COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 23.04.2025 N= 10240

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHROFO TIPERAPATA 100!

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Ananerud, 500 mr, TabieTKu

2. KAYECTBEHHBIN 1 KOJTMYECTBEHHBIA COCTAB
JleiicTBylol1ee BEeleCTBO: METaMH30J1 HATPHSI.

Kaxxnas tabnerka cogepkut 500 Mr meramuzona HaTpus.

BcnomorarensHeie BCIICCTBA, HAJIMYHUC KOTOPLIX HAJAO0 YYUTBIBATHL B COCTABC JICKAPCTBCHHOI'O
npenapara: caxaposa (cm. pasuen 4.4.).

[ToHbI MepeYeHb BCIOMOTaTeIbHBIX BEIICCTB MPUBEICH B paszese 6.1.
3. JEKAPCTBEHHAS ®OPMA
Tabnerku.

Tabnerku  Gemoro wumu  OelOro € JKEJNTOBAaTbIM  OTTEHKOM  IIBETa,  KPYIVIbIE,
MJIOCKOIMIIMHAPHYECKON (DOpPMBI ¢ (hacKOH U PUCKOM.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHusi K NPUMEHEHHIO
AHaJbrUH M0Ka3aH K MPUMEHEHMIO Y B3pOCIIbIX U JeTel crapiue 15 jer.

— CunbHBIA OCTPBIN WM XPOHUYECKUI OOJEBON CHHAPOM B MOCIEONEPAIMOHHOM MEPUO]IE,
MpH TpaBMax, KOJMKAX, OHKOJIOTHUYECKHX 3a00JeBaHMSIX M IPYTUX COCTOSHUAX (BKIIIOYAs
TOJIOBHYIO M 3yOHYIO 00JIb), €CJIM HE MOKa3aHbl IPYTUe TEPAEBTUUECKUE METO/IBI JICUCHHS.

— Jluxopanka, yCTOWYMBAs K IPYTUM METO/IaM JICUCHHUSI.

4.2. PexxuM 103MPOBAHMSA M CIIOCO0 MPHUMEHEHHUS

PexxuM 103upoBaHus

B3pocasie

Jo3a 3aBUCHT OT OONMM WM JIMXOPAIKH, a TAKXKE WHIUBUIYAIbHOW BOCIPUUMYUBOCTH K
JIEUCTBUIO aHAJIBIETUKOB.

N3HauanpHO crieyeT MPUMEHATh HAUMEHBITYIO Y()PEKTUBHYIO JT03Y.

PazoBas mo3a mis B3pocneix coctaBisger 250-500 mr (0,5-1 TabneTtka) 2-3 pa3ka B CYTKH.
MaxkcumanbHas pazoBast 1o3a — 1000 mr (2 tabnetku), cyrounas jno3a — 2000 mr (4 Tabnetkn).
MakcumanbHOE JEUCTBHE IIpenapara pa3BUBAaeTCs, Kak Ipaswiio, cimycts 30-60 muH. mocie
npreMa BHYTPb.

[Tpy mpuMeHeHUU B KadecTBE 00€300JIMBAIOIIErO CPEACTBA MPOAODKUTENILHOCTh TEpalliud He
Oonee 5 mHEH, TPU MPUMEHEHHH B KaueCTBE JKapOMOHMKAIOIIETO CPeICTBA HE Oosiee 3 qHEH.
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Oco0nie I'pYyHnbl ManMeHTOB

HauueHmbl nOJ#CUI020 803pacma

HaLII/IeHTaM MMOXXWJIOTO BO3pacTa CJICAYCT YMCHBIIUTDL J03Y, IIOCKOJIbKY BBIBCICHUC MeTaboJIUTOB
MCTaMM30J1a HaTpUA MOKET OBITh CHIDKEHO.

Tsorcenoe 0611466 CoOCmosiHue U HapyuieHue Kiupenca Kkpeamuhuna

HaHI/IeHTaM C HApYHICHUEM O6H.I€FO COCTOSAHHA U CHHXKCHHBIM KIIMPCHCOM KpE€aTHuHHWHA CIICAYCT
YMCHBIIUTE 03y, IIOCKOJIBKY BBIBCACHHUC MeTa00JIUTOB METaMu30J1a HaTpusi MOXET OBITE
3aMCAJICHHO.

Tayuenmoi ¢ napyuenuem QhyHKyuu novex u neyeHu

[TockonpKy mpu HapymieHUsSX (YHKIMM TOYEK MM IEYEHH CKOPOCTh BBIBEJCHHS Ipenapara
CHU)KaeTcd, cienyeT u30erarb MHOIOKPAaTHOIO IpHUEMa BBICOKMX 703 Impemnapara. B cioydae
IPUMEHEHHUs Npernapara B Te4eHHEe KOPOTKOro eproa BpEMEHHU CHHKEHHE J103bl HEe TpeOyeTcsl.
Het naHHBIX 0 JOITOCPOYHOM IPUMEHEHHH IIpenapara.

eTH
[TpumeHneHue npenapara y ereil B Bo3pacte 10 15 jieT npoTHUBOIIOKa3aHo.

Pexum no3upoBaHus sl HOAPOCTKOB cTapiie 15 neT (¢ Maccoii Tena > 53 Kr) He OTIIMYAeTCs OT
peKUMa JO3UPOBAHHUS JIJIsI B3POCTIBIX.

Cnocob npyuMeHeHus

Buytps. TabneTku ciieyeT nporareiBaTh, HE pa3KEBbIBAs, 3alIUBAsl JOCTATOYHBIM KOJIMYECTBOM
BOJIBI.

4.3. IlporuBONOKA3aHUA

— T'unepuyBCTBUTENBHOCTh K METaMHU30Jly HaTpus W JAPYrMM IPOMU3BOAHBIM IHPa30J0HA
(benazon, mnponudeHazoH, H3OMpoONUIaMUHOPEHA30H) WIM K  MNUPA30JUIUHAM
(penabyraszoH, okcugpeHOyTa30H), BKIOUas, HalIpUMep, YKa3aHUs B aHAMHE3€ Ha pa3BUTHE
arpaHyjoLUTO3a WM TSOKEIBIX KOXKHBIX pEaKkUUid MpU MPUMEHEHUHM OJHOTO U3 JTHX
MperapaToB; WK K JIFOOOMY U3 BCTIOMOTATEIbHBIX BEIIECTB, IEPEUHCICHHBIX B paszene 6.1.

— Hapymuienuss KOCTHOMO3TOBOrO KpOBETBOPEHUS (HAaIIpUMep, MOCe JeUEHUS] IUTOCTAaTUKAMH)
WK 3a00JI€BaHUS T€MATONOITUYECKON CHCTEMBI.

— VYka3zaHus B aHaMHe3€ Ha pa3BUTHE OpOHXOCIa3Ma WM APYruX aHa(pUIAKTUHYECKUX PEeaKIui
(HampuMmep, KpanuBHUIA, PUHUT, AaHTHOHEBPOTHMUYECKMM OTEK) TIpU HNPUMEHEHHUHU
aHAJIbIe3UPYIOLIUX IMpernaparoB, TAaKUX Kak CaJIMIMIAThl, MapalneraMmon, AUKIO(eHakK,
nbynpodeH, UHIOMEeTalliH, HATPOKCEH.

— Octpass UHTEpMUTTUpYIOLIas Te4yeHO4YHass mnoppupus (pUCK pa3BUTUS 00OCTpEHUM
nophupun).

— BpoxaeHHas HEAOCTAaTOYHOCTh  INIOK030-O-pocarmeruaporeHassl  (pUCK  pa3BUTHUA
TeMOJIN3a).
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Majba0dCcopOITus.
— bepeMeHHOCTH (TIEpPBBIN U TPETHIT TPUMECTD).
— Ilepuon rpynHOTO BCKapMIIMBAHUS.
— Jerckuii Bo3pact (10 15 ner).
4.4. OcoOble yka3aHUA U MepPbI PEIOCTOPOKHOCTH NPU NIPUMEHEHUH

C 0CTOPO’KHOCTEIO

[Ipu aprepuanbHOM IMIOTEH3UH (CUCTOIMYECKOE apTepuaibHoe aaBienue Hke 100 MM pt. cT.),
HECTAOMIILHOCTH TeMOIMHAMUKHU (MHPAPKT MHOKap/1a, MHOKECTBEHHAS TPaBMa, HAUMHAIOIIUNCS
IIOK), CHIKCHMM  o0beMa  IHUPKYIHPYIOUICH  KPOBH,  HAYMHAIOMICHCS  CEpACYHOMN
HEJIOCTATOYHOCTH, BBICOKO# (ITOBBIIICHHBINA PUCK PE3KOTO CHIDKEHHSI apTEPUATIBHOTO JTABIICHHS).

HpI/I 3a60neBaHm[x, IIpHU KOTOPBIX 3HAYUTCIBHOC CHHMIKCHUC apTCPHUAJIBLHOIO OAaBJIICHHA MOXKCT
MNpEACTaBJIATH MMOBBINICHHYIO OITACHOCTDH (HaI_[I/ICHTBI C TSDKEJIOH MIlleMUYeCKOor 00JI€3HbIO cepaua
H BBIPAKCHHBIM CTCHO30M apTepI/Iﬁ T'OJIOBHOI'O MO3Fa).

IIpu ankoronusme.

[Tpy MOBBIIIEHHOM PUCKE PAa3BUTHUS TSHKEIIBIX aHAPMIAKTHICCKUX/aHA(DUITAKTOMIHBIX peakIuil y
ITALEHTOB C:

— OpoHXHaJBHOH acTMOH, OCOOEHHO B COYETAaHWU C COIYTCTBYIOIIMM IIOJUTIO3HBIM
PUHOCHUHYCHUTOM;

— XPOHHMYECKOM KpamMBHUIEH M JPYTMMHU BUJAMU aTONUM (ajuiepruueckue 3a0ojeBaHusi, B
pa3BUTUHN KOTOPBIX 3HaYUTENbHas poIb MIPUHAICKUT HaCJIEJICTBEHHON
MIPEIPaCTIONOKEHHOCTH K CEHCUOMIN3AINU: TTOJUTUIO3b], AJIEPTUYECKUN PUHUT U T.I1.);

— HCHOCPEHOCUMOCTBIO AJIKOT'OJIA (peaKHI/Iﬂ JaK€ Ha  HC3HAYUTCIBHBIC  KOJIMYCCTBaA
OIIPCACIICHHBIX AJIKOTOJIBHBIX HAITUTKOB, C TAKUMHU CHUMIITOMAMU KaK 3y, CIC30TCUCHUC U
BBIPAKCHHOC ITOKPACHCHUC J'II/ILIa);

— HeNepeHOCHMOCThIO KpacuTeneill (Hampumep, TapTpa3uHa) WM KOHCEPBAHTOB (Hampumep,
OEH30aTOB).

HpI/I BBIPAXKCHHBIX HApPYHICHHUAX (I)YHKI_II/II/I NCYCHU M II0YCK (peKOMeHI[yeTCH IMPUMCHCHHUEC
HU3KUX J03 B CBA3H C BO3BMOXXHOCTBIO 3aMCIJICHU S BBIBCACHHUA ME€TaMHU30J1a HanI/ISI).

BepemenHocTh (BTOpOIi TpUMECTD).

Oco0ble yKa3aHus

HpI/I JICYCHUHU TIAlIUCHTOB, IMOJYYAOIIUX MTHUTOCTATHUYCCKHUE CpCIACTBA, HNPUCM MCETAMU30JIa
HaTpus JOJKCH NPOBOAUTHC TOJBKO ITOJ Ha6J'IIO,HeHI/IeM Bpaya.

Anagunraxmuuecxue/anagpuiaxmouonsie peakyuu

[Ipu BEIOOpE cmocoOa BBeNEHHWS TIpernapara CieAyeT YYWUTBhIBaTh, YTO ITapEHTEPaTbHOE
IpUMEHEeHHE CBSI3aHO c Ooiee BBICOKUM PHCKOM BO3HUKHOBEHUS
aHaUIAKTHYECKUX/aHA(UITAKTOUTHBIX PEaKIIH.



COOTBETCTBYET 2K MY OTUETY

ot 23.04.2025 N= 10240

ITOBBILICHHBI PUCK Pa3BUTHUS PEAKLIMI FI/I]IGD‘IVBC”[':‘EPI:}&HEEQ(Q '“EE%&M&H :II:IIJ’IJDI/IX

00YCIIOBIIUBAIOT CJIEIYIOIINE COCTOSIHUSA:
— OpoHxuanbHasi aCTMa, MHIYIIUPOBAHHAS TPHEMOM aHAIBICTHKOB;
— HENEePEeHOCUMOCTh aHAJBIC€TUKOB MO TUITY KPATMBHULIBI HJIM aHTHOHEBPOTUUYECKOTO OTEKA;

— TIIOJIHOE€ WJIM HEIOJHOE coYeTaHue OpPOHXMAJIbHOH acTMBbl, PELUIUBHPYIOLIETO IOJUII03a
HOCa ¥ OKOJIOHOCOBBIX I1a3yX M HEMEPEHOCUMOCTH ALlETUCATIUIMIOBON KUCIIOTBI WU APYTUX
HECTEPOUIHBIX IPOTHBOBOCIAIUTENBHBIX IIPENAPATOB (B TOM YHCIIE B AHAMHE3E);

— XpOHMYECKas KpaluBHULIA,

— HENEpPEeHOCHMOCTb aJIKOTojisl (MOBBIIMICHHAS YYBCTBHTEIBHOCTh K aJKOTOJNIO), Ha (oHe
KOTOPOM Jlake IpU NpPUEME HE3HAYUTEIBHOIO KOJIMYECTBA HEKOTOPBIX aAJIKOTOJIbHBIX
HAIlUTKOB, y NAI[MEHTOB BO3HUKAIOT YMXaHHE, CJIE€30TEYEHHE U BBIPAKEHHOE MOKPACHEHHE
muna. HernepeHOCHMOCTh alIKOToJii MOYKET CBHJIETENbCTBOBAaTh O PAHEE HEYCTaHOBIEHHOM
CHUHIpOME OpOHXHAJBLHOW aCTMBI, CBSI3aHHOM ¢ aHATbIeTUKAMU (aCIIUPUHOBOI aCTMBI):

— HENEPEeHOCHMMOCTh WJIM TIOBBINICHHAS YYBCTBUTEILHOCTh K KpacHTEIsAM (Hampumep, K
TapTpa3vHy) UM K KOHCEpBaHTaM (HampuMmep, Kk OeH3oaram);

— aHaQWIAKTUYECKHE WM JAPYrHe HUMMYHOJIOTMYECKHE PEaKIUH Ha JApPYrHe MHPa30JIOHBI,
MMPa30JIUAUHBI U IPOYHE HEHAPKOTUUECKHUE aHAIbIeTUKHU (CM. pa3zen 4.3) B aHaMHe3e.

Hepen INpUMCHCHHUEM IIpCIlapara AHanerug HCO6XOI[I/IMO IIPOBCCTH TIHaTeJ'ILHbeI OIIpocC
namucHTA.

B cnywyae BbIACHEHMs, YTO MAIMEHT OTHOCHTCA K TIpyIIe o0co0O0ro pHcKa pa3BUTHS
aHaQWIAKTOMIHBIX pEeaKlMid, Mpernapar cleAyeT Ha3HauyaThb TOJBKO IIOCJIE THIATEIbHOTO
B3BEILIMBAaHUS BO3MOXKHBIX PHUCKOB MU OXXKHUJIAEMOW MOJIb3bl. B ciydyae NpUHATUS pelieHust o
OpUMEHEHUU Mpernapara AHaJbIMH y TaKUX NAllMEHTOB MOTpeOyeTcs CTPOrHi MeIUIMHCKUI
KOHTPOJIb UX COCTOSIHUS, U HEOOXOIMMO UMETh CPEACTBA JIJIsl OKA3aHUSI UM HEOTJIOAKHOM MOMOIIN
B Cllyyae pa3BUTHs aHA(QUIAKTHYECKUX / aHA(UITAKTOUTHBIX PEaKIMH.

Yy MNpEaAPACIIOIOKCHHBIX IAUCHTOB MOKET BO3HUKATh aHa(I)I/IJ'IaKTI/I"IeCKI/Iﬁ 10K, IIO9TOMY
nmanmueHTaMm C 6p0HXHaJ’ILHOfI acTMOM WM aTOIMEd MEeTaMM30JI HaTpud CJICAYCT Ha3HA4Yarb C
OCTOPOKHOCTBIO.

Tsoicenvie koorcHbIE peakyuu

Ha ¢one npumenenus meramusona HaTpus OBLIM ONHUCAHBl YIPOXKAIOLIME >KU3HM KOXKHBIE
peakuuu, Takue kak cuHapom CrtuseHca-Jlxoncona (CCJ]) u Tokcuyeckui smnujepMaibHbINA
Hekponu3 (TOH). [Ipu nosenennn cumntomoB CCJl mnm TOH (Takux kak mporpeccupyrorias
KOXKHasi CbIllb, YacTO C IMYy3bIPIMU MM TOPAKEHHEM CIM3UCTBIX O0O0JIOUEK) JIeYeHue
METaMHU30JIOM HaTpusi cJeAyeT HEMENJEHHO NpPeKpaTuTh. 3ampelaercss Korna-iudo BHOBb
MOBTOPSITH JICUEHUE MPENapaToM.

[TarueHTsl AOMKHBI ObITH MH(MOPMHUPOBAHBI O CYOBEKTUBHBIX U OOBEKTHBHBIX CHMIITOMAax
JTAHHBIX 3a00J€BaHUM. Y HUX CleqyeT TIIATEIbHO KOHTPOJIUPOBATh KOKHBIE PEaKI[UU, OCOOCHHO
B TEUEHUE MEPBHIX HEAEIb JICUCHHUS.
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Aepanynoyumos

ArpaHynouuTo3,  pa3BHBalOLIMiics < Ha  (QOHE  JIEYEHMS ~ METaMHU30JI0M, UMeEET
MMMYHOQJUIEPTUYECKOE NPOUCXOKICHUE M MPONOJDKAETCA, [0 MEHBIIECH MEpe, OIHY HEIENIO.
[Togo6Hast peakiysi BOSHUKAET OYEHb PEIKO, MOXKET OBITh TSKEIION, )KU3HEYTPOXKAIOIIEeH 1 Jake
C JIETAJIbHBIM HMCXOAOM. OJTa peakuusi He SBIAETCS J10303aBUCUMOM U MOXET BO3HUKHYTH B
7100011 MOMEHT BO BpeMs JIEUEHUS.

Bce naruenTsl 0JDKHBI OBITh TPOMHCTPYKTHUPOBAHBI MPEKPATUTh MPUMEHEHHE Ipernapara u
HEMEJUICHHO TPOKOHCYJIBTUPOBATHCS C JIeHAlllUM BpayoM TMPU TOSBICHUU CIETYIOIINX
CYObEKTUBHBIX WJIU OOBEKTHBHBIX CHMIITOMOB, BO3MOXHO CBSI3aHHBIX C HEHTpOIIEHUEH:
JauXopajka, 03H00, 00Jb B ropie, S3Bbl B MOJOCTH pTa. B cioyuyae pa3BuTHS HEUTpONEHUU
(xommdecTBO HelTpoduiaoB <1500 B MM’) HEOOXOAMMO HEMENJIEHHO IIPEKPaTUTh JICYCHHE,
CPOYHO BBIMIOJIHATH Pa3BEPHYTHINA OOIINI aHAIM3 KPOBH U MPOJOIIKATh KOHTPOJIh COCTaBa KPOBU
JI0 BO3BPAIIICHUS KOIMYECTBA (POPMEHHBIX FIEMEHTOB K HOPMAIbHBIM 3HAYCHUSIM.

Tanyumonenus

B ciaydyae pa3BuTHSI NMAHIMTOIICHUM JICYCHUE CIICAYET HEMEIJICHHO NPEKPaTuTh, HEOOXOTMMO
KOHTPOJIMPOBATh MOKA3aTeIM Pa3BEPHYTOTO aHAIM3a KPOBU BIUIOTH JI0 MX HOpMaim3amuu. Bce
NAUEHTBl JOJDKHBI OBITH MPOUHCTPYKTUPOBAHbI HEMEUIEHHO OOpallaThCsl 33 MEIUIIMHCKON
IMOMOILIBIO ITPU MOABJICHHUU BO BPEMA JICHCHHUA MCTAMU30JI0M CY6"I)€KTI/IBHI>IX WA OOBEKTUBHBIX
CHUMIITOMOB, IO3BOJISIOIIUX MPEANOJIOKUTh IAaTOJIOTUYSCKHE W3MEHEHUs KPOBH (Hampumep,
oOrmiee HemoMoranue, MHMEKINUU, CTOMKAs JIMXOpalka, 00pa3oBaHHE I'eMaToM, KPOBOTCUCHHS,
OJIETHOCTB ).

HS’OJlupOSaHHble CUNOMEH3UBHbLE peaKyuu

BBGHGHI/IG MCTaMH30JIa HaTpusd MOKET BbI3bIBATH HU30JIMPOBAHHLIC THUIIOTCH3UBHBLIC PCAKIIUH.
I[aHHBIe p€aknru, BO3MOXHO, 3aBHCAT OT MOO3bl IIp€liapara MW 4YallC BO3HUKAIOT TII0CIIC
MapeHTCPAJIbHOI'O BBCACHUS.

Ocmpas 601 6 dHcusome

Henonyctumo ncnonb3oBaHue npenapara AHaJIbIUH JJI CHATHS OCTPBIX Oosei B xuBOTE (10
BBISICHEHMSI UX TIPUYMHBI).

Hapywenue ¢ynkyuu nevenu u novex

VYV nanueHToB ¢ HapylmeHHEM (QYHKUMM MEYEeHU WIM MOYeK mpernapar AHalbIUH CIETyeT
MPUMEHATH TOJBKO II0CIE KOHCYIBTALlMM Bpaya, ITOCKOJBKY y OTHUX IIallMEHTOB CHUXKEHA
CKOpPOCTb BBIBEJICHUS IIpenapara.

ﬂekapcmeeuyoe nopasicenue neyeHu

Y namueHToB, TMOJYYaBIIMX METamMH30J, ObUIM ONMCAaHBI Cllyyald OCTPOTO remarura
MIPEUMYIECTBEHHO IeNaTOLEUIFOJIIPHOTO XapakTepa, KOTOPhI HAYMHAJCS MO IMPOLIECTBUU OT
HECKOJIbKUX [THEH 10 HECKOJIBKMX MECALIEB I0CIE Hadayua jiedeHud. 1Ipu3Haku U CUMIITOMBI
BKJIIOYQJIM TIOBBIIIEHHE YPOBHSA ()EPMEHTOB IE€YEHU B CHIBOPOTKE KPOBU C HKEITYXOM MM 0e3
Hee. Yacro Ha (¢oHE BO3ZHUKHOBEHHUS JIpyTMX pEaKIHi THIepUyBCTBUTEIBHOCTH K
JIEKapCTBEHHBIM IpenaparaM (Harpumep, KOKHOM ChIMU, TUCKpa3ud KpOBHU (IIATOIOTUYECKHE
U3MEHEHUs KpOBHU), JIMXOPAAKH U 303MHODUIMM) WM COMPOBOXKIAIUCH IPHU3HAKAMU
ayTOMMMYHHOI'O Te€naTuTa. bOJIBIIMHCTBO MALMEHTOB BBI3JAOPOBENIM II0CIE MPEKpalieHUs

5
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OCTpOM TMEYEHOYHOU HEJOCTAaTOUYHOCTH, B PE3yJbTaTe KOTOPOW MOTpeOOoBatach TPaHCIUIAHTAIIHS
[IEYEHHU.

MexaHn3M METaMU30JI-UHAYLIUPOBAHHOIO MOPAXKEHUS [IEYEHU HE COBCEM SICEH, HO UMEIOLIUECS
JIaHHBIE YKA3bIBAIOT HA €Er0 UMMYHOQUICPTUYEKYIO IPUPOLY.

HaI_II/ICHTOB CICAYCT NPOUHCTPYKTUPOBATE O TOM, YTO UM HCO6XOI[I/IMO O6paTI/ITI)C$I K JI€HalemMy
Bpady B ClIy4acC MOABJIICHHA CHUMIITOMOB, YKAa3bIBAIOIIUX Ha IMMOPAKCHUC IICUCHH. V Takmx
ManuCHTOB CJICAYCT NPCKPATUTh IPUMCHCHUC MCTAMHN30J1a 1 OUCHUTDH (bYHKLII/IIO ICYCHU.

He CIICOyET BO300HOBJIITE IIPUMCHCHHUEC IIp€riapara y MNAaUCHTOB C HaJIMYUEM B aHaMHE3C
MopaKCHud INCYCHU B ICPHUOJ JICUCHUA MCTAMH30JIOM, CCJIIM IIPHU 3TOM HC BBIABUIIM APYTHUX
IMPUYUH NOPAKCHUA IICHCHU.

Brusanue na pezynemamul 1a60pamopubix ucciedo8aHuli

VY [anueHTroB, MONYYaBUIMX JICYEHHE METaMH30J0M, ObUIO 3a()UKCUPOBAHO H3MEHEHHE
pe3ylbTaToB J1a0OpaTOPHBIX TECTOB, MPOBOAMMBIX C MCIOJIB30BaHUWEM peakuuu Tpuniepa u
NOJOOHBIX peakuui (HampuMmep, aHalIu3 KOHLEHTpAlMHU KpeaTUHHHA, TPUNIULEPHUIOB,
XOJIECTEpUHA, JTUIOIPOTENHOB BHICOKOM MJIOTHOCTH M MOYEBOM KUCIIOTHI B CBIBOPOTKE KPOBH).

BcnomorarenbHbIe BEIIECTBA

[Ipenapar AHaJIbIMH COJEPKUT B CBOEM cOCTaBe caxapo3y. [lamuenram ¢ peako BCTpevaromencs
HACJICJICTBEHHONW HENEPEHOCUMOCThIO (PYKTO3BI, TIIOKO30-TalaKTO3HOM ManbabcopOrueit miu
ne(UIIMTOM caxapa3bl-U30MabTa3kl HE CIelyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3amMmojeiicTBHe ¢ JAPYIrHMH JIEKADCTBEHHBIMHM IpenapartaMM H Jpyrue BH/bI
B3aUMOAEeHCTBHA

C APYTUMHU HECHAPKOTUYCCKUMU aHAJIBI'C3UPYIOIIIUMHU CPEACTBAMU

OpHOBpeMEHHOE TMpPUMEHEHHE MeTaMHu30lla HaTpus C JPYTUMH  HEHApKOTUYECKUMU
AHAJIBIC3UPYIOINMMU CPCACTBAMHU MOXCET HNPHUBECTU K B3aUMHOMY YCUIICHHUIO TOKCHYCCKUX
3¢ heKToB.

C TPUIIMKINYCCKUMHU aHTUACIIPECCAHTAMU, ICPOPAJTbHBIMHU KOHTPALICIITHBAMU, AJIJIOITYPHUHOJIOM

TpI/IL[I/IKJ'II/I‘-IeCKI/Ie AHTHACTIPCCCAHTHI, MEPOPAIbHBIC KOHTPALCIITUBLI, AJUIOIIYPUHOJ HAPYIIAKOT
MeTa00I1M3M MEeTaMHU30J1a HaTpusd B ICYCHU U MOBBIIAKOT €TI0 TOKCUYHOCTD.

C GapOutryparamu, GpeHnI0yTa30HOM W IPVIUMH MHIYKTOPAMH MHKPOCOMAJBHBEIX (DEPMEHTOB
[ICYEHU

bapbutyparsl, ¢eHmnOyTa3oH M JpyrHe HHIYKTOPbl MHKPOCOMAJIbHBIX (DEPMEHTOB IEUEHU
0CIa0NISIIOT JeficTBUE METaMHU30J1a HaTpusl.

C CECAATUBHBIMU CPEACTBAMU U TPAHKBUIIN3aTOpPaMU

CC,Z[&TI/IBHBIC CpeactTBa W  TPAHKBUIIMU3ATOPBI  YCHUJIMBAKOT O6C360HI/IBaIOH_ICC JIelcTBHe
MCTaMH30JIa HATPH. HpI/I OJHOBPEMCHHOM MPUMCHCHHUU MCTAMHU30JIa HATPUA U XJIOPIIPOMA3UHA
MOXCET Pa3BUTHCHA TsAKEIasd TUIIOTCPMMUL.
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THUIIOITIMKEMHUYCCKUEC CPCACTBA, HCIIPAMbBIC AHTHKOAI'VIAHTBI, TJIIOKOKOPTHUKOCTCPOMABI U

WHAOMETAIIUH )

MeTamMu3011 HaTPHs, BRITECHSS U3 CBSI3U ¢ OCITKaMU TIa3MBI IEPOPATHHBIEC TUTIOTTMKEMUYCCKUE
CpElICTBA, HENpPSMbIE AHTHUKOATYJISIHTBI, TIIOKOKOPTUKOMILI M HWHIOMETALMH, YCHUJIMBAET HX
JIICUCTBUE.

C MHEIOTOKCUYHBIMHU JICKAaPCTBCHHBIMHU CPEACTBAMHU

MuenoToKCHYHEIE JICKAPCTBCHHBIC CPEACTBA YCHIIMBAKOT IIPOSABICHUC TI'€MATOTOKCHYHOCTHU
MCTaMM30J1a HaTpus.

C MeToTpeKcaToM

,Z[06aBJIeHI/Ie METaMH30Jj1a HaTpusa K JICHCHHIO MCTOTPCKCATOM MOXCT YCUJINBATh
reMaTOTOKCHUYECKOE JIeHiCTBHE MCTOTpECKCara, 0COOCHHO Yy MNAaUMCHTOB IIOXHWJIOIO BO3pacTa.
HOSTOMy CJICAYCT n30eratb COBMECTHOTO IMPUMCHCHHA 9THUX JICKAPCTBCHHBIX CPEACTB.

C TramMa30J0M U CapKOJIU3MHOM

Tuamazon u CAPKOJIM3UH IMOBLIIIAKOT PUCK PA3BUTHUA JICUKOIICHUU.

C KOACHHOM, 6JIOKaTODaMI/I H)-rucTaMUHOBBIX PEUCITOPOB U ITPOITPAHOJJIOIOM

Koneunn, Omokaropsl H>-TUCTaMHHOBBIX pELENTOPOB M MPOMPAHOION YCHIMBAIOT 3()PeKTs
METaMU30J1a HATPHUs.

C peHTIreHOKOHTPACTHBIMM BENIECTBAMH, KOJUIOMIHBIMU KPOBE3aMEHUTEIIIMU M NEHUIMIIUHOM

PeHTreHOKOHTpacTHBIE BEMIECTBA, KOJUIOMTHBIE KPOBE3aMEHHUTEIH W TICHUIMJUTMH HE JOJDKHBI
IOPUMEHATBCS BO BpeMsl JICUYCHHS METaMU30JI0M HaTpus (MOBBIIMIEHHBIH pUCK DPa3BUTHUSA
aHa(pUIAKTHYECKUX/aHA(UITAKTOUTHBIX PEAKIIHIA).

C aNeTHICATHUIINIOBOM KHUCIIOTOM

IIpy coBMECTHOM NPUMEHEHHHM METAMM30J HATPUs MOXKET YMEHBUIUTb  BIIMSHUE
AleTUJICAJIUIIMIIOBOM KHCJIOTHl Ha arperanuio TpomoOouuToB. [lo3TomMy naHHYIO KOMOMHAIMIO
cleyeT IPUMEHSATh C OCTOPOKHOCTBIO IIPH JIEUYEHUH MALMEHTOB, MPUHUMAIOIINX HU3KUE J103bI
aleTUJICATUIIMIIOBOI KMCIOTHI AJIsl KapAMONPOTEKUUH (TPOPUIAKTUKU TPOMOOOOPa30BaHUs).

C cyocrparamu nzodopm rmuroxpoma P450 (cytochrome P450, CYP) 2B6 w/mm CYP3A4

MertaMuzon MOXeT HHAYLHpoBaTh MeTabonusupytomue ¢epmentsl CYP2B6 n CYP3A4.
CoBmecTHOE TpuMeHeHne Merammsodia ¢ cyoctparamu CYP2B6 w/mnmm CYP3A4, takumu kak
OynponuoH W 3¢aBUPEH3, METAJOH, LHKIOCHOPUH, TAKPOJIUMYC WU CEPTPAIUH, MOXKET
IIPUBECTH K CHHYKEHUIO KOHLIEHTPALMK JaHHBIX [IPENApaToB B MJ1a3M€ KPOBH.

[TorToMy pexkomeHayeTcs CcoOMoAaTh OCTOPOKHOCTh TMPH OJHOBPEMEHHOM MPUMEHEHUHU
Mertammzonia u cyoctparoB CYP2B6 w/mmum CYP3A4; oneHKy KIWHUYECKOTO OTBETa W/WIHU
KOHIIEHTpAIlMK TIpenapara B IJJa3M€ KPOBU CJIEAYeT CONPOBOXKAATh TEPANEBTUUECKUM
JIEKapCTBEHHBIM MOHUTOPUHIOM.

C BaJgbIIpOaTOM

MeTraMn301 MOXKET CHUXKaThb KOHIICHTPALMIO BajJbIlIpOATa B CBHIBOPOTKE KPOBH IPH HX
7
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BaJplIpoara. BpauaM, Ha3HAYalOUM IIpenapar, CleayeT KOHTPOIMPOBATh KIMHUYECKUN OTBET
(KOHTPOJIb TPHUCTYNOB WJIM KOHTPOJIb HACTPOCHHS) M TPH HEOOXOJUMOCTH PACCMOTPEThH
BO3MOKHOCTh MOHUTOPHUHIA KOHLICHTPALIUHU BaJIbIIPOaTa B CBIBOPOTKE KPOBH.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTH U JTAKTAIUSA

bepemeHHOCTH

JlaHHBIE O HEraTMBHOM BIIMSHMM METaMHU30J1a Ha IUIOA OTCYTCTBYIOT: Y KPBIC M KPOJIMKOB HE
OKa3bIBaJl TEPATOTEHHOTO ACHCTBUSI, @ TOKCUUYECKOE JIEHCTBUE Ha IUTOJ HAOII01aJI0Ch TOJIBKO MPU
BBICOKMX J103aX, TOKCHUYHBIX JUIsl OpraHu3Ma marepu. TeM He MeHee, KIMHUYECKUX JTaHHBIX O
NPUMEHEHHUH Tpenapara AHAJIBIMH BO BpeMsi O6pEMEHHOCTH HEAO0CTaTOYHO.

MeTtamu3oi1 IIPOHUKACT YEPE3 IIALICHTY.

B nepBoM TpumMecTpe OepeMEHHOCTH NMPUMEHEHHE Ipenapara AHajIbIMH IPOTHUBOIIOKa3aHo. Bo
BTOPOM TPHUMECTpe OEPEMEHHOCTH JICUCHUE MPEernapaToM JOKHO OCYIIECTBIATHCS MO CTPOTUM
MEIMIIMHCKUM TOKa3aHUAM, €CIH O)KHJlaeMasi TIoJib3a JUIsl MaTepy MPEBBIIIAeT MOTEHIIUATbHBIN
puck st miona. llpuMeHenue mnpenapara B TpeTbeM TpUMECTpE OEPEMEHHOCTH TaKkKe
IIPOTUBOIIOKA3aHO. JTO OOYCIOBJIEHO TEM, 4YTO, XOTS METaMU301 M SIBISETCA CciaadbIM
MHTHOUTOPOM CHHTE3a MPOCTAIVIaH/IMHOB, HEBO3MO)XHO MOJTHOCTHIO HCKIIOYUTH BO3MOXKHOCTD
MPEKICBPEMEHHOTO 3aKpbiTusi aprepuansHoro (boTtamnmoBa) mpoToka W OCIOXKHEHUH B
NEpPUHATAIbHOM [EpUOJE, CBA3aHHBIX C HapyLIEHUEM arperajuoHHONM  CIOCOOHOCTH
TPOMOOLIUTOB MAaTEPU U HOBOPOXKIEHHOTO.

HOSTOMy MCTaMH30JI HAaTpU:A IIPOTUBOIIOKA3aH B TPCTHEM TPUMECTPE 6epeMeHHOCTI/I.

JlakTarms

IIpuMeHeHune npenapara B IEPUOA IPYIHOTO BCKAPMIIMBAHUS IPOTUBOIIOKA3aHO.

MeTa0onuThl NMPOHMKAIOT B TPyAHOE MOJIOKO. He nomyckaercss rpyaHOE BCKapMIIMBAaHHE BO
BpeMsl JieueHHs IpernaparoM AHaIbIMH M B TedyeHHe 48 4acoB IMOCIe IOCIENHEro IMpHuemMa
npernapara.

4.7. Bausinue HA CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CPEACTBAMH M padorarb ¢
MeXaHHu3MaMu

Her paHHBIX O TOM, 4TO mpemnapar, IPUMEHSEMbII B PEKOMEHJOBAHHBIX 033X, OKa3bIBAECT
HEe)KeNaTeJIbHOE BIHMSHUE HA CIIOCOOHOCTh K KOHIEHTPALlMM BHUMAHUS M HA CKOPOCTh PEaKIIHii.
Onnako TpHM Tepanuu TpernaparoM B BBICOKUX J03aX, CIeAyeT MPUHUMATh BO BHUMaHUE
BO3MOXKHOCTh HapYIICHUS CIMOCOOHOCTH K KOHIIGHTPAllUM BHUMAaHUS W CHUXEHHUS CKOPOCTH
peaKmuii, YTO MOXKET MPEJCTABIATh PUCK B CHUTYAIUAX, TA€ JaHHBIE CIIOCOOHOCTH OCOOEHHO
Ba)XXHBI (HallpyMep, YIpaBlIeHHE aBTOMOOMIIEM HIIM JABMKYIIUMCS MEXaHU3MOM), OCOOCHHO MPHU
COITYTCTBYIOIIEM YIOTPEOICHUH aJIKOTOJISI.

4.8. Hexkenare/ibHbIE peakunu

Pe3roMe HexenaTeapHbIX pPEAKIIUN

YacTtoTa BO3HHKHOBEHMS HEXKENATENbHBIX PEAKIMi OIpeneisiack B COOTBETCTBHUU  CO
CIEIYIOIMMHU TPaJallisIMU YacTOTHI X BO3HUKHOBEHUS: Oo4eHb 4acto (>1/10), wacto (>1/100,
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<1/10), mewacto (>1/1000, <1/100), pemxo (21/10000/1C11606), Zourb Héb | &1/10000),

9acTOTa HEM3BECTHA (HA OCHOBAaHUH MMEIOIIUXCS JAaHHBIX OIEHUTh HEBO3ZMOXKHO).
Hapywenus co cmoponsi kposu u iumgpamuyeckou cucmemol

Penxo: melikoneHus.

OdeHb PeIKO: arpaHyIomUTO3 (BKITIOYAS CIIYYaH C JETATbHBIM HCXOIO0M), TPOMOOIIUTOIICHUSI.

YacToTa HeW3BeCTHA: arjlacCTUYeCKas aHeMHUsl, MAHIMTOICHHUS, BKIIIOYas ClIydau C JICTAJIbHBIM
UCXOIOM. OTH PEAKLUU SIBISIIOTCA MMMYHOJOTHYECKHMMHU 10 cBoe mpupoae. OHU MOTYT
BO3HUKATh JJaXKe B CIIydae, €ClId paHee IMpernapaTr MPUMEHSIICS HEOIHOKPATHO 0e3 KaKuX-Tu0o
OCJIOKHECHUH.

TUNUYHBIMM CUMIITOMaMU arpaHyJjaoLUTO3a SBISIOTCA BOCHAIUTEIbHBIE IOPAXKEHUS CIIU3UCTBIX
00o10ueK (IOJIOCTH PTa U TIOTKH, aHOPEKTaJIbHONU 00JIACTH U IMOJIOBBIX OpraHoB), 00JIb B ropie,
auxopaaka (BKIOYas HEOKHUJIAHHYIO YCTOMUMBYIO JIMXOPAJKY HESCHOM ATHONOTMHM WIU
peUuAMBHUPYIOIIYIO JUXOopanaky). Cneayer yduThIBaTh, 4YTO €CIM [MALMEHT IOJy4aeT
AHTUOMOTHKOTEPANNIO, TO TUIIMYHBIC MPOSBICHUS arpaHyJOLMTO3a MOTYT ObITh MUHHUMAaJIbHO
BbIpOKEHHBIMU. CKOPOCTh OCEAAHUS SPUTPOLUTOB 3HAYUTEIIBHO YBEIUUYUBAETCS, B TO BPEMS KaK
yBEITUYEHUE TUM(OY3IIOB SBISAETCS CIa00BBIPAYKEHHBIM HIIM OTCYTCTBYET.

TUNUYHBIME ~ CHMIITOMAMH  TPOMOOILIMTONICHUH  SIBJISIFOTCS  MOBBIIICHHAS CKIOHHOCTh K
KPOBOTCUCHUIO W BO3HMKHOBEHHE IICTEXMH Ha KOXKE M CIU3UCTBHIX o0Ooyioukax. B ciydae
Pa3BHUTHS BBIMIETICPEUHCICHHBIX HAPYIIEHUH CO CTOPOHBI KPOBH M JIMM(ATUIECKON CHUCTEMBI
HEOOXOMMO MPEKPATUTh TPUMEHEHUE Tpernapara U TPOBECTH PA3BEPHYTHIH KIMHUYCCKUI
aHaju3 KpoBH (cM. pazzaen 4.4.).

Hapywenus co cmoponst uMmMyHHOU cucmembl

Penko: Meramu3oi HaTpus MOXET BbI3bIBaTh aHAa(WIAKTUYECKHE WM aHa(UIaKTOMIHbIE
p€aKkuru, KOTOPBIC MOT'YT OBITh TSDKEIBIMHA U YrpoXaromuMu XKU3HU, 1 B HCKOTOPLIX ClIydadXx
aHaq)I/IJ'IaKTI/I‘IGCKI/IC p€akuuu MOT'YT INPUBCCTHU K JICTAJIbHOMY HCXOOY. B cJIydac pa3BUTHUA
aHaUIAKTHYECKUX/aHAa(UIAKTOUTHBIX PEeaKIUil He0OXOAUMO HEMEUIEHHO MPEeKpaTUTh MpHUeM
npernapara, MPOBECTH MEPONPHUATHS MO OKa3aHWIO MalMeHTaM HEOTIOKHOW MEIUIIMHCKON
MIOMOIIIM, TPOBECTH pPa3BEPHYTHIM KIMHUYECKUN aHanu3 KpoBu (cM. pasgen «Ocobble
yKa3aHus»). DT peakud MOTYT BO3HUKATh JIaXKe B CIIydae, €CIM paHee Mperapar MPUMEHSIICS
HEOIHOKPATHO 0e3 KakuX-In0o ocioxkHeHui. Takue JexapCcTBEeHHbIE peaKLUU MOTYT Pa3BUTHCS
KaK HEMOCPEJICTBEHHO IOCIIe MpHeMa MeTaMM30J1a HaTpUs, TaK U 4epe3 HEeCKOJIbKO YacoB IMOCIe
€ro TpHeMa, OJHAKO OOBIYHO OHM HAOIIOJAIOTCS B TEYEHHE OJHOTO dYaca IOCie IpHeMa
npenapara.

OOb1yHO Oo0JIee JIeTKue aHa(I)I/IJ'IaKTI/I‘{CCKI/IC n aHa(I)I/IJ'IaKTOI/I,Z[HLIC pCaKknuuu nposiBJIAOTCA B BUAC
KO>XHBIX CUMIITOMOB U CUMIITOMOB CO CTOPOHBI CJIM3UCTBIX 000JI04eK (3y,21, KIKCHUC, TUIICPEMMU,
KpalnMBHHILIA, OTGK), OJIBIIIKHU U PEKE B BUAC a0 co CTOPOHBI KEJTYTOYHO-KHIICYHOI'O TpaKTa.

Bonee nerkue peakuud MOTYT MPOrPECCHUPOBAaTh 0 TKEIBIX (opM ¢  pa3BUTHEM
TFeHEepaIM30BaHHON KpAlWBHUIIBI, TSXKEJIOr0 aHTMOHEBPOTUYECKOro oOTeka (0coOeHHO ¢
BOBJICUCHHEM TOPTaHMU), TSDKEIOTO OpoHXOCMa3Mma, HapyIIeHWH pUTMa Cepila, pPe3Koro
CHIDKEHMsI ~apTepHaIbHOTO  JaBJIeHUs (KOTOpOMY HHOTJA TPEALIeCTBYeT IOBBIIICHUE
apTepUaIbHOTO AABICHHS) H Pa3BUTHEM I'€MOJMHAMUYECKOTO II0Ka.
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PELUIUBUPYIOIIETO IMOJMII03a HOCA M OKOJIOHOCOBBIX Ma3zyx u HemnepeHocumoctu ACK wunm
JIPYTUX HECTEPOUJHBIX MPOTUBOBOCHAIUTENBHBIX IpenaparoB (B TOM YHCIE B aHamMHE3e),
peaKkiuy HEMepeHOCUMOCTH OOBIYHO MPOSIBIIAIOTCS B BUJIE IPUCTYIIOB OPOHXUATIBLHOM aCTMBI.

YacroTa HeM3BeCTHA: aHA(UITAKTUIESCKHUH MIOK.
Hapywenus co cmopousi cepoya

Yacrora Hems3BecTHa: cuHapoM KoyHuca (amnepruueckass CTCHOKapAHMs WM aJUIepTUYEeCKHMA
UHaPKT MHOKap/a).

Hapywenus co cmopousi cocyoos

Heuacro: mocne mnpuema mnpenapara BO3MOXHO pPa3BUTHE H30JUMPOBAHHBIX TPAH3UTOPHBIX
TUIIOTOHUYECKUX  peakuuid  (BO3MOXKHO  (apMakoJOTHYECKH  OOyCIIOBIEHHOE U HE
COMPOBOXKAIONIEECSs  JAPYTUMHU  MPOSABICHUSMH  aHa(UIAKTUYECKUX/aHA(DHUIAKTOUTHBIX
peakiuii); B peIKUX CIydasxX - Pe3K0€ CHUKEHHUE apTEPUAIbHOTO JIaBICHMUS.

Kenyoouno-kuuieutvle HapyuieHus
Coo01mranock o ciayyasx pa3BUTHS KeTyI0YHO-KUIIIEYHOTO KPOBOTEUEHHUSI.
Hapywenus co cmoponvl neuenu u scenuegoleo0sauux nymeu

YacToTa HEM3BECTHA: MOXKET Pa3BHUBATLCA JICKAPCTBCHHOC ITIOPAXXCHUC IICUCHH, BKIIIOYaA OCTpHﬁ
TCIIAaTHUT, KCJITYXY, IOBBIIICHUEC YPOBHA «IICUCHOYHLIX» TPpaHCaAMHWHA3.

HapymeHuﬂ CO CNOPOHbBL KOJMHCU U NOOKOJNCHBIX MKAHEL

Heuacro: KpoMme HpOfIBJ’IeHI/II\/'I aHa(I)I/IJ'IaKTI/ILIeCKI/IX/aHa(I)I/IJIaKTOI/II[HBIX peaKHI/Iﬁ Ha KOXC€ H
CIIN3UCTBIX O6OJ'IO‘IK8.X, NEPCUUCIICHHBIX BbIIMIC, HCYACTO MOXKCT BO3HHKATH (I)I/IKCI/IpOBaHHaSI
JICKaAPCTBCHHAA ChIIIb.

Penko: koxxHas CHINb.

Ouenp penxo: cunapom CtuseHca-/[xoncona (CCJH) unu cunapom Jlaiiemna (TOKCHYECKUUN
sNHUAepMalibHbIN Hekponus, TOH).

Hapywenus co cmoponvl nouexk u Mouesblgo0sauux nymetl

HedacTo: BO3MOXHO OKpalIMBaHHE MOYHM B KpPaCHBIM I[BET BCJIEICTBUE MPUCYTCTBUS B MOYE
MeTaboIuTa — py0a30HOBOM KUCIIOTHI.

OdeHb peaKo: BO3MOXKHO OCTpoe yxyaumleHHe GYHKIMM TodeKk (ocTpas moyeyHas
HEI0CTAaTOYHOCTh), OCOOCHHO y MAIlMeHTOB C 3a00JIeBaHUSIMH TOYEK, B HEKOTOPBIX CIydasiX, C
OJINTYpUEHN, aHypuel WIM NPOTEHHYPUEH; B €IMHMYHBIX CIy4dasX MOXKET Pa3BUTbCA OCTPHIN
UHTEPCTULMAIBHBIA HEPPUT.

COO6H.ICHI/IC 0 IOAO3PEBACMBIX HEKCIATCIIbHBIX PCAKITMAX

BaxxHo co001IaTh 0 MOA03pPEBAEMBIX HEXKEIATEIBHBIX PEaKIUAX I10CJIEe PeruCTpaLuy Ipenapara
C Lenbl0 00eCHeueHHs HENpPEepbIBHOIO MOHMTOPHHIA COOTHOLIEHUS <«II0Jb3a — PHUCK»
JIEKapCTBEHHOTO Mpemnapara. MeJUIMHCKUM pa0OTHUKaM PEKOMEHAYeTCs CooOIarth O JTIO0BIX
MIOJJ03PEBAEMBIX HEXENIATENIbHBIX PEaKLUAX JIEKAPCTBEHHOI'O Iperapara 4epe3 HallMOHAJIbHbIE

10
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HKOHOMUYECKOTO COI03a.

Poccuiickas ®@eneparus

®denepanbHas ciryx0a 1o Haa30py B cepe 3apaBooxpanenus (PoczapaBHanzop)
Anpec: 109012, r. MockBa, CnaBsiHCKasl TU101La/1b, 1. 4, ctpoeHue 1

Tenedon: +7 800 550 99 03

OnekTpoHHas nouta: pharm(@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CUMOTOMBI

[Tpu nepeno3upoBKe BO3MOKHO IOSIBJICHUE CIEAYIOLIUX CUMITOMOB: TOLIHOTA, pBOTa, 00K B
KUBOTE, CHIDKEHHE (YHKIMHM TMOYEK/ocTpas TIo4YeyHass HEAOCTAaTOYHOCTh C  OJHUTYpHUeH
(HarpuMep, BCIIEACTBHE Pa3BUTHA MHTEPCTUIHMAIBHOTO HepuTa), 0ojee PeaKo CUMIITOMBI CO
CTOPOHBI LIEHTPAIbHON HEPBHOW CHUCTEMBI (TOJIOBOKPY)KEHHE, COMHOJICHIIMS, KOMa, CyI0POTH) U
pe3Koe CHI)KEHHE apTepuaibHOrO JaBieHHs (MHOTIA MPOrpeccHUpyrollee 0 II0Ka), a TakkKe
HapyIICHUs cepleyHoro purMa (Taxukapaus). [locie BBegeHNs 0YeHb BHICOKUX /103 BhIBEICHUE
yepe3 MOYKHM HETOKCHYHOTOo MeTabonurta (pyOa3oHOBOM KHCIOTHI) MOXET BBI3BIBATH KPACHOE
OKpalllMBaHUE MOYH.

Jleuenue

[Tpu HenaBHEM mpHeMe Mpenapara MOryT ObITh MPEANPUHATHI MEPbI IEPBUYHON J1E€TOKCUKAIUH,
HalpaBJIeHHblE Ha OrpaHUuYEHHE JaJbHEHMIero BcachIBaHMsS METaMM30JIa HaTpus (Hampumep,
IIPOMBIBAHUE JKETYJIKa U IPUMEHEHHE aKTUBUPOBAHHOTO yriisi). Crenupuyeckoro aHTUa0Ta s
MeTamu3ona Harpusi HeT. OCHOBHOM MeTabonuT meramusoia (4N-MeTUJIaMUHOAHTUIIUPUH [4-
MAA]) BBIBOOZUTCS C TOMOIIBIO TEeMOAMANN3a, TeMO(QUIbTpalMK, TeMoneppy3uu HIu
¢wipTpanuu miaasmel. [lpu pa3BUTHH CYTOPOXKHOTO CHHApPOMa - BHYTPUBEHHOE BBEIECHUE
Jauasernama v ObICTpoAeCTBYIOIIMX OapOUTYpaTOB.

5. DPAPMAKOJIOTMUYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TpyMNNa: AaHaJbIeTHUKH; JPYTrUe aHaIbIeTUKU U aHTHIHUPETUKH;
MUPa30JIOHBI.

Kox ATX: N02BBO02

MexaHu3M neicTBrsa U dhapMakogruHaMudeckne dhdhekTol

AHanpresupymolmniee HEHapKOTHUECKOE CpeJICTBO, TIpyIlia MHUPa30JIoHOB, oOO0Jajaaroliee
aHAJIbIeTUYECKUM, KApOMOHIKAIOUIMM U CIa3MOJIMTUYECKUM JelcTBueM. Ero mexaHusm
NEICTBUSl OKOHYATEJIbHO HE YCTAaHOBJIEH. lMeromuecs TaHHBIE IO3BOJISIIOT MOjararb, 4TO
METaMHU30JI U ero OCHOBHOM MeTabonmuT (4-MAA) o0najaroT HeHTpaJbHbIM U epr(pepruuIecKuM
MEXaHU3MOM JAeWcTBUA. B 103ax, MpeBBILIAIOINX TEPANEBTUUECKUE O3B, MOKET JOCTUTATHCS
MIPOTHUBOBOCHATIUTENbHBIN 3(h(EKT, BOSMOXKHO 3a CUET MOAaBJIEHUS CHHTE3a POCTArJIaHANHOB.
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5.2 PapmakoKHHeTHYECKHE CBOIICTBA

Abcoporus

[Toce mpuema BHYTPh METAaMHU30JI HATpUS TOJA JEHCTBHUEM KEIyIOYHOTO COKa OBICTPO
TUAPOIU3YETCS 10 CBOEro OCHOBHOTO MeTabonuta (4-MAA), KOTOpBI XOpOIIO BCACHIBAETCH.
MeTtaMur3071 HaTpHs TTOYTH MOJTHOCTHIO BCAChIBACTCS MOCIE IIpreMa BHYTphb. bruogoctynHocTs 4-
MAA cocraBusger 85-93%. CpenHee 3Hau€HHE BpPEMEHU JOCTHUIKEHUS MAKCUMAJIbHOM
koHIeHTpauH (Cmax) — 1,22 yaca.

OI[HOBpeMeHHHﬁ IIpueEM MUK HE OKa3bIBACT 3HAYUMMOI'O BJIMAHHA Ha (bapMaKOKI/IHeTI/IKy
MCTaMM30J1a HaTpus.

Pacopenenenue

Ces3piBanne 4-MAA ¢ Oenkamu Mmiasmbl KpoBH coctaBisier 58%. [lpyrue MeTaOomuThl
METaMH30Jla CBA3BIBAIOTCS C OelkaMu IUIa3Mbl KpPOBM B cleAyiouledl cremeHu: 4-
amuHoaHTUnUpuH (4-AA) — 48%, 4-bopmunamunoantunupun (4-OAA) — 18% wu 4-
aneTUIIaMUHOAHTUNIUPHH (4-AnAA) — 14%.

MeTamMu30J1 TPOHUKAST Yepe3 IUIACHTapHBIA Oapbep. MeTaboIuThl METaMHU30J1a IPOHUKAIOT B
TPYAHOE MOJIOKO KOPMSIIIIUX MaTepei.

Buorpancdopmariusa

OcHoBHOM MeTabonmutr Meramuzona, 4-MAA, mozaBepraercs najbHeillieMy MeTabonu3Mmy B
MEYCHU IyTEM OKHWCJICHUSA, AEMETHWIMPOBAHUS U TOCJIEAYIOUIETO aleTUIupoBanus. [pyrumu
OCHOBHBIMH MeTa0OIUTaMM MeTamMu3oja sSBisitoTcs 4-AA, 4-OPAA u 4-AuAA. Hccnenosanue
CBOICTB 4YETBHIPEX OCHOBHBIX META0OJMTOB METaMH30JIa IT0Ka3aJio, YTO >KapOTOHIIKAOIICE,
aHaJNbIe3UPYIOIee U MPOTUBOBOCHAIUTEIBHOE NEHCTBUE Mpenapara MOXKeT ObITh 00YCIOBIIEHO
Metabonutamu 4-MAA u 4-AA.

OIUMUHAIMSA

VY 310poBbix MyxuuH Oosiee 90% 03Bl mpemnapara, NPUHATOW BHYTPb, BHIBOOUTCS C MOYOH B
teuenue 7 aHeil. Ilepuon monyBbIBeAeHUS (ti12) METaMH30ja, MEUEHHOTO PpPaTuOH30TOIOM,
cocTasisieT okoio 10 yacos.

Jns 4-MAA 3HaueHHs TEpMHUHAJIBHOTO ti2 NPU pa3HbIX MYTSAX BBEACHMS KOJEOMIOTCS B
npenenax ot 2,5+0,06 no 3,2+0,8 yacos, a ans qpyrux MeTaboIuTOB ti2 cocTaBiseT oT 3,7 10
11,2 gacos.

JInHEeNHOCTE (HEIMHENHOCTD)

Jlnst Bcex MeTaboNMMTOB METaMHU30JIa XapakTepHa HenuHelHas (papmakoknHeTnka. Knmmanueckas
3HAYUMOCTh JaHHOTO (pakTa HE ycTaHoBIeHA. [Ipm KOpOTKOM Kypce JeUeHHs HaKOIUICHWE
MEeTa0O0JIMTOB UMEET MUHUMAJIbHOE 3HAYCHUE.

Oco0bIe I'pynnbl MaliMCHTOB

Hauuenmbl NnoJHCUI020 8o3pacma

Y 370poBbIX JOOpOBOJIBLIEB MOXWJIOro Bo3pacta tiz 4-MAA Obul  CyHIeCTBEHHO
NPONIOJDKUTENBbHEE, a KIHpeHe 4-MAA — CylecTBEHHO HIKe, YeM Y JIMIT MOJIOIOTO BO3pacTa.
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Ileuenounas neoocmamoyrnocme

Y manweHToB C HapymeHusMu GyHKiuA nedeHu Tinp 4-MAA u 4-OAA  yBenmuuBaeTcs
npumepHo B 3 paza. [loaTomy manueHntam cienyeT u30erarb IpUMEHEHHUs Mpenapara B BBICOKUX
J103ax.

Tloueunas nedocmamounocmo

[Tpu HapymeHUsX (YHKIUH NOYEK CHIKACTCS CKOPOCTH BBIBEACHUS HEKOTOPBIX METa0OJIMTOB
(4-AuAA, 4-OAA). IlosToMy mamueHTaM ¢ HapylmeHUAMHU (YHKIIMH TOYEK ClieayeT u30erarb
IPUMEHEHUs IIpernapara B BICOKUX J103aX.

eTH
BriBeenne MeTabonuTOB y A€Tel MPOUCXOIUT 3HAYUTENILHO OBICTpEe, UeM Y B3POCIbIX.
6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BCIOMOraTe/ibHbIX BelIECTB

Caxapo3sa

Kpaxmain kaprodenbHbIit

Tanpk

Kanbuusa creapar

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok roqHocTH (CpOK XpaHeHHs )

5 ner.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B OpUTMHAIBHOM yIIaKOBKe (ITauke) Mpu Temneparype He Boie 25°C.

6.5. XapakrTep u coaep:kaHue NEPBUYHOI YIIAKOBKH

[To 10 Tabnerok B KOHTYpPHYIO O€3bsSUYEHKOBYIO YIAKOBKY M3 OyMmard YyIakOBOYHOH cC
MOJIMMEPHBIM NOKpbITHEM MM 10 10 TabneToK B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY U3 IJICHKU
MOJIMBUHWIXJIOPUAHON U (ponbru amoMuHueBoil. OHy WM 1BE KOHTYpHBIE YITAaKOBKH BMECTE C
MHCTPYKIMEN M0 MEAUIIMHCKOMY MPUMEHEHUIO TOMENIAl0T B MMa4YKy U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH  YHUYTOKEHHUM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 npemapara HJIN 0TX010B, MOJYYECHHBIX mocJjie NMPpUMEHECHUSA
JIEKAPCTBEHHOI'0 Npenapara, u Apyrue MaHUMYJISIHN ¢ MPenapaTom

OcoObie TpeOOBaHUS OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
Poccuiickas @enepanus

3A0 «MockoBckas (papmarieBTuueckas hadpuxa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 23.04 2025 N= 10840

i H}:i:;:_'l ENOBATENEHOCTE 0001)

Anpec: 125239, r. MockBa, @apmaiieBTHUECKUN IPOE3,

Teneon: +7 (495) 956-05-71

Anpec anekTpoHHON nouThl: fab@mosfarma.ru

7.1. Hpe}ICTaBHTeJIL AEpKaTEeJIdA PETTUCTPAIIMOHHOTI0 YI0CTOBEPECHUSA

[Iperen3zun HOTD@6PITCJ'I€I>1 HaIrpaBJIATh 110 aApECY.

Poccuiickas @eneparus

3A0 «MockoBckas (apmareBTuaeckas Gpadpuxar

Anpec: 125239, . MockBa, ®apmaiieBTHUeCKUid mpoes, 1. 1.
Tenedon: +7 (495) 956-05-71

Anpec anekTpoHHOU nouThl: fab(@mosfarma.ru

8. HOMEP PEI'UCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JJATA TIEPBUYHOM PETUCTPAIIMA (IIOATBEPXKJIEHUSA PETHUCTPAIIAM,
INEPEPETMUCTPALIUN)

Jlara mepBoOii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO61ast XxapaKTepUCTHKA JIEKapCTBEHHOTO Mpenapara AHalIbIMH TOCTYITHA Ha HH()OPMALHOHHOM
nopraine EBpa3uiickoro sKOHOMHYECKOTO COr03a B MH(OPMAIIMOHHO-KOMMYHHUKAIIUOHHOW CETU
«HuTepuer» http://eec.eacunion.org/
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