTepy U HOBOPOKJIEHHOTO.

Jlakranus

Metabonutel MeTamMH30JIa TMPOHUKAIOT B TIpyAHoe Moioko. He momyckaercs TpynHoe
BCKapMJIMBaHUE BO BpeMs JIeUEHHUs IpernapatoM MeramairuH ¥ B TeueHue 48 4acoB mocie
MOCJIETHETO BBEACHUS MIpenapara.

4.7. BaiusiHue Ha CHOCOOHOCTH YNPaBJATH TPAHCHOPTHBIMHM CpeICTBAMH M PpadoTaTth €
MeXaHHU3MaMH

Her AAaHHBIX O TOM, 4YTO IMperapar MeramMairud B PCKOMCHAOBAHHBIX [103aX OKa3bIBACT
HEXKCIIAaTCIbHOC BIINSIHUA Ha CHOCO6HOCTB YHIpaBJIATbH TPAHCIIOPTHBIM CPCACTBOM U BO3BMOKHOCTDH
paborath ¢ MexaHu3mMamu. OJHAKO NHpU TEpanuu MPenapaToM B BBICOKUX J03aX, CIEIyeT
NPUHUMATh BO BHUMAaHHE BO3MOXKHOCTh HAPYIIEHUSI CIIOCOOHOCTH K KOHIEHTPALUU U CHUKEHUS
CKOPOCTHU PCAKIMU, YTO MOXKCT HNPCACTABIATH PUCK B CUTyallUdaX, T'AC JAHHBIC CHOC06HOCTI/I
0COOEHHO BaXXHBI (HAmpuUMep, YIpaBiIeHHE AaBTOMOOWIEM WM JBHXKYIIUMCS MEXaHHU3MOM),
0COOEHHO TIPH COMYTCTBYIOIIEM yIIOTPEOICHUH aJTKOTOJIA.

4.8. HexenareabHble peakunu

TabauyHoE PE3IOME HEXKENATEIbHBIX DEAKIINI

Huxke MMPCACTABJICHBI HCKCIIATCIBHBIC PCaKIUK, PpPa3ACIICHHBIC IO CUCTEMaM OpraHoB C
YKa3zaHueM 4YaCTOTbl HX BO3HHUKHOBCHHSA B COOTBCTCTBUH CO CICAYIONIMMHU TI'paJdallusaMHu,
peKoMeH1I0BaHHBIMU BcemupHoii opranuzaiuu 3apaBooxpadenus (BO3):

- oueHb yacto (>1/10)

- 4acro (>1/100, <1/10)

- Hevacto (>1/1000, <1/100)

- pexnxo (>1/10000, <1/1000)

- oueHb peako (<1/10000)

- qacTOTa HCU3BCCTHA (Ha OCHOBAaHUU UMCHOIIIUXCA JaHHBIX OLICHUTH HGBOBMO)KHO).

CucTeMHO-OpraHHbI| Yacrora He:kenarenbHble peakuuu
KJIACC
Hapymennss co  croposnsl | Penko JICUKOTICHUS

KpoBHU M snuMdaTudeckoit | O4eHb peKO | arpaHysIonuTo3 (BKIIOYAs CIyYad C JICTAIbHBIM

CUCTEMBI HCX0JIOM), TPOMOOIIUTOTICHUS
qaCTOTa aIJIaCTU4YCCKas aHCMUA, INaHIIUTOIICHU A,
HCHU3BCCTHA BKJIFOUaAsA Cﬂyan C JICTAJIBHBIM UCXOJ0M

OTH peakIuy SBISIIOTCS UMMYHOJIOTHYECKUMU IO cBoel npupojie. OHM MOTYT BO3HUKATH JJaKe B

cllydae, eClIi paHee IpenapaT MPUMEHSJICS HEOJHOKPATHO 0€3 KaKUX-TH00 OCIOKHEHHH.

10



o1 31.03.2025 Nz 8524

(NOCNEOCBATENEHOCTE 00071)

TUNUYHBIME CUMITOMAMM arpaHyJIONMUTO3a SBISIOTCS BOCHATUTENbHBIC MOPAXKECHUS CIU3UCTHIX
000J04eK (TIOJIOCTH pTa M TIOTKU, aHOPEKTAJIBHOIN 00JIaCTH M TIOJIOBBIX OPraHOB), O0JIb B TOpIIE,
auXopanka (BKJIIOYash HEOXKHIAHHYIO YCTOHYMBYIO JIMXOPAIKy HESICHOW OSTHOJOTUH WIH
peLUAMBHPYIONIYI0 JHXopanaky). Cremyer yduThIBaTh, HYTO €CIAM MAIMEHT IOJydaeT
AHTHUOMOTUKOTEPAINIO, TO THIIMYHBIC MPOSIBICHHUS arpaHyJIOIUTO3a MOTYT OBITh MHHHUMAJIBHO
BbIpaKeHHBIMU. CKOPOCTh OCEJaHUS SPUTPOLIUTOB 3HAUUTEIBHO YBEINYHBAETCS, B TO BPEMs Kak
yBeIH4YeHne TUM(OY3I10B sIBIsSeTCS c1a00BBIPa)KEHHBIM HIIN OTCYTCTBYET.

TunmuuHBIME ~ CHMIITOMaMH  TPOMOOLIMTOIICHUH  SIBJISIOTCSL  TIOBBIIIEHHAs CKJIOHHOCTh K
KPOBOTECUCHHIO ¥ BO3HUKHOBEHHE METEXUI Ha KOXKE U CIM3UCTHIX 000I0YKAaX.

B cnydae pa3BuTHS BBIIICTIEPEUUCICHHBIX HAPYIICHHH CO CTOPOHBI KPOBU M JTUMQATHYECKON
CHCTEeMbl HEOOXOOMMO MPEKPaTUTh NPUMEHEHHE TIpernaparta W IPOBECTH Ppa3BEPHYTHIN

KIIMHUYECKHUI aHam3 KpoBH (cM. pasnen 4.4.).

Hapymenus co cTOpoHBI Penxo METaMHU30]I HATpHUS MOJKET BBI3BIBATD
UMMYHHON CHCTEMBI aHaQWIAKTUYECKHEe WIM  aHa(pUIaKTOWIHBIC
peaKIu, KOTOpPbIE MOTYT OBITh TSDKEIBIMH U
YTPOXKAIOITUMH KU3HHU, U B HEKOTOPBIX CIydasx
MOTYT TIPUBECTH K JeTaJbHOMY uCXonay. B
ciyyae pa3BUTHUS aHaUITAKTUIECKUX/
aHa(UIaKTOUTHBIX peakmuit HE00X0INMO
HEMEJJICHHO TPEKPAaTHTh BBEIEHUE Iperapara,
MPOBECTH MEPOTIPUATHS o OKa3aHHIO
nanueHTam HEOTJI0KHOU MEIUITTHCKOM
MIOMOIIHY, MPOBECTH PA3BEPHYTHIM KIMHUYECKUN
aHaju3 KpoBH (cM. paszzen 4.4.)

DTH peakIuy MOTYT BO3HUKATH JaXKe B Cllydae,
eciau paHee npemnapar MIPUMEHSIIICS
HEOJHOKPATHO 0€3 KaKUX-TN0O0 OCI0KHECHHM.
Takue  nmeKapCTBEHHBIE  pPEaKIUU  MOTYT
pPa3BUTBCS BO BpeMsl HWHBEKIIUM METaMH30J1a
HATpUS WM 4Yepe3 HECKOJIbKO YacOB IOCTE €ro
BBEJICHMUS, OJJHAKO OOBIYHO OHHM HAOJIIOAIOTCS B
TEUEHHWE TIEPBOIO0 Yaca TOCIe  BBEACHUS
nperapara.

OO0b1uHO OoJiee Jerkue aHapUIAKTHUYECKUE WIIH
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aHa(bI/IJIaKTOI/II[HBIe pakuu MpPOSABJIAIOTCA B
BUAC KOXHBIX CHMIITOMOB MW CHMIITOMOB CO
CTOPOHBI CIU3UCTBIX O00JIOYEK (TaKWUX Kak 3y,
MOKEHUE, THIEePeMHUs, KpaluBHUIA, OTEKH),
OJIBIIIKM U peXe B BHIEC Kalod CO CTOPOHBI
KeNyJOYHO-KUIIEYHOTO TpakTa. bojee ierkue
pEaKIi MOTYT TPOTPECCHUPOBATH J0 TSHKEIBIX
dopM Cc  pa3BUTHEM  TCHEPATU30BAHHOM
KpallMBHHUIIBI, TAXKCIIOTO AHTHOHCBPOTHYCCKOI'O
oTeka (0COOEHHO C BOBJICUEHHEM TOpPTaHMU),
TSDKEJIOr0 OpoHXOcma3ma, HapymeHHd pHTMa
CepAlla, PE3KOTr0 CHIDKEHHSI apTepUaTbHOTO
JaBlieHUs] (KOTOPOMY HWHOTAA MpPEIIIECTBYET
IIOBBIIIICHUEC aApTCpHUAIBHOIO I[aBJ'IeHI/I}I) u

Pa3BUTUEM I'EMOJIUMHAMHUYCCKOI'O IIOKA.

OdeHb peIKO |y TAIHMEHTOB C TIOJHBIM WM  HEMOJIHBIM
COoYeTaHUEM OpoHXHATHLHOU aCTMBlI,
pEUMAMBUPYIOLLETO [1OJIMIIO3a HOCa 51
OKOJIOHOCOBBIX ~Ta3yX M  HEMEPEHOCUMOCTH
aleTUICATMIIMIOBOM  KUCIIOTBI WJIM  JPYTUX
HECTCPONUIHBIX MMPOTHUBOBOCHAINTCIIBHBIX
npemnapaToB (B TOM YHCIIE B aHAMHE3e), PeaKIIHH
HETIEPEHOCHMOCTH OOBIYHO MPOSIBIISIFOTCS B BHIC

MPUCTYIOB OPOHXHAIBHOM aCTMBI

Yacrora aHa(UIAKTUYECKUH 10K

HEU3BECTHA
Hapymenust co cTopoHbl Yacrota cunapom Koynuca (ammeprudeckuii  OCTphIi
cepaua HEU3BECTHA KOPOHApHbIN CUHIPOM)
Hapymenus co cTopoHsl Heuwacro BO BpeMs WM IIOCJIE€ BBEICHMS IIpernapara
COCY/IOB BO3MOXKHO pa3BuTHE M30JIMPOBAHHBIX

TPAaH3UTOPHBIX ~ THIOTOHHUYECKHX  pEaKIui
(BO3MOXXHO (papMaKoJIOTHYECKU O0YCIOBICHHOE
u HE COIPOBOXKJAIOLIEECS IPYTUMH

MIPOSIBIICHUSIMU aHa(MIaKTHIECKUX/

12
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aHa(UIAKTOUIHBIX PEaKIil); B PEIKUX CIIydasx
- pe3Koe CHI)KEHUE apTePHAIbHOTO TaBIICHHUS.

BeicTpoe BHYTpHBEHHOE BBEICHHE NIperapara
YBEIMYMBAET  PUCK  PasBUTUSA  MOJOOHBIX

THUITOTCH3HUBHBIX peaKHI/Iﬁ

Hapymienus co cTOpoHBI Yacrora coo0LIaIoch O Claydasx pPa3BUTHUA KeTyJOYHO-
KEITyJOYHO-KAIIECYHOT O HEU3BECTHA KHIIEYHOIO KPOBOTECYECHHUS
TpaKTa
Hapymenus co cTopoHbI Yacrora MOXET pPa3BUBATHCS JIEKAPCTBEHHOE IOPaXCHUE
IICYCHHU U JKEITYECBBIBOASIINX | HEU3BECTHA IICYCHH, BKJIIOYAs OCTPBIA TEMaTHUT, JKENTYXY,
nyTen IOBBILICHHE YPOBHS «TIEYECHOYHBIX»
TpaHCaMUHAa3
Hapymenus co cTopoHbI Heuacro KpoMe IIPOSIBIICHU N aHaUIaKTHYECKUX/
KOH U ITOJKOKHBIX TKaHEH aHA(QUIAKTOUIHBIX  pEaKUUd Ha KOXE W
CJIM3UCTBIX 000JIOUKAX, NEPEUUCICHHBIX BBIIIE,
HEYacTO MOXKET BO3HHUKATh (DPUKCHpOBaHHAS
JIEKapCTBEHHAS CBHIIIb
Penxo KO>KHasl CHIIb

Ouens penko

cugapom Cruenca-/[xxoncona (CCJl) wnm
CHUHJIpOM Jlaiienna (TOKCHYeCcKuit

snuaepManbHbId Hekpom3 (TOH)) ¢ neranbHbIM

HCXO0JI0M
Yacrora JeKapCTBEHHAs peakuus C 303uHOPUIMEH U
HEU3BECTHA cuctemabiMu cumnroMamu (DRESS-curnpom)
Hapymenust co cTopoHbl Heuacto BO3MOKHO OKpAaIllMBaHWE MOYU B KPACHBIN LIBET

ITOYCK U MOYCBBIBOJAIIINX

nyTei

BCJICACTBHC IPUCYTCTBUSA B MOYC MeTabonuTa -

py0a30HOBOM KHCIOTHI

Ouens penko

BO3MOXXHO OCTpO€ YXYAIIeHHE (DYHKIHUU MOYEK
(ocTpast moueyHasi HEIOCTATOYHOCTH), OCOOEHHO
y TalHWeHTOB C 3a00JeBaHUsIMH TOYEK, B
HEKOTOPBIX CIIy4asiX C OJIUTYpUEH, aHypUeH WU
NPOTEUHYpPHUEH; B €AMHUYHBIX CIy4asxX MOXKET

Pa3BUTBCA  OCTPBIM HMHTEPCTUIIHAIBHBIN HEQPUT

OO6ume paccTpoiicTBa u

Heuacto

B MCCTC MHBCKIIMHM BO3MOXHa 00JIE3HEHHOCTh U
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HapyIlIEHUs B MECTE MECTHBIE PEaKINH (THIIepEMUsI)

BBEJICHUS Ouens penko | haedut

COOGH.IGHI/IG 0 MOJ03PE€BACMBIX HEXKECTATC/IbHBIX PCAKIIMAX

BaxxHo coobmiaTh 0 mo03peBaeMbIX HEKENATEeIbHBIX PEAKIIUAX IMOCIIEe PETHCTPAINH Tpernapara ¢
HEeNbl0  O0ECIeYeHUsT HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS  «IIOJIb3a —  PUCK»
JIEKapCTBEHHOTO TIpenapara. MeauImHCKIM pabOTHUKAM PEKOMEHAYETCS COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKEIATENbHBIX PEAKIMAX JIEKApCTBEHHOTO TMperapara 4yepe3 HalMOHAIbHBIE
CUCTEMBI COOOIIEHUS O HEXENaTeNbHBIX pEeaKIUsIx TOCyIapcTB — uWieHOB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

®denepanbHas ciryx0a mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

109012, r. MockBa, CnaBsiHCKasl miiomaip, 1. 4, ctp. 1.

Tenedon: 8 (800) 550 99 03

daxkc: 8 (800) 550 99 03

E-mail: npr@roszdravnadzor.gov.ru;

info@roszdravnadzor.gov.ru

Caiit B nHGOpMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTh «MHTepHeT»: www.roszdravnadzor.gov.ru
4.9. Ilepexo3upoBka

CuMITOMBI

[Ipu mepeno3upoBKe BO3MOXKHO TOSIBICHUE CIEIYIOIIMX CHMIOTOMOB: TOIIHOTA, pBOTa, 00U B
KUBOTE, CHUKEHHE (DYHKIIMU MTOYEK/0cTpasi MoYeuHas HeZJ0OCTaTOYHOCTh C OJIUTYpHel (Hampumep,
BCJIE/ICTBUE Pa3BUTHUS HHTEPCTHIHMAIBLHOTO Hedpurta), Oojee peaKue CHUMITOMBI CO CTOPOHBI
LEHTPaJIbHOW HEPBHOM CHCTEMbI (TOJIOBOKPYKEHUE, COMHOJIEHIIUS, KOMa, CYJOpOTH) U PE3KOe
CHI)KCHHE apTEepPHAILHOTO JaBJeHHs (MHOTAA MPOrPEeCCUpPYIOIIee 0 IOKA), a TAKKEe HApyIICHUE
CCPACUYHOTO pUTMa (TaXI/IKap,Z[I/I}I). Ilocie BBCACHHA OYCHBb BBICOKHX /103 BBIBCACHUC YCPC3 MOYKHU
HETOKCUYHOTO MeTabonuTa (pyOa30HOBOW KHCIIOTBI) MOXKET BBI3BIBATH KPACHOE OKpAIlIMBaHUE
MOYH.

JleueHue

CHGHI/I(bI/I‘IeCKOI‘O AHTHA0Ta JIA METaMU30JIa HATpUA HCT. OcHOBHOH MeTa6OJII/IT ME€TaMHn30Jia
(4-N-MeTUNIaMUHOAHTUIIMPHUH) BBIBOJUTCS € TOMOIIBIO TIeMOJUaNn3a, TIeMo(puIbTpaluy,
remorieppy3un  uium  GuibTpanuu miaasMel. [Ipy  pa3BUTHUM  CyIOPOKHOTO CHHApOMA -

BHYTPHUBEHHOE BBEJICHHE Ha3enamMa i ObICTPOICHCTBYIOIUX 0apOUTYypaToB.
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5. ®APMAKOJIOTHYECKHUE CBOHMCTBA

5.1. dapmakoAnHAMHYeCKHE CBONCTBA

dapmakoTepaneBTHUECKasi TpyNNa: aHaJIbleTHKW; JPYTrHe aHAJbI€TUKU M aHTUIHPETHKH,
UPA30JIOHBI.

Kon ATX: N02BB02

Mexanuszm geiicTBus

Ero mexaHu3m JeiicTBUSI OKOHYATEIbHO HE YCTAaHOBJIEH. VIMeromuecs IaHHBIE MO3BOJISIOT
moJiaraTh, YTO METaMH30JI U €ro OCHOBHON MeTabonuT (4N-MetunamMmuHoaHTUNUpUH [4-MAA])
00Ja1al0T IEHTPATbHBIM U MEepUPEPHUUSCKUM MEXaHU3MOM JEHCTBUS. B 103axX, MpeBHIIAIOIMINX
TCPANICBTUYCCKUC O3bI, MOKCT HOCTUIATbHCA HpOTHBOBOCHaHHTeHBHBIﬁ 3(1)(1)6KT, BO3MOXHO 3a
CYET MOAABIICHHS CHHTE3a MPOCTATJIaHAHMHOB.

dapmakognaamMuyeckue P PeKTnl

AHanbpre3upymooniee HEHAPKOTUYECKOE CPEICTBO, TPYNIbl  MUPA30JOHOB,  OOIaNAONIUI
aHaAJIbI€3UPYIOIINM, KaPOTOHIKAIOIIUM U CIIa3MOJIMTHYECKUM JICHCTBUEM.

5.2. ®dapMakokuHeTHYeCKHE CBOMCTBA

AbGcopbuus

[Tocne BHYTPUMBINIEYHOTO BBEIEHHUS TMIpernapara OHOMOCTYIMHOCTh OCHOBHOTO MeTaboimTa
metamuzona (4-MAA) cocraBiser 87%. CpeaHee 3Haue€HHME BPEMEHHM  JOCTHUKEHUS
MaKCHUMaJIbHOW KOHIICHTPAIIMH ITOCJIe B/M BBeIeHHS - 1,7 yaca.

Pacnopenenenue

Ces3piBanne 4-MAA c¢ Oenkamu Tuia3Mbl KpoBU coctaBisgeT 58%. [lpyrue meTaboauThI
METaMHU30JI1a CBA3BIBAIOTCS ¢ OeTKaMu IUIa3Mbl KPOBH B CIIEAYIOIIEH CTEeNeHH: 4-aMUHOAHTUTTUPUH
- 48%., 4-popMuIaMUHOAHTUIHUPUH - 18% U 4-aneTuaaMUHOAHTUIUPUH — 14%.

MeTtaMur3071 TPOHUKAET Yepe3 IIaleHTapHbIi Oaphep. MeTaboauThl MeTaMu30ja MPOHUKAIOT B
IPyAHOE MOJIOKO KOPMSIIUX MaTepeil.

Buorpancdopmarnus

OcHoBHOII MeTabonuT Meramusona, 4-MAA, moxaBepraercs AaibHeWIeMy MeTabonu3My B
IICUYEHU ITyT€M OKHUCIICHUs, AEMETHJIMPOBAaHMS U MOCIEAYIOLIEro anueTHIupoBaHus. [Ipyrumu
OCHOBHBIMH  METa0OJMUTaMH  METaMHu30ja  SBIAIOTCA  4-amMuHOaHTHUNUpUH  (4-AA),
4-popmunamuHoanTunupu (4-OAA) u 4-anermnamuHoanTunupul (4-AuAA). Mccnenosanue
CBOWCTB 4YETHIPEX OCHOBHBIX METAa0OJMTOB METaMH30JIa IOKA3alo, 4YTO >KAPOIOHMIKAIOIIEe,
aHaJIbIe3UPYIOLIEe U MPOTUBOBOCHAIUTENBHOE JEWCTBUE INpenapara MOryT ObITh 00YyCIOBIIEHBI

Mmerabommramu 4-MAA u 4-AA.

DIMMUHALIUA
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VY 3mopoBeix MyxuuH Oonee 90% o3l mpemnapara, BBEAEHHOW B/B, BBIBOJUTCS C MOYOH B
teuenne 7 pauel. Ilepmon momyBeiBenenusi (T1/2) meramm3ona, MEYEHHOTO PaTUOH30TOIIOM,
cocraBisieT okoJio 10 gacos.

s 4-MAA 3HaueHuss TepMUHaIbHOTO T1/2 mpu pasHBIX TYyTAX BBEACHHUS KOJEONIOTCS B
npenenax ot 2,5+0,06 no 3,2+0,8 wacos, a st npyrux metabomutoB T1/2 coctasmsier ot 3,7 10
11,2 gacos.

JIngelHOoCTh (HEINMHEHHOCTE)

Jlis Bcex MeTaboJIMTOB METaMM30Ja XapakTepHa HeluHelHas (apmakokuHeTuka. Knunudeckas
3HaYMMOCTh JIaHHOTO (hakTa He ycTaHoBieHa. [IpyM KOpPOTKOM Kypce JeueHHs] HAaKOIUICHHE
MeTa0O0JIUTOB UIMEET MUHUMAJILHOE 3HaYCHHUE.

JINIta MoKMUJIOro Bo3pacTa

Y  310poBBIX JOOpOBOJIBIIEB MOXWJIoro Bo3pacta T1/2 4-MAA Obul  CyIIECTBEHHO
MPOJIOJDKUTENbHEE, a KITupeHC 4-MAA - CyllleCTBeHHO HUKE, YEM Y JIMI] MOJIOZOTO BO3pacTa.

eTu
BriBegenrie MeTabOIUTOB y JIeTeil MPOUCXOANUT 3HAYUTENBHO ObICTpEE, YEM Y B3POCIIBIX.

Hapymienue d)VHKHI/II/I INCYCHHU

VY nammentoB ¢ HapymeHusMu ¢yHkuuu nedeHu T1/2 4-MAA u 4-OAA yBenuuuBaercs
npuMepHO B 3 pasa. [losToMy y manueHToB ¢ HapyHIeHUAMU (PYHKIIUU NIEUYEHH ClIeayeT n3derath
IPUMEHEHH IIpenapaTa B BBICOKUX J103aX.

Hapymienne yHKIIMN OYEK

[Ipu HapymeHUsX (QYHKIMHM MOYEK CHUXKACTCS CKOPOCTh BBIBEACHUS HEKOTOPHIX METa0OJIUTOB
(4-AuAA, 4-O®AA). [losromy manueHTaM ¢ HapymeHUSIMHU (YHKIHH MOYEK CIEAyeT u30erarb

IMPUMCHCHUA IMpeIiapaTa B BEICOKHX J103aX.

6. ®APMAIIEBTUYECKHE CBOHMCTBA

6.1. IlepeyeHb BCIOMOraTeJbHBIX BelIECTB

Bopa ni1st uHBEeKIui.

6.2. HecoBmecTHMOCTH

B cBsi3u ¢ OTCYyTCTBHEM HUCCIEIOBAHMI COBMECTUMOCTH, JAHHBIA JIEKAPCTBEHHBIM Mpenapar He
CIIeayeT CMEINBATEL ¢ APYTUMH JIEKAPCTBEHHBIMU IIpeapaTaMu.

6.3. Cpox roaHocTu (CpOK XpaHeHHs)

3 roxa.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu TeMreparype He Boie 25 °C.

16



COOTBETCTBYET SKCINEPTHOMY OTHETY

o1 31.03.2025 M= 8524

(NOCNEOCBATENEHOCTE 00071)

6.5. Xapakrep u cogep;kaHHe EPBUYHON YIIaKOBKH

PacTBOp 111 BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBeeHUs, S00 Mr/mit.

[To 2 M1 wam 5 mu1 B aMmysbl TEMHOTO HEUTPAIIBHOTO CTEKJIa TMAPOIMTHYECKOro kinacca | ¢
TOYKOH HaJIoMa.

[To 5 nnu 10 amnyn B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IIJIEHKU MOJIMBUHWIXJIOPHUIHOM.
KoHTypHYyI0 SYEHKOBYIO YNakOBKY C HMHCTPYKIIMEM MO NPUMEHEHUIO IMOMEIIAIOT B IMA4yKy W3
KapTOHa.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH  MPH  YHUYTOKEHUH  HMCHOJIb30BAHHOIO
JIeKAapCTBEHHOI0  Ipenapara WM  OTXOA0B, MOJY4YEeHHBIX IIOCJie TNpPHMEHEHHs
JICKapPCTBEHHOI'0 Mpenapara v Apyrue MaHUIYyJISIUH C IPenapaToM

Het oco0bIx TpeOOBaHM K yTHIN3AIUH.

7. JEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUS
Pecny6nuka bonrapus

JAHCOH-BT,

2400 r. Pagomup, yn. «Oten [Taucuii» Ne 26

Ten.: +3592 451 93 00,

7.1. IlpeacraBuTe b Jep:KaTessl perucTPaliOHHOIO Y10CTOBEPEeHH s
[IpeTen3un moTpedbuTeNel HAPaBIATh MO aAPECy:

Poccuiickas @enepanus

AO «/lomunanra-CepBuc»

142100, MockoBckast o6nacts, r. [logonsck, yin. Komcomonbckas, 1. 1, ctpoenne 49, momenieHue
1, xomHaTa 223.

Tenedon/dakc: +7 (495) 580 30 60, +7 (495) 580 30 61,

e-mail: info-ds(@danhson.com

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHUA

9. JTATA NEPBUYHOM PETUCTPALIMU (IIOJATBEPXKJIEHUS PETUCTPAIIUU,
INEPEPETUCTPALINN)

JlaTa nepBo perucTpanuu:

10. JATA HIEPECMOTPA TEKCTA

OOmast  XapakTepUCTHKa  JIEKapCTBEHHOrO  Ipemapara  MeTaMairuH  JOCTynHa  Ha
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UHPOPMALIMOHHOM TIOopTaie EBpa3uiickoro 5SKOHOMHUYECKOrO Co103a B HMH(OPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» https://eec.eacunion.org/
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