OBIIASI XAPAKTEPUCTHKA JI EKAP&*BEE%I&TEFMKPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Amnanbrus, 250 Mr/mi1, pacTBOp A7l BHYTPMBEHHOTO M BHYTPUMBIIIEYHOTO BBEICHUSI.

Amnanbrus, 500 mMr/mi, pacTBOp [Uisl BHYTPUBEHHOTO U BHYTPUMBIILIEYHOT'O BBEICHUSI.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

I[eﬁCTBy}omee BCIICCTBO. METAMU30JI HATPUSI.

AHaJ'IBI‘I/IH, 250 MF/MJ'I, PaCcTBOP AJId BHYTPHUBCHHOI'O 1 BHYTPHUMBIIIICYHOI'O BBCACHUA

Kaxnprit Mt pactBopa coaepxkut 250 Mr Mmetamu3oia HaTpust (B BUAE MOHOTHAPATA).
Awmnyna 1 ma cogepxut 250 Mr metaMu3osia HaTpus (B BUJIE MOHOTHUIPATA).
Awmryna 2 ma cogepxkut 500 Mr Mmetamu3osia HaTpus (B BUAE MOHOTHAPATA).

AHaJ'IBFI/IH, 500 MF/MJ'I, PacTBOP AJI1 BHYTPUBCHHOI'O 1 BHYTPHUMBIIIICYHOI'O BBEACHUA

Kaxnprit Mt pactBopa coaepxut 500 mMr meramuzosia HaTpust (B BUIE€ MOHOTHAPATA).
Awmnyna 1 ma cogepxut 500 Mr metamuzosna HaTpus (B BUJIE MOHOTHUIPATA).
Awmryna 2 ma cogepxut 1000 mr metamu3zona HaTpus (B BUAE MOHOTHAPATA).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

PactBOp 1151 BHYyTPUBEHHOI'O ¥ BHYTPUMBIIIEYHOT'O BBEACHUS.

[Tpo3paunast GecriBeTHast MM CJIETKa JKeNTOBaTas KUAKOCTb.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat AHanbIMH MOKa3aH K IPUMEHEHHIO Y B3POCIIBIX U JIeTel cTapiie 3-X Mecs1eB (¢ Maccon
Tena GoJiee 5 Kr) Mo MoKa3aHUsIM:

Tsokenplil oCTpbId MJIM XPOHUYECKUN OO0JIEBOM CHHIPOM INpU TpaBMax U IMOCIEONEPallnOHHOM
00JI€BOM CHUHIpPOME, IPU KOJIMKAX, MPU OHKOJOTMUECKUX 3a00JI€BaHUSAX U APYTUX COCTOSHUSX,
/i€ IPOTUBOIIOKA3aHbl JPYTUE TEPANIEBTUYECKUE MEPHI.

Jluxopanka, ycTol4dMBas K JpyruM METOJIaM JICUEHUSI.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

HapeHTepaJ'IBHOC BBCACHHUC IIpCIapaTa IMOKAa3aHO TOJIBKO IMPU HCBO3MOKHOCTU C€r0o IpUCMa
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BHYTPb.

Bspocnvie

B kauecTBe pa3oBoii 10361 pekomenayetcs 1-2 mur 50 % (500 mr/mi) pacTBopa AHaJIbIMHA WA
2-4mn 25 % (250 mr/mur) pactBopa AHanbruHa (BHYTPHUMBIIIEYHO WM BHYTPHUBEHHO).
MakcumanbHas pa3oBas 1032 MOKET cOCTaBIIATh 1 1 (2 mut pactBopa 500 mMr/mi1 uiu 4 M1 pacTBOpa
250 mr/mur). MakcumanbHas cyrodnas go3a — 2T (4min — 500 mr/mn, 8 M — 250 mr/mo),
pasneneHHas Ha 2-3 mpuema.

Oco0nlie I'pYHOIIbI TAMEHTOB

[ToxxunpIM manMEHTaM HEOOXOJMMO TPUMEHSATh MEHbIIWE J03bI B CBSI3M C BO3MOKHBIM
CHIDKEHHEM BbIBEJICHHSI META0OJMTOB METAMU30JIa U3 OPraHU3Ma.
[TarueHTaM B TSDKETIOM COCTOSSHUM W TNPH HApPYIIEHUW KIUPEHCA KpeaTMHWHA HEOOXOIUMO
INPUMEHSTh MEHBIIUE JI03bI B CBSI3M C BO3MOXKHBIM CHIDKEHHEM BBIBEICHUS METabOIMTOB
METaMH30J1a U3 OpraHu3Ma.
VY manueHToB ¢ HapylIeHHEeM (YHKIIMH TICUCHU W/WIIM MOYEK CKOPOCTh BBIBSJCHHUS ITperapara
3aMeyieHa, MOATOMY HEeoO0XO0AMMO W30eraTh MHOTOKPAaTHOTO NMpUMEHEHHus mpemnapara. OrmbIT
JUIUTETILHOTO MPUMEHEHUsST OTCYTCTBYeT. lIpu KpaTKOCpOUHOHN Tepamuu KOPPEKIHs 103bl He
TpeOyercs.

eTn
Jemam 6 eo3pacme 3-11 mecayes (macca mena om 5 ke 0o 8 ke) mpenapar BBOAST TOJIBKO
BHYTpUMBIIIEeYHO B j103¢ 50-100 mr Ha 10 xr maccer Tena (0,1-0,2 ma pactBopa 500 mr/min unu

0,2-0,4 ma pactBopa 250 mr/mi). Pa3oBast 103a MoxkeT ObITh pa3jiesieHa Ha 2-3 BBEICHUS B CYTKH.

Crnenyromas Tabaua coaepKUT peKOMEH1yeMble J03bl IIperapara:

BospacT (macca Tena) Ho3za
Hetu 3-11 mecsnes (0T 5 Kr 10 8 KT) 0,1-0,2 mn pactBopa 500 mr/mi unu 0,2-0,4 M
(Tonbko BHyTpuMbIIIEYHOE BBeeHUE! !!) pactBopa 250 Mr/mi  (4TO COOTBETCTBYET

50-100 Mr meTamMu3o0Ia)

Hetu 1-3 roga (okomo 9-15 kr) 0,2-0,5 mn pactBopa 500 mr/mi unu 0,4-1,0 M
pactBopa 250 Mr/mii  (4TO COOTBETCTBYET

100-250 mr meTamm3011a)

Hetu 4-6 net (okojo 16-23 kr) 0,3-0,8 mx pactBopa 500 mr/mi unu 0,6-1,6 M
pactBopa 250 Mr/Min  (4TO COOTBETCTBYET

150-400 mr meTamm3051a)

Hetu 7-9 net (oxoiso 24-30 kr) 0,4-1,0 mu pactBopa 500 mr/mut wiu 0,8-2,0 Mt

pactBopa 250 Mr/Min  (4TO COOTBETCTBYET
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Hetu 10-12 ner (okomno 31-45 xr) 0,5-1,0 mx pactBopa 500 mr/mu umu 1,0-2,0 M
pactBopa 250 Mr/mMa (4To COOTBETCTBYET

250-500 mMr MmeTamMu30J1a)

et 13-14 net (oxomno 46-53 kr) 0,8-1,8 mu pactBopa 500 mr/mu unu 1,6-3,6 M
pactBopa 250 Mr/mi  (4TO COOTBETCTBYET

400-900 mr MmeTamMu30J1a)

[Moxpoctku crapme 15 ner (¢ maccoit tena | 1,0-2,0 ma pactBopa 500 mr/mn v 2,0-4,0 M
6onee 53 kr) pactBopa 250 Mr/msi  (4TO COOTBETCTBYET

500-1000 Mr meTamu3zoJa)

BuyTpuBeHHOE BBEIEHHUE JOJKHO OCYLIECTBIISITHCS MENJIEHHO (CKOPOCTh BBEIEHUS HE Oosee
1 mu1 (500 Mr MmeTamu301a HATPHs) B MUHYTY) B TIOJIOKEHUH JIEXKa, TI0JT KOHTPOJIEM apTepUaTbLHOTO
nasienus. [lpyu mepBbIX Npu3HAKaX pa3BUTHS aHA(UIAKTUYECKUX/aHA(DUIAKTOUIHBIX peaKIui
HEO0OXOUMO MPEKPATUTh BBEJCHHUE Mpenapara.

[TockonpKy TMIIOTEH3UBHBIE PEAKLIMU SIBISIOTCS J10303aBUCHMBIMH, ApEHTEPAIbHOE BBEJICHUE
1036l 1000 Mr metaMu3osa JOJKHO IPOBOAUTHCS ¢ 0COO0M OCTOPOKHOCTBIO.

[Ipu cnumikoM OBICTPOM BBEIEHUHU IMpernapaTa MOKET HaONIONAaThCA KPUTHYECKOE MaJleHue
apTepHaIbHOTO JaBIICHUS U IIOK.

[1poI0IKUTENLHOCTD TEPAIUN

[Ipy mpuMeHEeHMM B KayeCTBE aHaJIbIE€3UPYIOIIETO CPENCTBAa MPOAOKUTEIBLHOCTh TEeparuu
1-5 nueit. [Ipu npuMeHEHUH B KaUeCTBE KapOMOHMKAIOLIEro cpeacTBa — 1-3 aHs.

Crooco0 rmpuMeHeHus

BHyTpHBEHHO, BHYTPUMBIILIEYHO ITYOOKO B MBIIIILY.

[lepen BBeeHHEM PEKOMEHYETCSI COTPETh MpernapaT A0 TeMIIepaTyphl Tea.

4.3. IlpoTuBONOKa3aHUS

® TUNEPYYBCTBUTEIBHOCTh K METAMM30JIY HATPUS U JPYTUM BCIIOMOTATEJIbHBIM BEILIECTBAM, a
TaKXke APYyruM nupaszonoHaM ((peHazoH, nponudeHazoH, U30MPONMIaMHHO(PEHA30H) WK K
nupazonuaruHaM (deHnnOyra3zoH, okcudeHOyTa3oH), BKJIOYas, HalIpUMep, yKa3aHUs B
aHaMHe3€e Ha Pa3BUTHE arpaHyJIONHUTO3a PU MPUMEHEHHH OJTHOTO U3 ATHX IMPETapaToB;

e aHanmbpreTMueckas OpOHXMaJbHAas acTMa MM HENEePEeHOCHMOCTb AHAJIBI€TUKOB (IO THITY
KpaluBHUIIA — AaHTHOHEBPOTHYECKUHN OTEK), T. €. MAIUEHTHI C OPOHXOCTIa3MOM WJIH IPYTHMHU
bopmamu aHa(pUIAKTOMAHBIX peaxuuit (Hampumep, KpanuBHUIIA, PHHHUT,

aHFI/IOHCBpOTI/I‘-ICCKI/Iﬁ OTCK) B OTBC€T Ha NPHUMCHCHUC CAJIMIUIIATOB, IIapalieTaMoOJia WA
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HECTEPOUIHBIX MPOTUBOBOCHAIUTEIbHBIX IT )eHapaT(l:)EI,l:}qu/g%lig;'&III%BH)%I.I(,T%%B&I)GH,

MY OTHETY

WHJIOMETAIUH WK HaIPOKCEH;

® HapyIICHHE KOCTHOMO3TOBOTO KPOBETBOPEHHUS (HAPUMED, TOCIIE IIMTOCTATHYECKOM TepaIim)
WM 3a00JIeBaHMSI KPOBETBOPHBIX OPTaHOB;

® HACJICICTBEHHBIN JE(UIINT IITFOK030-6-hochaTaeruiporenassl (PUCK pa3BUTHS TeMOJIN3a);

® OCTpas MHTCPMUTTUPYIOIIAs e4yeHOYHas moppupus (PUCK pa3BUTUS IPUCTYIIOB TOPHUPUN ),

® OCTpas MOYCYHAs MJTU TICUCHOYHAsI HEJIOCTATOYHOCTE;

® OepeMEHHOCTH (IIEPBBIA U TPETUH TPUMECTPHI) U IEPUO TPYAHOTO BCKAPMITHBAHHUS;

® MIIJICHUECKHI BO3PACT (10 3-X MECSIIEB HIIM C MACCOM TeJla MEHEe 5 KT, TaK KaK OTCYTCTBYIOT
JOCTaTOYHbIC HAYYHbIC JAaHHBIC O IPUMEHEHUH MIperapara y JaHHOW TPYIIIbI AeTel ),

e TpymHBIE JeTH B BO3pacte OT 3 10 12 wmecsneB (MPOTUBOMOKA3aHUE TOJIBKO ISt

BHYTPUBCHHOI'O BBGI[CHI/ISI).

4.4. OcoOble yKkazaHusl M MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

AprepuaiibHasi THINOTEH3Usl (CHUCTOJIMYECKOE apTepuainbHoe AaBieHue Huxe 100 mm. pT. CT.),
CHI)KCHHE O0BbeMa IUPKYIUPYIOMIEH KpOBH, HECTAOWIBHOCTh TI'eMOJUHAMUKN (HH(APKT
MHOKap/la, MHOKECTBEHHAsi TpaBMa, HAUMHAIOUIMIICS IIOK), HAYMHAIOWIASCSA CceplaeyHas
HEJOCTAaTOYHOCTh, BHICOKAS TMXOPAaJIKa (TIOBBIIIEHHBIH PUCK PE3KOTO CHUKEHHS apTepHaIbHOTO
JIABIICHUA).

3a0osieBaHus, IPU KOTOPHIX 3HAYUTEIbHOE CHIXKEHUE apTEPUATILHOTO JaBJIEHUS MOXKET 001a1aTh
MOBBIIIEHHON OMAacHOCThIO (TMALMEHTHl C TSDKENOW MIIeMuyeckod Oole3HbI0 cepauna u
BBIPa)KEHHBIM CTEHO30M apTepuil TOJIOBHOTO MO3Ia).

XPpOHHUYECKOE 3JI0YIIOTPEOIEHNE AIKOTOJIEM.

bponxuanbHas actMa, 0COOEHHO B COYETAHUU C COYTCTBYIOIIMM IOJIUIIO3HBIM PUHOCHHYCUTOM;
XpOHMYECKasi KpalMBHUIA U APYrHe BUAbI aTONUH (ayuiepruueckux 3aboseBaHuil, B pa3BUTHU
KOTOpBIX 3HA4YUTENbHAs pOJIb MPHUHAICKAT HACIEACTBEHHON IIPEIPACIIONIOKEHHOCTH K
CEHCUOMIN3aluU: MOJIJIMHO3bI, AJIEPTUY€CKUM PUHUT U T. I.) (MOBBILIECHHBIH PUCK Pa3BUTHUS
aHapMIaKTHYECKUX/aHAPUITAKTOUTHBIX PEeaKIIni).

Henepenocumocts ankoross (peakuus Ja)ke HAa HE3HAYUTENIBHOE KOJMYECTBO ONPEIEIIEHHBIX
QJIKOTOJIBHBIX HANMTKOB C TAaKUMHU CHMIITOMaMH Kak 3y[, CJI€30T€YEHHE U BBIPAXKEHHOE
MOKpAacHEHHE JIMIa) (MOBBIILIEHHBIH PUCK aHAPUIAKTUYECKUX U aHA(DUIAKTOMJIHBIX PEaAKIIHi).
HenepenocuMoCTh WK TUIIEPUYYBCTBUTENBHOCT K KPACUTENSAM (HaIlpUMeEp, K TApTPA3UHY) WU K
KOHCEepBaHTaM (Hampumep, K OeH30aTy) (HOBBILIEHHBIH pHCK aHA(QUIAKTHYECKUX U

aHa(pUIAKTOUHBIX PEAKLIUN).
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MY OTHETY

B CBSI3M C BO3MOXXHOCTBIO 3aMEJIIEHHSI BBIBEJICHUSI METaMU3051a HATPHS).
bepemenHocTh (BTOpOI TpUMECTP).

Oco0ble yKkazaHus

[Tpu neyeHnM NManMEeHTOB, NOIYYAOUMX IUTOCTATUUECKHE CPEICTBA, U IeTeH 10 5 JeT JieueHue

METaMHU30JIOM HaTpUsl JOJDKHO MPOBOJUTHCS TOJIBKO MO/ HAOIIOICHHEM Bpaya.

Anagunraxmuyeckue/anagurakmoudHvle peakyuu

IIpu BbeIOOpEe crocoba BBeJNEHMs Mpenapara CclelyeT Yy4YUTbIBaTb, YTO IIapEeHTEpabHOE

IpUMEHEHHE CBSI3aHO c 6onee BBICOKUM PHCKOM BO3HUKHOBEHUS

aHaUIAKTHYECKUX/aHaA(pUIAKTOUTHBIX PEaKIIHA.

[ToBbIIIEHHBIN PUCK Pa3BUTHs aHA(PHUIAKTHUECKUX/aHA(DUIAKTOMIHBIX PEaKIUi Ha METaMH30JI

HaTpus 00YCIIOBJIMBAIOT CJIEAYIOIINE COCTOSHUS:

® CHHJPOM OpOHXMaJIbHOM acTMbI, UHAYLIMPOBAHHBIN IPUEMOM aHAJIBI'€TUKOB,;

® HEMepeHOCUMOCTb aHAIBI'€TUKOB M0 TUITY KPAIIMBHUILIBI UM AaHTMOHEBPOTUYECKOIO OTEKa;

® [I0JIHOE WJIM HEMOJIHOE coueTaHne OpOHXUAIbHOM aCTMBbI, PELUAMBUPYIOLIETO MOJUI03a HOCa
M OKOJIOHOCOBBIX Ia3yX M HETMEPEHOCHMOCTH AaleTHJICATULIMIOBOW KUCIOTHI WA JIPYTUX
HECTEPOUAHBIX IPOTUBOBOCHAIIUTENILHBIX NIPENapaToB (B TOM YHUCIIE B aHAMHE3E);

® XpOHHYECKas KpalMBHHULIA;

® HEMepeHOCHUMOCTb AIKOIojsl (TUIIEPUyBCTBUTENBLHOCTD K aJIKOTOJII0), Ha (hOHE KOTOPOHi, Jaxe
IIPU pUEMEe HE3HAYUTEIbHOTO KOJIMYECTBA HEKOTOPBIX AJIKOTOJbHBIX HAUTKOB, Y MAIUEHTOB
BO3HUKAIOT YMXaHUE, CIe30TeYeHNE U BhIpaKEHHOE MOKpacHeHue Jnna. HemepeHocumocThb
QJIKOTOJISI MOJKET CBHUJIETEIILCTBOBATH O paHEEe HEYCTAHOBICHHOM CHHIpOME OpOHXHAaIbHOM
acCTMbl, CBSI3aHHOM ¢ aHaNbreTUKaMu (aCIUPUHOBOM acTMBbI);

® HEMepeHOCUMOCTbh WM TUNEPUYYBCTBUTEIBHOCTh K KpacUTENsIM (HampuMep, K TapTpa3uHy)
WJTU K KOHCEpBaHTaM (HarpuMmep, K OeH3oaTam);

e aHapUIAKTHYECKUE MM Jpyrue HMMMYHOJIOTUYECKME DPEaKLUU Ha Jpyrue MUpPa30JIoHb,
MMPa30JUANHBI ¥ IPOYNE HEHAPKOTHUECKHE aHAIBIeTUKHU (CM. pa3zen 4.3) B aHaMHe3e.

[lepen npuMmeHeHueM Ipernapata AHaJIbIMH HEOOXOJMMO TPOBECTH THIATENbHBIM ONpOC

nanueHTa. B ciydae BBISICHEHHS, YTO MAIMEHT OTHOCHUTCS K IpyIe 0coO0ro pucka pa3BUTHUSA

aHa(HUIAKTOMIHBIX PEaKIWH, Mperapar cieayeT Ha3HayaTh TOJBKO IOCIE TIIATEIHHON OLEHKH

BO3MOXHBIX PHUCKOB M OXXHJIAeMOH TOJB3bl. B ciydae NMpHHATHS pEUICHHS O TPUMEHEHUH

npenapata AHaJIbIUH Y TaKMX MallMEHTOB MOTPEOYyeTCsl CTPOrMi MEIUIMHCKUN KOHTPOJb MX

COCTOSIHUSI, U HEOOXOAMMO HMETh CpEeACTBa JUIs OKa3aHWs MM HEMEUIEHHOW HEOTIIOXKHOMN

MOMOIIIH B CITy4ae pa3BUTHs aHA(pUIaKTHYECKUX/aHA(PUIAKTOMIHBIX PEaKIUil.

vy MpeaApPaCIIOJIOKCHHBIX IMAIUCHTOB MOXCET BO3HUKATh aHa(l)I/IJ'IaKTI/ILIeCKI/Iﬁ IIOK, ITO3TOMY
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MalyeHTaM ¢ OpOHXHAJIbHOW acTMOW WJIM aTOIUeH Mé@%ﬁﬁ%@b‘ﬂ%%ﬁ%& Tastaatn ¢

MY OTHETY

OCTOPOKHOCTBIO.

Taoicenvie KodicHble peakyuu

Ha ¢one npumenHenuss mMerammuzosia HaTpusi ObUTM OMUCAHBI YIPOXKAIOIIWE >KU3HHU KOXKHBIE
peakuuu, Takue kak cuHApoM CtuBeHca-/[xoncona (CCJl) m TOKCHUYECKHI SIuIepMaibHBINA
Hekponu3 (TOH). [lpu nosiBaenun cumnromoB unu npusHakoB CCJ wim TOH (Takux kak
Iporpeccupyroniasi Ko>kHast Cblllb, 4aCTO C IY3bIPSAMHU WJIM MOPAKEHUEM CIHU3UCTBIX 000JI0YEK)
JIeYeHUE METaMH30JI0M HaTpus ClielyeT HEMEIJICHHO MPEeKpaTHTh. 3allpeliaercs Koraa-imudo
BHOBb IIOBTOPSATH JieUeHHE ImpernaparoM. llanmeHTsl TOMKHBI OBITh HH(GOPMUPOBAHBI O
CyOBEKTHUBHBIX U OOBEKTHBHBIX CHMIITOMAaX JAaHHBIX 3a00JieBaHM. Y HHUX CIIeAyeT THIATEIbHO
KOHTPOJIMPOBATh KOXKHBIE PEAKLIUU, OCOOCHHO B TEUEHHUE MEPBBIX HEAETb JICUCHHS.
Aepanynoyumos

ATrpaHyIOIIMTO3, pa3BHBAIOIIMIiCA HAa (OHE JICUEHUS METaMHU30JIOM HaTpus, HMeeT
MMMYHHOQJJIEPTUYECKOE MPOUCXOKJICHUE U MPOIOJIKAETCS, 10 MEHbIIEH Mepe, OJIHY HENEIIO.
[TogoGHBIE peakuy BO3HUKAIOT OYEHb PEIKO, MOTYT OBITh TSHKEIIBIMH, KU3HEYTPOKAIOIIUMH U
JIaXke C JIETaJIbHBIM UCXOJ0OM. JTU PEAKLIUU HE SBIISIFOTCSA J0303aBUCUMBIMHU M MOTYT BO3HUKHYTh
B JTIT000H MOMEHT BO BpeMs JICUCHUSI.

Bce manmeHTHl JOMDKHBI OBITH HMPOMHCTPYKTHPOBAHBI MPEKPATHTh NMPUMEHEHHE Mperapara u
HEMEIJIEHHO TPOKOHCYJIbTHUPOBATHCS C JIEHALMM BpAauOM IpU TMOSBICHUM CIEIYIOIIUX
CyOBEKTUBHBIX HWJIH OOBEKTUBHBIX CHMITOMOB, BO3MOXHO CBSI3aHHBIX C HEWUTPOIEHUEH:
JMXO0pajiKka, 03HOO, Ooyib B ropie, si3Bbl B MOJOCTH pTa. B ciydae pa3BuTus HeWTponmeHUH
(xommdecTBOo Heifrpopuno < 1500 B MM°) HEOOXOAMMO HEMEITIEHHO NPEKPATUTH JEUYEHHE,
CPOYHO BBIMOJIHUTH PAa3BEPHYTHIN KIMHUUECKUNA aHAIN3 KPOBU U MPOJOJIKATH KOHTPOJIb COCTaBa
KPOBH JI0 BO3BpAIIEHUS KOJMYECTBA (DOPMEHHBIX 2JIEMEHTOB K HOPMAJIbHBIM 3HAYCHUSIM.
Tlanyumonenus

B cinydae pa3BuTHS MaHIUTONEHUU JIEUEHUE CIIEAYET HEMEUIEHHO NPEKpaTUTh, HEOOXOAUMO
KOHTPOJIMPOBAaTh IIOKAa3aTeNId Pa3BEpHYTOr0 KIMHUYECKOTO aHajn3a KPOBH BIUIOTH JO HX
HOpMAaJIM3alI1H.

Bce nanneHTs! OKHBI OBITH IPOUHCTPYKTUPOBAHBI HEMEIJIEHHO 00paIlaThCs 32 METUIIMHCKON
MOMOUIbI0 TMpPHU TOSBICHUH BO BpeMs JICUEHUS METaMHU30JIOM HaTpus CyOBEKTUBHBIX WIIU
OOBEKTHUBHBIX CHMIITOMOB, MO3BOJIAIOIIMUX MPEANOJIOKUTh MATOJOTHYECKHE M3MEHEHHS] KPOBU
(HampuMmep, oOIiee HelOMOraHue, MH(MEKLUs, CTOMKas JUXopaaka, oOpa3oBaHHE TeMaToM,

KPOBOTEUYECHHMS, OJIETHOCTB).
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MY OTUETY

H30/Zup0861HHbl€ cUNOMeEH3UBHblE peaKkyuu

BBenenne meramu3zosia HaTpusi MOKET BBI3BIBATh H30JIMPOBAHHBIE TMIIOTEH3UBHBIE PEAKIUH.

JlanHble peakiuy, BO3MOXKHO, 3aBUCAT OT JI03bl IIperapara M dYalle BO3HUKAIOT I10CIIE

napeHTepalbHOro BBeleHHs. Bo u30exkaHue pa3BUTHS TSKEJBIX T'MIIOTEH3MBHBIX pPeakLui

HE00XO0IMMO MPUIEPKHUBATHCS CISAYIOIINX PEKOMEHAALINII:

e BHYTPHUBEHHOE BBEJCHME IIpernapara cleyeT OCYIIECTBIATh MEAJIEHHO;

® T[AIMEHTaM C HMMEIOLICHCA TUIIOTEH3MEH, CHIDKEHHEM o0beMa IMPKYJIUpPYIOIIeH KpOBH,
Jeryaparanueii, HecTaOWJIbHOCTBIO TIE€MOJMHAMUKM WJIM C HadalbHOM  craauei
HE/IOCTaTOYHOCTH  KpoBOOOpamieHus  TpeOyeTcss  IpeaBapuTeNibHAs — HOpMaIM3alus
reMOJUHAMUKU;

® [IpHU JICYCHUU MALMEHTOB C BEICOKOM TeMIIepaTypoil Teia cienyer cooto1aTh OCTOPOXKHOCTb.

VY Takux nauueHToB HEOOXOAUMO ¢ 0CO00M BHUMATEIbHOCTBIO OLIEHUBATh HAJIMUKE IOKa3aHUH K

OPUMEHEHHUI0O MeTaMM30ja HaTpus, a B Cilydae BBEJCHHUs Ipernapara AHaJbI'MH B MOJOOHBIX

00CTOATENIbCTBAX, HEOOXOAMMO 00eCHeuuTh TIIATEIbHOE MEIUIMHCKoe Habmonenue. Jlis

CHIDKEHHSI PUCKa Pa3BUTHS TMIIOTEH3UBHOM PEaKMU MOTYT MOTPEOOBATHCS MPOPHIAKTHICCKUE

MephI (CTa0MIIN3aus TEMOJMTHAMUKH).

VY manueHToB, KOTOPBIM HEOOXOAUMO H30eraTh CHU)KCHHUS apTePUAIbHOTO JAaBiIeHHs (allUeHThI

C TSDKEJOM HIIeMUYecKOoil OOJIe3HBIO cepialla WIM CTEHO3aMU COCYIOB, KPOBOCHAOMKAIOLIMX

TOJIOBHOM MO3r), MPUMEHEHUE Mpernapara AHAIbIHMH JIONMYCKAeTCs TOJIBKO IMPU THIATEIBHOM

KOHTPOJIE FEMOJUHAMHYECKUX [TapaMeTPOB.

Ocmpas b6onwb 6 dcusome

Henomyctumo ucnonb30BaHue npenapara AHAJIBIUH 7Sl CHATUS OCTPBIX OoJiei B jkuBOTE (10

BBISICHEHMSI UX TIPUYMHBI).

Hapywenue ¢pynkyuu nevenu u novex

VY mnanueHToB ¢ HapyuleHHeM (QYHKIUHM IEYEeHH MM MOYeK Mpernapar AHAJIbIUH CIEIyeT

IIPUMEHSATH TOJIBKO IIOCIIE KOHCY/IBTALIMK BPaya, IOCKOJIBbKY y 3TUX ITALIMEHTOB CHUYKEHA CKOPOCTh

BBbIBE/ICHUS IIpernapara.

Jlekxapcmeennoe nopasicenue nevenu

VY nmanueHToB, MOJNy4YaBIIMX METaMU30J1 HATpusi, ObUIM OIMCAHBI CIy4ad OCTPOro IenaTuTa,

IIPEUMYIIECTBEHHO I'eNaTOLEIUIIOISPHOIO XapaKkTepa, KOTOPhIM HAauYMHAJICS MO MPOIIECTBUU OT

HECKOJIbKUX JIHEH 0 HECKOJBKMX MECSIEB IOcie Havyana JiedeHus. [Ipu3Haku U CHUMIOTOMBI

BKJIIOYAJIM MTOBBILIEHUE YPOBHS (PEPMEHTOB IEYEHH B CHIBOPOTKE KPOBH C KENTYXOU Win O6e3 Hee,

4acTo Ha ()OHE BO3ZHUKHOBEHUS JAPYIMX PEAKUUH THHEpYyBCTBUTEIBHOCTH K JIEKapCTBEHHBIM

npenapartam (HanpuMmep, KO>KHOM CBINH, IUCKPa3HUH KPOBH (ITATOJIOIMYECKHE H3MEHEHHs KPOBH),

JUXOPAJKU U S03MHO(PUINMN), WIH CONPOBOXKAAIUCH MPU3HAKAMH ayTOMMMYHHOTO TIelaTHTa.
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BoNbIIMHCTBO MallMEHTOB BBI3IOPOBENIH IOCIIE nperdiHé_T'[:l;if;] e 'F.'I-II'—%ljl'i)I/Iﬂ;

MY OTUETY

TEM HE MEHee, B OTACIbHBIX CIIydasX COOOIIaIM O MPOTPECCHPOBAHUU OCTPOH IMEYEHOUHOU
HEI0CTaTOYHOCTH, B PE3yJIbTaTe KOTOPOW MOTpeOoBaIach TPaHCIUIAHTALINS TICUCHH.

MexaHu3M MeTaMU30JI-UHAYLIMPOBAHHOI'O NOPAYKEHUS [TIEYEHU HE COBCEM SICEH, HO MMEIOLIUECs
JTAHHBIE YKa3bIBAIOT HA €r0 MMMYHOAJUIEPIUUYECKYIO IPUPOLY.

[TanieHTOB cienyeT MPOMHCTPYKTUPOBATH O TOM, YTO UM HEOOXOJMMO OOPaTUTHCS K JIeHaleMy
Bpadyy B CiIy4dae IIOSBICHUS CHUMIITOMOB, YKa3bIBAaIOIIMX HA IIOPAXKEHUE II€YCHHU. Y TaKHUX
MAIMEHTOB CJIeIyeT MPEKPaTUTh MPUMEHEHHE METaMH30J1a HATPUS U OLEHUTH (QYHKITUIO TICUEHHU.
He cnemyer BO300OHOBIATH NpUMEHEHHE Mpenapara y HAlMeHTOB C HaJU4YMEeM B aHAMHE3e
IIOPAKEHHUS IIEYEHU B IIEPUOJL JICUEHUST METAMU30JI0M HATPUS, €CIIU IIPU 3TOM HE BBIABUIN IPYTUX
IIPUYMH [IOPAXKCHUS IICYCHMU.

Bausnue na pezynomamol 1a60pamopHuIxX uCcie008anuti

VY manueHToB, MOJYYaBIIUX JEUEHUE METaMH30JIOM HaTpus, ObLI0 3aMKCUPOBAHO W3MEHEHHE
pe3yabTaToOB Ja0OPAaTOPHBIX TECTOB, MPOBOJUMBIX C WCIOJIB30BAHWEM peakuuu TpuHIEpa H
NOJOOHBIX peakuuid (HampuMep, aHajdu3 KOHIEHTPAIMd KpEeaTHHWHA, TPHUTIHIEPHIIOB,

xosiecrepuna JITIBIT 1 MO4eBO# KHUCIOTHI B CBIBOPOTKE KPOBH).

4.5. B3aumojeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM NpenaparamMu M JApyrue BH/bI
B3auMOAelCTBUA

C IMKIOCIIOPUHOM

MetaMu3051 HaTpUsT MOXET CHH)KATh KOHIIEHTPAIMIO IIMKIOCIIOPUHA B CHIBOPOTKE KPOBH,
HOBTOMy HpI/I X COBMCCTHOM HpI/IMCHeHI/II/I cnez[yeT KOHTpOJ'II/IpOBaTI) KOHHeHTpaIII/II/I
[UKJIOCTIOPHHA.

C IpyruMu HEHapKOTHYECKUMH aHAJIBIe3UPYIOIMMU CPEeACTBAMU

OpnHoBpeMEHHOE TMpPUMEHEHHEe MeTaMH30Jla HaTpus C JAPYTUMH  HEHApPKOTUYECKUMU
AHAJIBIC3UPYIOINMMU CPCACTBAMH MOKCT MNPUBECTU K B3aMMHOMY YCHWIICHHUIO TOKCHYCCKUX
b dexToB.

C TpUIMKINYSCKUMM aHTHACIPECCAaHTAMU, IEPOPATbHBIMM KOHTPAIlCOTUBAMH, AJIONYPHHOIOM

TpI/II_[I/IKJ'II/I‘-ICCKI/IC AHTHACTIPCCCAHTBI, IEPOPAJIbHBIC KOHTPAUCITUBLI, AJUIOINYPUHOJI HAPYIIAOT
METa00I13M METAMH30J1a HaTpuA B ICYCHU U MMOBBIMIAKOT €TI0 TOKCUYHOCTD.

C OapbOuryparamu, GeHMI0YTaA30HOM M APYTUMH WHIVKTOPAMHU MHUKPOCOMAIBLHBIX (HEPMEHTOB

[e4YEHU
BapOutypatbl, ¢GeHunO0yTa30H M ApPYrue HHAYKTOPHl MHUKPOCOMAJbHBIX (DEPMEHTOB MEUCHH

OCJIa0JISIOT IEHCTBUE METaMHU30J1a HATPHS.
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(MOCNEOOBATENBHOCTE 0001)

MY OTUETY

C cegaTMBHEIMH CPEACTBAMU M TPAHKBHIM3ATONaAMK

CenatuBHBIE CpEICTBA U TPAHKBUIM3ATOPHI YCHIIMBAIOT 00€300IKBarolIee AeHCTBIE METAMU30J1a
Hatpus. [Ipy OJHOBPEMEHHOM IPUMEHEHUH METAMM30J1a HATPUS MU XJIOPIPOMA3MHA MOKET
pa3BUBATLCA TsDKEIask TUIIOTEPMUS.

C nekapCcTBEHHBIMH CPEeACTBAMH, MMEIOIIMMH BEICOKYIO CBSI3b C OeaKaMM IIa3MBbl (HeDODaJ'IBHBIC

THOOTJIMKEMUYECKUE CPEJCTBA, HENPSIMbIE AHTHKOATY/IIHTHL, TIIHOKOKOPTHUKOCTESPOUALL U

HUHJIOMETAIIMH )

MeTtamMu3oir HaTpu:A, BBITCCHAA U3 CBA3HU C OeaKaMH IUIa3MBbI NEPOPAIBHBIC TUIIOTTIMKEMHUYCCKUEC

CpEICTBA, HEMPSAMbIE aHTUKOATYJIIHTBI, IITIOKOKOPTUKOCTEPOUIbI U MHAOMETAIIMH, YCUITUBACT UX
JIICUCTBUE.

C MHCIOTOKCUYHBIMH JICKAPCTBCHHBIMHU CPEACTBAMHU

MueaoTOKCUYHbBIC JICKAPCTBCHHBIC CPCACTBA YCWIIMBAIOT IIPOABICHHUEC TI'€MATOTOKCUYHOCTHU
MCTaMM30JIa HAaTpus.

C MeToTpeKcaTOM

,Z[O6aBJICHI/I€ MCTaMH30Jla  HaTpusd K JICYCHHIO MCTOTPCKCATOM MOXKCT  YCUJIMBATHh
I'éMaTOTOKCHYCCKOC ﬂeﬁCTBHe MCTOTpCKCara, 0COOEHHO Yy HNaOueHTOB IMOXWJIOTO BO3pacTa.
HOBTOMy cJIeayer n30eratb COBMECTHOTO IPUMCHCHUA 3THUX JICKAPCTBCHHBIX CPCICTB.

C TramMa30J0M U CapKOJIU3UHOM

Tuamazon u CapKOJIM3WH IMMOBBIIIAKOT PUCK PAa3BUTUA JICHKOTICHUH.

C KOoJeHHOM, 6HOKaTODaMI/I Hjy-ructaMHUHOBEIX PELIENTOPOB U MPONPAHOJIOIOM

Koneun, 6mokatopbl Hz-rHCTaMHHOBBIX PEIENITOPOB M IMPOMNPAHOJION YCHUIMBAIOT S(PQPEKTHI
MeTaMH30J1a HaTpusl.

C PEHTICHOKOHTPACTHBIMHU BCUICCTBAMU, KOJIJIOMAHBIMH KPOBE3aAMCHUTCIIAMHU U IICHUITWJIJIMHOM

PeHTreHOKOHTpacTHBIE BEIIECTBA, KOJIJIOWIHBIE KPOBE3aMEHUTEIN M NMEHULWUINH HE JOJDKHBI
OPUMEHATHCS BO BpeMsl JIEUYEHHMS METaMU30JIOM HaTpus (MOBBIIIEHHBIH PUCK pPa3BUTHUSA
aHapUIAKTUYECKUX/aHA(PUIAKTOUTHBIX PEaKIINi).

C aNCTHJICATIMITMIIOBOM KMCIIOTOM

IIpy coBMECTHOM NIPUMEHEHHHM METAaMM30J HATpuUs MOXKET YMEHbUIaTh  BIIUSHUE
aleTUICAIUIIMIOBOM KHUCIOTHI Ha arperanuio TpoMOomuToB. [losTOMy naHHY0 KOMOMHAIUIO
clelyeT MPUMEHSTh C OCTOPOKHOCTBIO IIPU JICUEHUU MALMEHTOB, MPUHUMAIOIINX HU3KUE J103bI
AlETUJICATMIIMIIOBON KUCIIOTHI JUIsl KapIMOMPOTEKIUH (MTpoUIaKTUKU TPOMOOOOpa30BaHus).

C cyocrparamu CYP2B6 n/unn CYP3A4

MeTaMu301 HaTpHsl MOKET UHAYIIMPOBATh MeTaboau3upyonme GpepmenTsl, BKiodas CYP2B6 u
CYP3A4. CoBmecTHOE mNpUMEHEHHE MeTaMmu3ojia HaTpus ¢ cyocrpatamu CYP2B6 w/unum

CYP3A4, takumu kak OynponuoH u 3(aBUpPEH3, METAIOH, IUKJIOCIOPUH, TAKPOIUMYC HIIU
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[TosToMy pexoMeHAyeTcst COOII0AAaTh OCTOPOKHOCTH IPH OJHOBPEMEHHOM MPUMEHEHHUU

MeTamu3oiia HaTpust ¥ cyoctparoB CYP2B6 n/mnn CYP3A4; o1ieHKY KIIMHHYECKOTO OTBETA H/HIIN
KOHIICHTpallMK Tperapara B IUIa3Me KPOBH CIIEAYeT COMPOBOXIATh TEPAreBTUYCCKUM
JICKapCTBEHHBIM MOHUTOPHUHTOM.

C BajppoaToM

MeraMu3051 HaTPUsT MOXKET CHMXKAaTh KOHIICHTPALMIO BAJIBIIPOATa B CBIBOPOTKE KPOBU IIPU HUX
COBMECTHOM IPUMEHEHMH, YTO IMOTEHLHAIBHO MOXXET IPUBECTH K CHWKEHHIO 3((eKTuBHOCTH
BajibIIpoaTa. Bpayam, Ha3HA4aIOIKUM IIpenapar, cleyeT KOHTPOJIUPOBaTh KIMHUYECKUHA OTBET
(KOHTPOJIb TPUCTYNOB WJIM KOHTPOJb HACTPOCHHS) M MpPHU HEOOXOIUMOCTH PaCCMOTPEThH

BO3MOXHOCTb MOHUTOPHHI'A KOHICHTPAlIUKU BAJIBIIPOATAa B CBIBOPOTKE KPOBH.

4.6. ®epTHIBHOCTD, 0ePEMEHHOCTDb U JJAKTALMS

bepeMeHHOCTB

MetaMu3on HaTpusl MMPOHUKAET 4yepe3 IUIaneHTty. [10CKoNbKy HeT JTOCTaTOYHBIX KIMHHYECKUX
JaHHBIX O MPUMEHEHUHU IMPU OEPEeMEHHOCTH, METAaMHU30JI HATpUs HE JOJDKEH MPUMEHSTHCS B
MEePBOM TpUMecTpe OEpeMEHHOCTH, BO BTOPOM TpUMECTpe OEpPEeMEHHOCTH METaMU30J HaTpus
MOYKET MPUMEHSTHCS, TOJIBKO €CITH OXKHIaeMast 10JIb3a I MaTepH MPEBBIIIACT MOTCHIIUATBHBIN
puck nns 1wioga. HecmoTps Ha TO, 4YTO METaMU30J HATpHs CJIa00 HMHTUOMPYET CHUHTE3
MPOCTArJaHAMHOB, HENb3sl UCKIIOYUTh BO3MOXKHOCTH MPEKAEBPEMEHHOTO (BHYTPUYTPOOHOTO)
3aKpbITUsl apTepuanbHoro (boTamnoBa) mpoToka, a Takke TMEepUHATAIBHBIX OCIOXHEHHIH,
00yCJIOBJICHHBIX HAPYIICHUEM arperanuy TPOMOOIIMTOB Y MaTepH HITH HOBOPOXKIEHHOTO.
[TosTOMY MeTamMH30J1 HATPUsI NPOTUBOIIOKA3aH B TPETHEM TPUMECTPE OEpPEeMEHHOCTH.

JlakTanus

MeTtaboauThl MeTaMU30J1a HATPHUsI MPOHUKAIOT B TPYAHOE MOJIOKO, IIOATOMY MPH MPUMEHEHUU
mpenapaTta, a Takke B TedeHHe 48 yacoB mocie npuema MocieiHed 103bl, HEeoOXOIUMO
NPEKPaTHTh KOPMIICHUE TPYABIO.

JlaHHble O HETATMBHOM BIIMSHUM METaMHU30JIa Ha IUIOJ OTCYTCTBYIOT: Y KPBIC U KPOIHKOB
METaMHU30JI HE OKa3blBaJll TEPATOr€HHOTO JEMCTBHSA, a TOKCHYECKOE JEHCTBHE Ha IIJIOJ

Ha6J'IIO,Z[aJ'IOCI) TOJIBKO ITPU BBICOKUX A03aX, TOKCUYHBIX IAJId OpraHu3Ma MaTcpu.

4.7. BiusiHHe HAa CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBLIMHM CpeACTBAaMH U PadoTaTh ¢
MeXaHUu3MaMH
Her nanHbIX 0 TOM, 4TO mpenapar, IPUMEHSEMbII B PEKOMEHJOBAHHBIX J103aX, OKa3bIBaeT

He)KelaTeJIbHOE BIUSIHNUE Ha CIIOCOOHOCTh K KOHIIEHTPALMK U HAa CKOPOCTb PEaKIUil.
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Opnako mMpu Tepanmuu MpenaparoM B BBICOKMX nosa{ﬂ':&iggy%; ﬁ&bﬁg%ﬁg B0 BHiMdnHe

MY OTUETY

BO3MOXXHOCTh HAPYIIIEHUSI CIIOCOOHOCTH K KOHIIGHTPAIMH U CHIKEHUS CKOPOCTH PEaKIUH, 9TO
MOJKET MPEACTABIISATH PUCK B CUTYAIIHSIX, TJI€ JAHHBIE CTIOCOOHOCTH 0COOEHHO BaXKHBI (HAIIPHIMED,
yIpaBjieHUEe aBTOMOOUIIEM MM JBUXKYIIMMCS MEXaHHU3MOM), OCOOEHHO IPHU COIYTCTBYIOLIEM

yrnoTpeOIeHUH aTKOToJIsl.

4.8. Hexkenare/ibHbIE peaKINU

Pe3roMe HexxenaTeabHbIX PEAKIINN

Yactora moOOYHBIX peakluidi MpUBEEHA B BUJIE CIENYIOMIEH Tpaganuu: ovens yacmo (> 1/10);
yacmo (> 1/100, vHo < 1/10); Heuacmo (= 1/1000, HO < 1/100); pedxo (> 1/10000, HO < 1/1000);
ouenv peoko (< 1/10000); wacmoma wneuzéecmna (He MOXKET OBITH OIICHEHA Ha OCHOBE
UMEIOITNXCS JaHHbIX).

Hapywenus co cmoponul kposu u tumgamuueckou cucmemol

Peoko: nelixonenus;

Ouenwv pedxo: arpaHyyonuTo3 (BKJIIOYAs CIIYYaH C JICTaTbHBIM UCXOJI0M), TPOMOOIIMTONICHUS;
Yacmoma neuzgecmua: amniacTU4ecKas aHEMHUsl, TAHIIUTOIICHUS, BKIIIOYAas CIIy4au C JICTAIbHBIM
HCXOJIOM.

OTH peaKIuu SBJISIOTCS UIMMYHOJIOTHIECKUMH 110 cBoel mipupoae. OHM MOTYT BOSHUKATH JIaXKe B
ClIy4ae, €ClM paHee IMpemnapaT MPUMEHSIICS HEOJHOKPATHO 03 KaKWUX-IMO0O OCIIOXHCHHIA.
TUNUYHBIME CUMOITOMAaMHU arpaHyjIoOlUTO3a SBISIOTCS BOCIATUTENIBHBIE MOPAXKEHUS CIU3UCTBIX
000I104€eK (TMOJOCTH PTA U TIIOTKU, aHOPEKTATHLHOU 00JIACTH U TIOJIOBBIX OPTaHOB), OOJIb B TOpIIE,
auxXopaaka (BKIOYas HEOKHUIAHHYIO YCTOHYHMBYIO JIUXOPAJIKY HESICHOW JTHOJOTHUH WU
PEIUAMBHUPYIONIYIO JInxopaaky). ClieayeT y4YUTBIBaTh, YTO €CIM IMAIMeHT IOJTyYaeT
AHTUOMOTUKOTEPANUIO, TO THIIMYHBIC MPOSBIEHUS arpaHyjiaolXUTO3a MOTYT OBITh MUHUMAIIEHO
BbIpaxeHHBIMU. CKOPOCTh OCEIaHUs SPUTPOIIUTOB 3HAUUTEIHHO YBETUUUBAETCS, B TO BPEMs Kak
yBeJIMUEHUE TUM(OY3IIOB SBISCTCS CT1a00BBIPAKECHHBIM HIIH OTCYTCTBYET.

TUNUYHBEIME ~ CUMIITOMAMH  TPOMOOITUTOIICHUW  SIBJISIFOTCSL  MOBBIMIEHHAS CKJIOHHOCTh K
KPOBOTEUYEHHIO ¥ BOSHUKHOBEHHE METEXUH Ha KOXKE M CITU3UCTHIX 000JIOUKAX.

B cnydae pa3BuTHs BBIIENEPEUNCICHHBIX HApPYIIEHUH CO CTOPOHBI KPOBU M JUMQpaTHUECKOH
CUCTEMBl HEOOXOJMMO TIPEKPATUTh NPHMEHEHHWE TIperapara W TPOBECTH Pa3BEPHYTHIN
KIIMHUYECKHUI aHam3 KpoBH (cM. paznen 4.4, moapazaen «OcoObie yKazaHus»).

Hapywenus co cmopoHbl UMMYHHOU cucmembl

Peoxo: metammu3on HaTpus MOXKET BBI3BIBATH aHAQUIAKTUYECKHE WU aHA(DHUIAKTOUIHBIE
pEaKIuu, KOTOPbIE MOTYT OBITh TSKEIIBIMH M YTPOXKAIOIIMMHE JKA3HH, H B HEKOTOPBIX CITydasx

MOTYT IIPUBECTH K JETATBHOMY HCXO.Y. B ciyvae pa3BUTHA
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MY OTHETY

BBEJICHUE IIpernapara, IPOBECTH MEPONPUATHS 110 OKa3aHWIO NAlMEHTaM HEOTJIOXKHON
MEAMIMHCKON MOMOILM, IPOBECTU Pa3BEPHYTHIM KIMHUYECKHI aHaW3 KpoBU (cM. paszaen 4.4,
noapazaen «Ocolble yKa3aHus).

OTH peaklMy MOT'YT BO3HHMKATh JIaXe B CIy4ae, €CIIM paHee Ipernapar NIpUMEHsIICS HEOAHOKPATHO
0€e3 KakuX-JI100 OCIIOKHEHUH.

Takue neKapCTBEHHbIE PEAKIIMU MOTYT Pa3BUTHCS BO BpEMSl MHBEKLIMM METaMU30J1a HaTpUsl WU
yepe3 HECKOJIBKO 4acoB I10CJE €ro BBEACHHUS, OAHAKO OOBIYHO OHM HAOIIOAAIOTCA B TEUCHHE
IIEPBOTr0 Yaca Mocje BBEICHU Npenapara.

OO6b14HO OoJtee erkue aHapuIaKTHYECKUE WM aHA(DHUIAKTOUIHBIE PEAKIIUH POSIBIISIOTCS B BHJIE
KO>KHBIX CUMITOMOB M CUMIITOMOB CO CTOPOHBI CIM3UCTBIX 000JI0UEK (TaKuX Kak 3y, *OKEHHE,
TUIIEpEMHUs, KpalMBHMULA, OTEKH), OJBIIIKM M pexe B BUAEC JKAI00 CO CTOPOHBI
ey JOYHO-KUIIEYHOT'O TPaKTa.

Bormee nerkme peakuud MOTYT MPOTPECCHPOBaTH IO TSOKEIBIX (OpM C  pa3sBUTHEM
FEHEPAIM30BaHHONW KPANMBHUIIBI, TSKEJIOT0 aHIMOHEBPOTUYECKOTO OTeKa (O0COOEHHO ¢
BOBJICYUEHUEM TOPTaHM), TSHKEIOro OpOHXO0CIIa3Ma, HAPYIIEHUH pUTMa Cep/Ilia, PE3KOTr0 CHUKEHHUS
apTepUanbHOTO JAaBiIeHHUS (KOTOPOMY MHOTJAa IPEALIeCTBYET IOBBIIEHUE apTepHaIbHOIO
JIaBJICHUSI) U Pa3BUTHEM F€MOJIMHAMUYECKOIO I0Ka,;

Ouenv peoko.: y TIALIMEHTOB C IOJIHBIM WJIM HEIMOJIHBIM COY€TaHUEM OpPOHXHUAIBHON aCTMBI,
pPELMIUBUPYIOLIET0 IOJIMIIO3a HOCAa UM OKOJIOHOCOBBIX Ma3yX U  HENEepeHOCHUMOCTHU
aleTUJICATUIIMIOBOM KUCIOTHI MJIU APYTHX HECTEPOUIHBIX TPOTUBOBOCTIATIUTEIBHBIX IIPENapaToB
(B TOM umcCIlie B aHaMHE3€), peaKMy HEIEPEHOCUMOCTH OOBIYHO MPOSBISIOTCS B BUE IPUCTYIIOB
OpOHXHUATHHOM aCTMBI,

Yacmoma neussecmna: aHaQUIAKTUYECKUN HIOK.

Hapywenus co cmoponul cepoya

Yacmoma neuzeecmna: cunapom KoyHuca (ajiepruueckuii ocTpblil KOpOHapHBIA CUHAPOM).
Hapywenus co cmopoHul cocy0os

Heuacmo: BO BpeMsl WIM TOCJIE BBEACHUS INpernapara BO3MOXHO pa3BUTHE H30JIMPOBAHHBIX
TPAH3UTOPHBIX THITOTOHUYECKUX peaKkIil (BOZMOXKHO (hapMaKoJIOTHYeCKH O0YCIOBIEHHOE U HE
COTIPOBOXIAIOIIEECS IPYTUMH TTPOSIBICHUSIMHU aHAPUITAKTHISCKUX/aHa(DUIIaKTOUTHBIX PEaKITii);
Peoxo: pe3koe CHUKEHUE apTepUaIbHOTO JaBICHHUS.

BricTpoe BHYTpMBEHHOE BBeJEHHE IIpenapaTa yBEIUYMBAET PHUCK PAa3BUTHUA TMOIOOHBIX
TUIOTEH3UBHBIX PEAKIINH.

Kenyoouno-kuweunvle napyuienus

Yacmoma HeuzeecmHa. COO6IIIEU'IOCI) 0 CclIy4dyasax  pa3BUTHA KEITYAOYHO-KUIIICYHOT'O
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KpPOBOTCUYCHUSI.

Hapywenus co cmoponbvl neuenu u scenyeblo0Auux nymeiu

Yacmoma Heuzsecmua: MOXKET Pa3BUBATHCS JIEKAPCTBEHHOE IMOPAXECHHUE IEYCHM, BKIIOYAs
OCTPBIN T'eMAaTUT, )KENTYXY, MOBBIIICHUE YPOBHS «I1€YEHOYHBIX)» TPAHCAMUHA3.

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHell

Heyacmo: kpome mnposiBiIeHHN aHA(UIAKTHYECKUX/aHADUIAKTOUTHBIX pEaKIuid Ha KOXKEe H
CJIM3HUCTBIX 000JOYKaX, MEPEUMCIICHHBIX BBIIIE, HEYACTO MOXET BO3HUKATh (PUKCHPOBAHHAS
JIEKapCTBEHHAS CHIIb;

Peoxo: xoxHasl ChIIb;

QOuenv peoxo: cunapom CruBeHca-J[>koHcoHa wian cungpoM Jlaliemna (TOKCHUYECKH
AIUAEPMAIIbHBIN HEKPOJIU3).

Hapywenus co cmoponwvl nouex u Mouegblgo0sauux nymetu

Heyacmo: BO3MOXHO OKpalllMBaHWE MOYHM B KPaCHBIM LIBET BCIIEICTBUE MPUCYTCTBHSI B MOYE
MeTabonHuTa — py0a30HOBOW KHCIIOTHI;

Ouenv peoxko: BO3MOXKHO OCTpO€ yXylIuleHHWe (QYHKIMM I[OYeK (ocTpas IouyeqHas
HEJOCTAaTOYHOCTh), OCOOCHHO Y MAallMEeHTOB ¢ 3a00JIeBaHUSIMH MOYEK, B HEKOTOPBIX CIydasX C
OJINTYpUEH, aHYPHUEHN WIIU IPOTEUHYPHUEH;

Yacmoma neuzsecmua: OCTPHIA HHTEPCTHIINATBHBIA HEPPUT.

Obwue HapyweHus u peakyuu 6 mecme 68e0eHUs.

Heyacmo: B mMecte MHBEKIIMM BO3MO>XHA OOJIE3HEHHOCTh U MECTHBIE PeakIuu (TUIepeMusi);
Ouens peoxo. pnedur.

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEeaKUusX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eliblo 00ecIeyeHNs HeNPEephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIUMHCKUM paOOTHUKaM pPEKOMEH]yeTCs
co00IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHS O HEXKENIATeNbHbIX PEaKIHUsIX rOCy/1apCTB — YJICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

109012, r. Mocksa, CraBsiHCKas mIomap, 1. 4, crp. 1

®denepanpHas cayx0a Mo Haa30py B chepe 3paBOOXpaHEHUS

Tenedon: +7 800 550 99 03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://www.roszdravnadzor.gov.ru/

Crpanwnma 13 u3 17


https://www.roszdravnadzor.gov.ru/

COOTBETCTBYET 3KCIEPTHO
orT 12.10.2023 N2 20

(MOCNEOOBATENBHOCTE 0001)

MY OTUETY

4.9. Ilepeno3upoBka

CuMnOTOMBI

TomHoTa, pBOTA, 00JIB B )KHUBOTE, CHIDKEHHE (DYHKIIUU ITOYEK/OCTpasi MOYEYHasi HEJJOCTATOYHOCTh
c onurypueil (Hampumep, BCJIEICTBUE Pa3BUTHUsSI MHTEPCTUIMAIBHOTO Hedputa), Oonee peakue
CHUMITOMBI CO CTOPOHBI LIEHTPAILHON HEPBHOM CUCTEMBI (TOJIOBOKPYKEHHE, COMHOJICHIIUS, KOMA,
CYJIOpOTH) U PE3KOE CHWKEHUE apTEPUAIbLHOTO JAaBJIE€HUS (MHOI/Ia IPOTPECCUPYIOLIEE /10 I0KA),
a TaKXKe HapylIeHUE CeplIevyHOro purMma (taxukapaus). [locne BBeneHHs OY€Hb BBICOKHX 103
BBbIBE/ICHUE Yepe3 MOYKU HETOKCUYHOro MeTabonurta (py0a30HOBOW KUCIOThI) MOXKET BHI3bIBAThH
KpacHO€ OKpallliBaHUE MOYH.

Jleuenue

Crneuuduuecknuii aHTHIOT He u3BecTeH. [aBHBI MeraOonuT (4N-MEeTHIAMUHOAHTUIIUPHH )
MO>KET BBIBOJIUTHCS C MOMOIIBIO TEMOUANIN3a, TeMO(UIbTpaIU, TeMonepPy3un u GuiIbTpaluu
11a3Mbl KpoBU. [Ipu pa3BUTHH CYyAOPOKHOTO CUHIPOMA — BHYTPUBEHHOE BBEJICHUE IHa3ernama 1

ObICcTpOoAEHCTBYIOMX OapOUTYpaTOB.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMuyecKne CBOiCTBA
dapmakoTepaneBTUUYECKas TPyNIa: aHAJIbICTHKW; IPYTHMe€ aHaJbICeTUKU W aHTUIUPETHUKH;
MUPA30JIOHBI.

Kox ATX: N02BB02

Mexaumnsm nerctus u dhapMakoguHaMudeckue YO HEKThI

AHajibre3upymoliee HEHapKOTUYECKOE CpeICTBO, TPYIIbl  MHUPa30JIOHOB, oOjajzaroliee
AQHAJIBIE3UPYIOIINM, KXAPONOHWKAIOIUM U CIAa3MOJIMTHYECKUM JeicTBUeM. Ero MexaHusm
OKOHUATEJILHO HE yCTaHOBJIEH. MMeronecs JaHHbIE TIO3BOJISAIOT M0JIaraTh, YTO METAMU30] U €r0
ocHOBHOIl MeTaOonutT (4N-MetmnamuHoantunupul [4-MAA]) o6nagatoT UEHTpadbHBIM U
nepudepruyeckuM MeXaHu3MOM JAeWcTBUs. B 1no3ax, mpeBbIIAIONUX TEPAaNeBTUUYECKHE J03bI,
MOYET JIOCTUTAThCsl TPOTUBOBOCTIAIUTENbHBIN 3()(PeKT, BOZMOKHO 3a cueT MOAaBIEHHs CUHTE3a
IIPOCTarjJaHAHHOB.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AGcopbuus

[Tocne BHYTPUMBIIIEYHOTO BBEJACHMSA Ipenapata OHOZOCTYHMHOCTh OCHOBHOTO METa0OJHMTa
meramuzona (4-MAA) cocraBiuser 87 %. CpenHee 3HauYeHME BpPEMEHM JIOCTHIKECHUS

MaKCHUMaJIbHOW KOHIICHTPAIIUH MTOCJIe B/M BBeIeHHs — 1,7 yaca.
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Pacnopenenenue

Ces3piBanue 4-MAA c¢ Oenkamu mia3Mbl KpoBH cocTaBisieT 58 %. Jpyrue merabosnThl
METaMHU30JIa  CBSI3BIBAIOTCS € O€JIKaMH IUIa3Mbl  KpPOBH B CJEIAYIOLIEH  CTENeHH:
4-amunoantunuput — 48 %, 4-popmunamunoantunuput — 18 % u 4-aneTunaMUHOAHTUITUPUH —
14 %.

MeTtaMu3051 IPOHHUKAET Yepe3 IUIalleHTapHbIi Oaphep. MeTaboinThl METaMU30J1a TIPOHUKAIOT B
TPYIHOE MOJIOKO KOPMSIIUX MaTepeu.

buotp aHC(bODMaI_[I/IH

OcHoBHOM MeTabonuT Meramm3osa, 4-MAA, mojaBepraercs nanbHEHIIEMy MeTaboIu3My B
[IEYEHU IIyTEM OKMCIIEHUS, NEMETWJIMPOBAHUSA U IOCIEAYIOLIEro aleTUIupoBaHus. pyrumu
OCHOBHBIMM  METa0OJMTaMH  METaMU30JIa  SBISAIOTCS  4-amMuHOaHTHNUpHH  (4-AA),
4-popmunamuHoanTunupuH (4-OAA) u 4-anerunamuHoanTunupun (4-AnAA). MccnenoBanue
CBOICTB 4YETHIPEX OCHOBHBIX META0OJUTOB MeETaMH30Jla MOKa3ajio, 4YTO >KapOIOHIKAIOIIEe,

aHAJIBIe3UPYIOIIee M MPOTHBOBOCIAIMTEILHOE JCHCTBHE MpernapaTa MOTYT OBITh OOYCIIOBICHBI
Merabonutamu 4-MAA u 4-AA.

DJIMMUHALMS

VY 3nopoBeix MyxkuuH Ooniee 90 % 103blI mpemnapaTa, BBEACHHON BHYTPHUBEHHO, BBIBOAMUTCS C
Mouoi B Tedyenue 7 gHeil. Ilepwon momyBeiBenenus (Ti12) wMeramMm3o0iia, MEUEHHOTO
pPaauoON30TOIIOM, COCTABIISIET OK0JIO 10 yacoB.

s 4-MAA 3HaueHust TepMUHANBHOTO T1/2 IPU pa3HBIX MYTSIX BBEACHUS KOJICOIIOTCS B IIpeienax
or 2,5+0,06 mo 3,2+0,8 wuacoB, a ansa aApyrux MeraboauToB Ti2 cocTaBisieT OT
3,7 no 11,2 yacos.

JIMHEHOCTE/HETUHERHOCTE

I[J'ISI BCEX MeTa0OJIUTOB METaAMH30J1a XapaKTCpHa HEJIUHEWHas (l)apMaKOKI/IHeTI/IKa. Kmnangeckas
3HAYUMOCTb JaHHOI'O (baKTa HC YCTAHOBIJICHA. HpI/I KOpPOTKOM KYpCC JICUCHUSA HAKOIIJICHUC
METa0O0IMTOB UMEET MUHUMAILHOE 3HAUYCHHE.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmor nodxcunozo eospacma

Y 3710poBBIX A00poBOsbLIEB mOXMIOro Bo3pacta Tiz 4-MAA  Obl1  CyIIECTBEHHO
IPOIOJDKUTEIbHEE, a KITUPEHC 4-MAA — CyIIeCTBEHHO HIKE, UEM Y JIUI] MOJIOJIOTO BO3pacTa.
Hapywenue ¢ynxkyuu neuenu

VY nanueHToB ¢ HapyleHussMU GyHKIuU neueHu T12 4-MAA u 4-OAA yBennuuBaeTcsi HpUMEPHO
B 3 pa3za. [looTroMy y HamMeHTOB C HapyHIeHUSIMHU (DYHKIUHM TEeYeHH cleayeT u3berarb

MPUMEHEHHUS IIpernapaTa B BBICOKUX J103aX.
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Hapywenus ¢pynkyuu novex

[Tpu HapymeHUsAX (QYHKIMH MOYEK CHHUXKACTCS CKOPOCTh BBIBEICHUS HEKOTOPBIX METa0OJIHTOB
(4-AuAA, 4-OAA). TlosToMy HalMeHTaM C HapyIICHUSAMHU (YHKIMH MOYEK ClienyeT u3berarb
IPUMEHEHHE IpenapaTa B BBICOKUX J03aX.

eTu

BriBeeHre METa0OTUTOB Y JIeTEH MPOUCXOAUT 3HAYUTEIILHO OBICTpEE, YEM Y B3POCIIBIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Bona st nabekmnmii

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTb B 3aILUIIEHHOM OT CBETa MECTE IIPU TeMIieparype He Boie 25 °C.

He 3amopaxuBatb.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

ITo 1 mut it 2 M1 ipenapara B aMIyJibl OECIIBETHOTO HEUTPaIbHOTO CTeKJa Tull | ¢ 1BeTHOM
TOYKOM M HACEYKOW WJIM C LBETHBIM KOJBIIOM H3jJ0Ma. Ha amIrynel JTOTOTHHUTENBHO MOXKET
HaHOCHUTbHCS OJTHO I[BETHOE KOJIbIIO.

[To 5 wm 10 ammyn n$OMEIalOT B KOHTYPHYIO SYEMKOBYIO YIAKOBKY U3 IIJICHKH
TIOJTMBUHHIIXJIOPHTHOM.

1 nnm 2 KOHTYPHBIE STYEHKOBBIE YITAKOBKH BMECTE C MHCTPYKIIUEH 110 MPUMEHEHUIO TIOMEIIAIOT B
KapTOHHYIO YIAKOBKY (TauKy).

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH TMPH  YHHYTOKEHHHM  HCIIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Tpenapara WJIH  OTXO0A0B, MOJYYEeHHBIX TOCjde TNpPUMEHEeHHs
JIEKApCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIIUH C MPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus
00O «ATomn»
445351, Camapckas o0:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

Ten.: +79874599991, +79874599992
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7.1. IlpencraBuTtenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[IpeTeH3un HOTDG6HTCJ'ICI>1 HaIrpaBJIATh IO aAPECy.

Poccus

000 «O308»

445351, Camapckas 0011., r.0. Kurynesck, r. XKurynesck, yi. 'mapoctpouteneit, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETHCTPAIIMOHHOTI' O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOM PEIUCTPALIUUM (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIMN)

JlaTta mepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIPCIIapaTa Amnanerun AOCTYIIHA Ha HH(bOpMaLIHOHHOM
noprtaje EBpa3HﬁCKOFO 9KOHOMHUYCCKOIo COor3a B I/IH(I)OpMaI_II/IOHHO'KOMMYHHK&HHOHHOﬁ CCTU

«Hurepuer» http://eec.eaeunion.org/.
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