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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

CMIEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Amnanbrus, 500 Mr/mi, pacTBOp JUisi BHYTPUBEHHOT'O U BHYTPUMBIILIEYHOTO BBEACHHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBy1o11I€€ BEMIECTBO: METAMHU30JI HATPUSL.

Kaxnprit 1 M pactBopa Jjisi BHYyTPMBEHHOTO M BHYTPUMBIIIEUHOT'O BBEJIEHUS coaep uT 500 mr
MeTaMH30J1a HaTpusl.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBop /15t BHyTPUBEHHOTO ¥ BHYTPUMBIIIIEUHOT'O BBEICHHUS.

[Tpo3paunasi, GecliBETHAS WU JKEATOBATAS KHUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipenapar AHaJIbIUH MOKa3aH K MPUMEHEHHIO y B3POCIIBIX U JIETeH B BO3pacTe OT 3 MECSIIEB WU
Maccoi Tena 6osee 5 Kr (I1s1 BHyTPUBEHHOTO BBEJIEHUSI — OT 12 MecAleB) U CTapIiie Mpu:

e TsokennoM  OCTpOM WM XPOHUYECKOM OOJEBOM CHHApPOME TMpH TpaBMax U B
MOCJICONIEPAIIMOHHOM TIEpHOJIe, MPU KOJIUKAX, OHKOJOTUYECKMX 3a00JIEBAHMSIX U JIPYTUX
COCTOSIHUSIX, TIPY KOTOPBIX MPOTUBOMOKA3AHBI JPYTHE TEPAIEBTHUYECKUE METO/IbI JICUCHHUS.

* JIuxopanke, ycTOHYMBON K JPYTUM METOJIaM JICYCHHUSI.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUS

PexxuM 103upoBaHusd

B3pocibie u mompoctku crapiie 15 yet: B kayecTBe pa3oBoi 1036 pekomenayercs 1,0 — 2,0 Mo
(500 — 1000 mr) pactBopa MeTaMu30Jia (BHYTPUMBILIEYHO WM BHYTPUBEHHO). MakcumalnbHas
pa3oBas no3a cocrasiser 1000 mr (2 mm). MakcumanbHas cytouHas no3a - 4 miu (2000 mr),
paszeneHHas Ha 2 — 3 BBelneHus B cyTku. [lapeHTepanbHOE BBeJEHHE Mpenapara MoKa3aHO
TOJILKO MPH HEBO3MOXXHOCTH €r0 IMpHUeMa BHYTPb.

[Tpu mprMeHeHUH B Ka4yecTBE aHaJbIe€3UPYIOLIET0 CPEJCTBA MPOJOKUTENBHOCTD Tepanuu 1 —
5 nueit. [Ipn npruMeHeHNH B KayecTBE >KapOMOHMKAIOLIEro cpejcTBa — 1 — 3 Hs.

Oco0ble TPVIIILI TAIMEHTOB

HauueHmzal NOJ2HCUTIOC0 803pacma
[ToxuneiM maueHTam HCO6XOI[I/IMO NPpUMCHATH MCHBIIUEC O3Bl B CBIA3W C BO3MOXHBIM

CHHMXXCHHEM BBIBCICHHA MeTa0OJUTOB METaMH30J1a U3 opranusma.
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HauueHmaM 6 MAINCENOM COCMOAHUU U nNPU HAPYULEHUU Kﬂ%éﬂl’g%ﬂéﬂ’lﬂgmw - I- T  0002)

COOTBETCTBYET : -'I'I'_EF'TH JMY OTY ETr

HEOOXOJUMO TMPUMEHSATh MEHBINKME J03bI B CBS3M C BO3MOXKHBIM CHW)KCHHEM BBIBEICHHS
METa0O0JIUTOB METAMHU30J1a U3 OpraHu3Ma.
Tayuenmoi ¢ HapyweHuem yHKyuY neyeHu u noyex
VY nanMeHToB ¢ HapylieHHeM (QYHKIMU TEYeHW W TOYEK CKOPOCTh BBIBEICHUS Mperapara
3aMeJJIeHa, M03TOMY HEOOXOIMMO H30erarb MHOTOKPATHOTO MpHUMEHEHHus mperapara. OmnbiT
JUTUTETTLHOTO MPUMEHEHUS OTCYTCTBYeT. IIpM KpaTKOCPOYHOH Tepamuu KOPPEKIHsS J103bI HE
Tpedyercs.

eTu
Hetsim B Bo3pacte 3 — 11 mecsieB (macca Tenma 6osiee 5 kr 10 9 Kr) mpemapaTr BBOAST TOJBKO
BHYTpUMBIIedHO B o3¢ 50-100 mr Ha 10 kr maccer tena (0,1 — 0,2 mur pactBopa 500 mr/mo).
PazoBas 103a MOkeT OBITh pa3jiesieHa Ha 2 — 3 BBE/ICHUSI.

CJ'IGI[YI-OH_IaH Ta6n1/1ua COACPIKUT PEKOMCHAYCMBIC NO3bI IIpCIIapara:

Bospacr (Macca TeJsia) Ho3a

Hetu 3 — 11 mecsiues (5 — 8 k) 0,1 —0,2 mi (50 — 100 Mr meTamu3oJa)

Tonsko BHYTPHUMBIIICYHO

Hetu 1 — 3 rona (oxoso 9 — 15 xr) 0,2 — 0,5 mi (100 — 250 mr MmeTamMu301a)
Hetu 4 — 6 net (okomo 16 — 23 kr) 0,3 - 0,8 mit (150 — 400 mr meTamu3os1a)
Hetu 7 — 9 net (okomo 24 — 30 kr) 0,4 — 1,0 Mt (200 — 500 Mr MmeTamMu30J1a)
Hetu 10 — 12 net (oxoisio 31 — 45 xr) 0,5 - 1,0 mi (250 — 500 Mr MmeTamu30J1a)
Hetu 13 — 14 net (oxoisio 46 — 53 kr) 0,8 — 1,8 mi1 (400 — 900 Mr MeTamu30J1a)

Crooco0 rmpuMeHeHus

BHyTprBEHHO, BHYTPUMBIIIIEYHO TTyOOKO B MBIIIILY.

[TapenTepanbHOE BBEJAEHHE TMperapara MOKa3aHO TOJBKO MPU HEBO3MOXXHOCTH €ro Ipuema
BHYTpb. [lepen BBeneHHEM pEKOMEHIYETCsl COTPETh IIpenapar 0 TeMIepaTyphl Tena.
BHyTpuBeHHOE BBEJIEHHE JTOJDKHO OCYIIECTBISTHCS MEIJICHHO (CKOPOCTh BBEACHHs He Oolee
I mMn (500 Mr meramuzona HaTpus) B MHUHYTY) B TIOJNOKEHUHU JieXa, TMOJ KOHTPOJIEM
apTepUaIbHOTO JTABJICHUSI. [Tpu MEePBBIX MIPU3HAKAX pa3BUTHS
aHauIaKTHYECKUX/aHADUIAKTOMTHBIX PEaKIUi HEOOXOAMMO MPEKPATUTh BBEACHHUE Tperapara.
[TockonbKy TUIOTEH3UBHBIE PEAKLIMH SBIISIIOTCSA J0303aBUCHUMBIMH, MAPEHTEPATLHOE BBEJICHUE
10361 1000 Mr MeTaMu301a JOMKHO MTPOBOAUTHCS C 0COO0H OCTOPOKHOCTBIO.

[Ipu caumkoM OBICTPOM BBEIEHWHW TperapaTa MOXET HaOII0JAaThCA KPUTHYECKOE TMaJieHue

apTepUaIbHOIO IABJICHUA U IIOK.
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4.3 IIpoTuBONOKA3AHUA

* ['unepuyBCTBUTENBHOCTh K METAMHU30JTy HATPUS WM JHOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

* [ToBblIeHHAs qyBCTBUTEIbHOCTb MIUPA30JI0HAM (penazon, ponuQeHasoH,
u3onponwiaMuHopeHa3oH) wWiM K mnupasoauauHaM  (heHun0yTa3oH, OKCH(EHOYTa30H),
BKJII0Yas, HAPUMEp, YKa3aHUs B aHAMHE3€ Ha pa3BUTHE arpaHyJIOLUTO3a WK TSHKEIBIX KOXKHBIX
peakuuii Ipy MPUMEHEHUH OJHOTO U3 ITHX MPENapaTos.

* Hapy1ienust KocTHOMO3roBOro KpOBETBOPEHUs (HaIpuMep, MOcCIIe JICYEHUs [IUTOCTAaTHYECKUMU
npenapaTamu) Win 3a00JI€BaHUs TeMaTONOATUYECKONW CUCTEMBI.

* YKa3aHusl B aHaMHe3€ Ha pa3BUTHE OpOHXOCHa3Ma WU JAPYTruX aHaQWIAKTUYECKUX PEeaKuit
(HampuMep,  KpanWBHHIlY, PpUHHUT, AHTMOHEBPOTHYECKUH  OTEK) TMpH  HPUMEHEHUU
aHaAJIbIe3UPYIOIMX IMpernaparoB, TaKUX Kak CAJIMLWIATBHL, HapalueTaMmoll, AUKIO(EHaK,
uOynpodeH, MHIOMETalH, HAITPOKCEH.

* OcTpast THTEPMUTTUPYIOIIAs TIEYCHOYHAsE HOPPHUPHS (PUCK pa3BUTHS 00OCTPEHHI TOPHUPUN).
* ApTepuanbHasi THIIOTCH3HS, HECTAOMIBHOCTh TeMOAMHAMHUKH.

* BpoxxaeHHass ~ HEOCTaTOYHOCTh  IUIIOK030-0-ocdar-aeruaporeassl  (pUCK  pa3BUTHUS
reMoJIn3a).

* bepeMeHHOCTD (IEPBBIN U TPETHI TPUMECTP).

* [leproa rpyTHOTO BCKapMIIMBAHHUS.

* Jletu B Bo3pacTe 10 3-X MECALEB WM C MAacCOi Teja MeHee 5 Kr (OTCYTCTBYET J10CTaTOUYHbIE
Hay4HbIC JaHHbIE O IPUMEHEHUH IIpenapara y JaHHOW IpyMIibl JeTel).

* Jletn B Bo3pacte ot 3 10 12 MecsiueB (TONBKO JJIsl BHYTPUBEHHOTO BBE/ICHUS ).

4.4. OcoOble ykazaHusl U1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

*[Ipu  cHwkeHuun oObeMa  LUPKYJIUpYIOIIEH  KPOBH, HAUMHAIOMIEHCS  CepAeYHOMN
HEJ0CTAaTOYHOCTH, BBICOKOM JIMXOpajKe (IOBBIIIEHHBIN PUCK PE3KOT0 CHUKEHUS apTepHaIbHOTO
JIABJICHUA).

* [Ipu 3a0oneBaHMsAX, IPU KOTOPHIX 3HAUUTEIHHOE CHH)KEHUE apTepUAIbHOTO JaBICHUS MOXKET
IPECTaBIIATH MOBBIIIEHHYIO ONACHOCTD (MTALMEHTHI C TSKEJION UIIEeMUYEcKOi 00JIe3HbI0 cepaLa
Y BBIPQ)XEHHBIM CTE€HO30M apTEpUil TOJIOBHOT'O MO3Tra).

* [Ipu ankoronusme.

* [Ipy MOBBIILICHHOM PUCKE Pa3BUTHS TSKENIBIX aHAPHIAKTHUYECKUX/aHA(UIAKTOMIHBIX PEeaKLnit
y MalUEHTOB C:

- OpOHXHaJBHOM acTMOM, OCOOEHHO B COYETAaHUU C COMYTCTBYIOUIMM IOJHMIIO3HBIM

PUHOCHUHYCHUTOM,;
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pa3BUTUU KOTOPBIX 3HAYUTENIbHASA POJIb IPUHAJJIEKUT HACIEACTBEHHON MPEAPACIION0KEHHOCTH
K CCHCHOMJIN3AIUH: MTOJUTMHO3BI, AJUIEPTUYECKUN PUHUT U T.I1.);

- HETIEPEHOCUMOCTBIO aJIKOTOJIS (peaklys J1a)ke Ha He3HAUUTENbHbIE KOJIMYECTBA OMPEIeICHHbBIX
QJIIKOTOJIbHBIX HAMWUTKOB, C TAaKUMH CHUMITOMAaMH Kak 3yJ, CJIE30Te€UYeHHE U BBIPAKEHHOE
MOKpacHEHHUE JINIIA);

- HEMEpPEHOCHUMOCTBIO KpacuTellel (Hampumep, TapTpa3uHa) WIM KOHCEPBAHTOB (HAmpuMep,
OEH30aTOB).

* [Ipu BbIpaXeHHBIX HApyIIEHUAX (YHKIUM TEUEHU U TMOYeK (PEKOMEHIyeTcs NpUMEHEHHE
HU3KHUX 7103 B CBSI3U C BO3MOXHOCTBIO 3aM€EJIJIEHHSI BBIBEJICHUSI METaMU3051a HATPHS).

* [Ipu GepemeHHOCTH (BTOPOIl TPHUMECTD).

Oco0ble yKazaHus

[Ipu neyeHnH ManreHTOB, MOIYYAOIUX [IUTOCTATHYECKUE CPEJICTBA, U ACTEH 10 5 JIeT JieueHne
METaMHU30JIOM HaTpPUs JOJDKHO IPOBOJUTHCS TOIBKO O] HAOIIOIEHHEM Bpaya.
Anagunraxmuyeckue/anaguiakmoudHvle peakyuu

[Ipu BbIOOpe cmocoba BBeAeHHs Npenapara CcleIyeT Y4YUThIBaTh, YTO IapeHTepajbHOE
NpUMEHEHHE CBSI3aHO c Oornee BBICOKHM PHCKOM BO3HHUKHOBEHUS
aHa(HUIAKTHYIECKUX/aHA(UITAKTONTHBIX PEAKIIHA.

[ToBbIIEHHBIN PUCK Pa3BUTHs aHA(PHIAKTHUECKUX/aHADWIAKTOUIHBIX PEaKIUid Ha METaMH30II
HaTpHs 00YCIIABIMBAIOT CIEAYIOIINE COCTOSHUSL:

- CUH/IPOM OpOHXMAaJIbHOHN aCTMBbI, MHYLIUPOBAHHbII IPHEMOM aHAJIBIE€TUKOB;

- HEMIEPEHOCUMOCTh aHAIBI'E€TUKOB TI0 THITY KPAITUBHHIIBI MM aHTHOHEBPOTHYECKOTO OTEKa,

- TIOJTHOE WJTM HETIOJTHOE COYeTaHNe OpOHXMAIBHOW aCTMBI, PEIUANBHPYIOMIETO MOJIMTI03a HOCA U
OKOJIOHOCOBBIX TMa3yX W HENEPEeHOCUMOCTH aleTUJICATUIMIOBON KHUCIOTHI WM JAPYTHX
HECTEPOUIHBIX POTHBOBOCHAIUTENLHBIX MPENapaToB (B TOM YHCIIEe B aHAMHE3E);

- XpOHHUYECKast KpalMBHHMIIA;

- HEMIEPEHOCUMOCTh  aJIKOTOJISl  (TTOBBIIIIEHHAS! YYyBCTBHTEIBHOCTh K aJKOTOJI0), Ha (oHE
KOTOPOH, 1axe NMpH IpueMe HE3HAYUTEIbHOIO KOJIMYECTBA HEKOTOPBIX aJTKOTOJIbHBIX HAITUTKOB,
y TAalHMEHTOB BO3HUKAIOT YHMXaHHME, CIIE30TEUEHHE M BBIPAXEHHOE IIOKPACHEHHE JIUIlA.
HenepeHOCHMOCTh aKoToJIsi MOYXKET CBHIETEIHCTBOBATh O PaHee HEYCTAHOBJIEHHOM CHHPOME
OpOHXHAJIBLHOW aCTMBbI, CBSI3aHHOM C aHaIbIeTUKaMU (aCIUPUHOBON aCTMBbl);

- HEMIEPEHOCUMOCTh WJIM TOBBIIIEHHAs! YYyBCTBUTEIBHOCTh K KpacHTeIsIM (Hampumep, K

TapTpa3uHy) WIK K KOHCEpBaHTaM (Hampumep, K OeHzoaram);
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NUPA30JUAMHBI U IPOYNE HEHAPKOTUUECKHUE aHAJIbIeTUKH (cM. pa3zaen «IIpoTtuBorokazanus») B
aHaMHes3e.

Ilepen npumeHeHueMm mpenapata AHaJIbIMH HEOOXOAMMO IIPOBECTH TIIATEIbHBI OMpoOC
nanueHTa. B ciaydae BBIICHEHHs, YTO MALMEHT OTHOCHTCS K IpyIIe 0COO0ro pHcKa pa3BUTHUS
aHa(UIAKTOUIHBIX PEAKIMH, Mpernapar cieayeT HazHauaTh TOJIBKO MOCIIE TIIATEIbHONW OLIEHKU
BO3MOXXHBIX PHUCKOB M OXHJAeMOHl NoJb3bl. B ciyyae mpuHATHS pelIEHUS O NPUMEHEHUU
npenapata AHalIbIMH Y TaKMX MAalMEHTOB NOTPEOYeTCsl CTPOrMi MEIULMHCKUM KOHTPOJb MX
COCTOSIHUS, U HEOOXOAMMO HMETh CpEeACTBA JUIsl OKa3aHWs MM HEMEUIEHHOW HEOTIIOXKHOM
MIOMOIIY B CIIy4yae pa3BUTHS aHA(PHIAKTHYECKUX/aHA(UITAKTOMIHBIX PEaKIUii.

VY mpenpacnojokKEHHBIX MAIlMEHTOB MOXKET BO3HUKATh aHA(DUIAKTHYECKUH IIOK, MOATOMY
nalnveHTaM ¢ OpOHXMaIbHOM acTMOM WM aTONMEH MeTaMH30J1 HaTpHs cilelyeT Ha3HadaTh C
OCTOPOKHOCTBIO.

Traoicenvle KodicHble Hedicelameibhble peakyuu

Ha ¢one npumenenuss Meramu3osia HaTpusi ObUIM OIMCAHbI TSKEIIbIE KOXKHbIE HEXKeNaTeabHbIe
peakiuu, Takue Kak cuHapom CtuBeHca-/[xoncona (CCJl), Tokcuyeckuil snuaepMaibHbINA
Hekponu3 (TOH) u nekapcTBeHHas peakuus ¢ 303UHO(UIMEH M CUCTEMHBIMH CHMIITOMaMH
(DRESS-cunznpom), KOTOpble MOT'YT OBITh ONMACHBIMU JUISI )KU3HU WM JIETAIbHBIMH.

[lpy mosBNEHUM KOXKHOW CHINHU, TOPAKEHUH CIM3UCTBIX OO0OJIOYEK WM JIOOBIX APYTHX
IPU3HAKAX TUIIEPYYBCTBUTEIBHOCTH CO CTOPOHBI KOXH, JICUEHHNE METaMHU30JI0M HAaTpuUs ClIeIyeT
HEMEJUIEHHO NPEKpaTUTh. 3ampemaercs KOrja-iudo BHOBb MOBTOPSTH JIEYEHHE METaMH30JI0M
HaTpUs.

[TarueHTsl JOMKHBI OBITh MH(GOPMHUPOBAHBI O CYOBEKTHUBHBIX M OOBEKTHBHBIX CHMIITOMAaxX
JTAHHBIX 3a00J1eBaHUM. ¥ HUX ClelyeT TIIATeNbHO KOHTPOJIMPOBATh KOKHBIE PEAKLIUH.
Aepanynoyumos

ArpaHyJoIuTO3, pa3BUBAIOIIMNCI Ha (oHE JeYeHUS METaMH30JI0M, HMEET HWMMYHHO-
aJJIepru4ecKoe MPOUCXOKIACHHUE U MPOJIOJIKAETCSI, 110 MEHbIIEH Mepe, oAHy Heaento. [Tonobubie
pPEaKIMK BO3HUKAIOT OYEHb PEAKO, MOTYT OBITh TSDKEIBIMH, JKU3HEYTPOXKAIOUIMMU U JaXe C
JIETAJIbHBIM MCXOAOM. OTH PEAKLMH HE SBIIAIOTCS J0303aBUCHUMBIMH M MOTYT BO3HUKHYTH B
10001 MOMEHT BO BpeMsI JICUEHUSI.

Bce manueHThl TOMKHBI OBITH MPOMHCTPYKTUPOBAHBI NMPEKPaTUTh MPUMEHEHUE Mpernapara u
HEMENJIEHHO TPOKOHCYJIBTHUPOBATbCS C JIEHYAIMM BpadyOM MpU TOSABICHUHM CIETYIOIIHNX
CYOBEKTUBHBIX MJIM OOBEKTHBHBIX CHMIITOMOB, BO3MOXHO CBS3aHHBIX C HEWUTPONEHUEH:
JUXOpajKa, 03HOO, Ooyib B ropiie, sI3BbI B MOJOCTU pTa. B ciiydyae pa3BUTHS HEUTponeHUU

(xonuuectBo Heifrpodunos < 1500 B MM’) HEOOXOAMMO HeMEIJIEHHO HPEKpaTUTh JeYEHHE,
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KPOBH JI0 BO3BpAIICHUS KOJMYECTBA (DOPMEHHBIX HJIEMEHTOB K HOPMAJIbHBIM 3HAYCHHSIM.
Tanyumonenus

B ciydae pa3BUTHS NAaHIUTONECHUU JIEYEHUE CIIEAYeT HEMEMJICHHO IPEKpaTUTh, HEOOXOIUMO
KOHTPOJIMPOBAaTh II0KA3aTEJIM Pa3BEPHYTOrO KIMHUYECKOIO aHajlnW3a KPOBH BIUIOTh OO HX
HOpMaJIM3aI1H.

Bce nmanuenTs! JOKHBL OBITh TPOMHCTPYKTHPOBAHBI HEMEJICHHO 00paaThbes 3a MEAUIMHCKON
IIOMOILBIO TP TOSIBJIEHUU BO BPEMs JICUEHUS] METaMHU30JI0M CYOBEKTUBHBIX MM OOBEKTHBHBIX
CHUMIITOMOB, IO3BOJIIOUIMX IPEINOJOKHUTh IAaTOJOTMYEeCKUe HM3MEHEHHs KpOBM (Hampumep,
oOmiee HemoMoranue, WHQEKIUSA, CTOWKas JUXOpajaka, 00pa3oBaHHE I'eMaTOM, KPOBOTEUYCHUS,
OJICTHOCTD ).

Hzonuposannvle cunomen3usHble peakyuu

BBenenne meramMu3ona HATPUS MOXKET BbI3BIBATh W30JMPOBAHHBIE T'MIIOTEH3UBHBIE PEaKLUU.
JlanHble peakiuy, BO3MOXKHO, 3aBUCAT OT JI03bl Ipernapara M 4Yalle BO3HUKAIOT I10CIIE
NapeHTepaIbHOTO BBeJeHUs. Bo u30exaHue pa3BUTHUS TSDKEIBIX TUIIOTEH3UBHBIX peaKIUi
HE00XO0IMMO MPUIEPKUBATHCS CISAYIOIMINUX PEKOMEH AN

- BHYTPUBEHHOE BBEJCHME IIpenapaTa ClIeayeT OCyIIECTBIATh MEJICHHO;

- IallMEHTaM C HUMEIOLICICS TUIOTEH3UeH, CHIDKEHHEM 00beMa LHPKYJIHUPYIOIIEeH KpoBH,
Jeruparanreil, HecTabMIbHOCTHIO TEMOAMHAMUKY WM C HA4aJbHOW CTaJUeN HEJJOCTaTOYHOCTU
KpoBOOOpalleHus: TpedyeTcs npeBapuTelibHasi HOpMalnu3alus FeMOIMHAMUKH;

- IPU JICYEHUHU TALIMEHTOB C BHICOKOI TeMmepaTypoil Teja cieayeT coOoaTh OCTOPOKHOCTb.
V Takux manreHToB HEOOXOMMUMO ¢ 0CO00I BHUMATEIHHOCTRIO OI[EHNBAThL HAIMUNE [TOKA3aHUI K
IPUMEHEHHI0O METaMM30jla, a B Ccllydae BBEACHMs Ipernapara AHaIbIMH B MOJOOHBIX
00CTOATENBCTBAX, HEOOXOAMMO O0OECHeuuTh TINATeNIbHOE METUIMHCKOoe HabmoaeHue. s
CHIDKEHHS PUCKA pa3BUTHS TMIIOTEH3UBHOM peakluu MOTYT MOTPeOOBaThCS MPOPHUIAKTHUIECKUE
Mepbl (cTadmIn3anus reMOJUHAMUKN).

VY nmanueHToB, KOTOPHIM HEOOXOAUMO U30€raTh CHMXKEHUS apTEepPUAJIbHOTO JaBJIEHUS, TAKUX Kak
NallMeHThl C TSOKEJIOM MIIeMHyeckod OOJIe3HBIO cepilla MM CTEeHO3aMH  COCYOB,
KPOBOCHA0KAIOLINX TOJIOBHON MO3r, MPUMEHEHHUE Ipenapara AHAJIbIMH JOMYCKAeTCs TOJbKO
IIpU TUIATEILHOM KOHTPOJIE FeMOIMHAMUYECKIX TapaMeTPOB.

Ocmpas 601w 6 dcugome

Henonyctumo ucnonb3oBanue npenapata AHaJIbIUH Ui CHATHS OCTPBIX Oosiell B XKHUBOTE (110
BBISICHEHMSI UX TIPUYMHBI).

Hapywenue ¢pynkyuu nevenu u novex
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IPUMEHSATHh TOJIBKO II0CJIE€ KOHCYJbTAallMM Bpaya, IOCKOJIBKY Y ATHX IAIUMEHTOB CHHYKEHA
CKOPOCTb BBIBEJICHMS IIpeIapara.

Jlekxapcmeennoe nopasiceHue nedenu

VY  nanMeHToB, MOJIyYaBIIMX METaMHU30JI, OBUIM OIHMCAHbl Cllydyal OCTPOro TIenaTuTa,
IIPEUMYILECTBEHHO T'eNaTOLEUIIOIAPHOrO XapaKkTepa, KOTOPbIM HAYMHAJCS 110 MPOIIECTBUU OT
HECKOJIbKUX JIHEH O HECKOJbKHMX MECALEB I0CiIe Havyala JiedeHUs. [Ipu3HaKu M CUMITOMBI
BKJIIOYAJIM HOBBIIIEHUE YPOBHSA (PEPMEHTOB I€YEHU B CHIBOPOTKE KPOBHU C JKEJITYXOW MU Oe3
Hee, YacTo Ha (OHE BO3HMKHOBEHMsS JpPYyrUX pEaKkUUd TUIepuyBCTBUTEIBHOCTH K
JIEKapCTBEHHBIM IIpenapaTtaM (HalpuMep, KOXKHOW ChINM, JUCKPa3uu KpOBH (MATOJIOIMUYECKHE
U3MEHEHHUS KpPOBH), JIMXOPAAKA W DO3MHOPHINHM), WIA CONPOBOXKIAINCH IPU3HAKAMU
ayTOMMMYHHOI'O Te€laTUTa. DBOJBIIMHCTBO MNAUMEHTOB BBI3JOPOBEIN I0OCIE IPEKPALCHUS
JIeYCHHsI METaMHU30JI0M; TEM HE MEHee, B OTJEJIbHBIX CIy4yasX cOOOLIaIy O MPOrpecCUpOBaHUU
OCTpOM NEUYEHOUYHOI HEAOCTAaTOYHOCTH, B pe3yJIbTaTe KOTOPOW NOTpeOoBanach TPaHCIUIAHTALUS
MIEYEHHU.

MexaHn3M MeTaMHU30JI-UHAYLUPOBAHHOTO MTOPAKEHUS [IE€YEHU HE COBCEM SICEH, HO NMEIOLUECS
JlaHHBIE YKa3bIBAIOT HAa €M0 NMMYHOAJUIEPTUYECKYIO IIPUPOLLY.

[TarimeHTOB clemyeT MPOMHCTPYKTUPOBATH O TOM, YTO UM HEOOXOMMO OOPaTUTHCS K JIeHaleMy
Bpauy B Ciyyae IOSBJICHHUS CHMIITOMOB, YKa3bIBalOIIMX Ha IMOpPaXXEHUE IMEYeHH. Y TaKHuxX
HAlMEHTOB CIIeAyeT NPEKPATUTh MIPUMEHEHNE MEeTaMU30J1a U OCHUTh (DYHKIIMIO ICUEHHU.

He cnenyer BO30OHOBIATH NMPUMEHEHHE Mpenapara y MNAIlMEHTOB C HaJIMYUEeM B aHaMHe3e
MOpaXEHUsI MEYEHH B TEpPUOJ JICYCHUS METaMHU30JI0M, €CIM IMPH 3TOM HE BBIBUIM JPYIHX
MPUYMH TOPAXKEHUS [TEYECHHU.

Bnusanue na pesynsmamol 1a00pamopHbix uccieo008aHuil

VY nDamueHToB, MOJIyYaBIIMX JIEYEHHE METaMM30JI0M, ObUI0 3aUKCUPOBAHO H3MEHEHHE
pe3yNbTaToOB JIaOOPaTOPHBIX TECTOB, MPOBOAMMBIX C HCIOJb30BAaHUEM peakuuu TpuHaepa u
NONOOHBIX peakuuil (Hampumep, aHajlu3 KOHUEHTPAallMW KpeaTMHWHA, TPUIIIULIEPHUIOB,
xonectepuna JIIIBIT u Mo4eBoOt KUCTOTHI B CHLIBOPOTKE KPOBH).

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JICKAPCTBEHHBIMHM MNpenaparaMH H JApyrue BHIbI
B3aMMO/AEHCTBUA

C Opyeumu nHeHapromuyecKkumMu aHaIbee3upyIouumMu cpeocmeamu

OnHOBpeMEHHOE TNPUMEHEHME METaMM30Jla HATpUs C  JAPYTMMH  HEHAapKOTUYECKUMU
AQHAJIBIE3UPYIOIIMMHU CPEJICTBAMU MOXKET IPUBECTH K B3aMMHOMY YCUJIEHMIO TOKCHUYECKHX

b dexTos.
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AnI0NYPUHOTIOM
TpumuKIMnyecKre aHTUIACTIPECCAHThI, EPOPATbHbIE KOHTPALCTITUBBI, aJUIOMYPUHOJ HAPYIIAIOT
MeTaboIM3M METaMU30J1a HATPHS B TICUEHU U MOBBIIIAIOT €r0 TOKCHYHOCTbD.

C bapoumypamamu, eHurbymazoHom u Opyeumu UHOYKmMopamu MUKpOCOMAaibHbiX hepmenmos
neyeHu

BapOutypatbl, ¢GeHUI0yTa30H M ApYrue HHIAYKTOPHl MUKPOCOMAJBHBIX (DEPMEHTOB IE€YECHU
0CNabIIAI0OT JeiCTBIE METaMU30J1a HATPUSI.

C ceoamusnvimu cpedcmeamu U mpaHKeUIU3amopamu

CenatuBHBIE CpeICTBA W TPAaHKBHJIM3ATOPbl YCHJIMBAIOT o00e30oiMBaroniee JeicTBUE
MeTaMu3osa HaTpus. [Ipu oJHOBpeMEHHOM MTPUMEHEHHH METaMH30J1a HaTpUs U XJIOPIPOMAa3HHa
MOJKET Pa3BUTHCS TsHKETasi TUIIOTEPMHUSL.

C nexapcmeeHHbiMU cpedCcmeamul, UMErWUMU 8bICOKVIO C853b C DeIKamu Niamsl (nepopavbHble
2UNOTUKeMUYecKue CpeoCcmed, Henpsamvie aHmuKoa2yIsaHmMbyl, 2IKOKOPMUKOCMEPOUObl U
UHOOMEemayuH)

MeTamMu3011 HATPUS, BHITECHSSI U3 CBS3H C O€JIKaMH I1a3Mbl IEPOPATIbHBIE TUIIOTIUKEMUYECKUE
CPEICTBA, HETIPSMbIE aHTUKOATYJISIHTBI, TJIIOKOKOPTUKOCTEPOUIBI U MHIOMETAIIMH, YCUIUBACT UX
JICUCTBUE.

C MuenomoxkcuyHbLMU 1eKapCmeeHHbIMU CPeOCmEaMU

MuenoTokCHUHbIE JIEKAPCTBEHHBIE CPEACTBA YCHIMBAIOT TMPOSBICHHE TI'eMaTOTOKCUYHOCTU
METaMHu30J1a HaTPHSL.

C memompexcamom

JlobGaBneHre MeTamMHu30jia HATpUs K  JICYEHUIO METOTPEKCaTOM MOXKET  yCHJIMBATh
reéMaTOTOKCHUYECKOE JAEHCTBHE METOTpeKcaTa, OCOOEHHO Yy MAallMEeHTOB MOXHJIOTO BO3pacTa.
[TosToMy crenyer u3derarb COBMECTHOT'O IPUMEHEHHUS ATUX JICKAPCTBEHHBIX CPECTB.

C muamazonom u capkoau3uHoOM

Twamazou U CapKOJIU3WH MOBBIIIAIOT PUCK PA3BUTHS JICHKOTICHHH.

C kooeunom, bnoxamopamu H- cucmamunogulx peyenmopos u nponpaHonioiom

Koneun, 6mokatopbl H>-rHCTaMHHOBBIX PELIEITOPOB U IMPOMPAHOJON YCUIUBAIOT 3(PHEKThI
METaMHU30J1a HaTPHSL.

C  penmeeHOKOHMPACMHLIMU — BeUecmeamu,  KOJLIOUOHBIMU — KPOBE3AMEHUMeNImMu U
NEHUYUTTUHOM

PeHTreHOKOHTpacTHBIE BEIIECTBA, KOJJIOMIHBIE KPOBE3AMEHUTENN U MEHUIWUIMH He JOJKHBI
NPUMEHATHCS BO BpeMsl JICUCHHS METaMH30JIOM HaTpusi (MTOBBIIICHHBIA PUCK pPa3BHTHUS

aHaUIaKTHIECKUX/aHA(UITAKTOUTHBIX PEAKIIN).
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C ayemuncanuyunogol KUCIomoi

[Ipy coBMECTHOM NIpPUMEHEHMHM METaMM30Jl HATpuUs MOXKET YMEHbLIaTb BIIMSHUE
aIeTUIICATUIIMIIOBOM KHUCIOTHI HA arperanuio TpoMOomuToB. [losToMy naHHYI0 KOMOHMHAIUIO
ClIelyeT MPUMEHSTh C OCTOPOKHOCTBIO IIPU JICUCHUU MALMEHTOB, MPUHUMAIOIINX HU3KUE J103bI
AlETUIICATUIIMIIOBONM KUCIOTHI ISl KapIMOMPOTEKIUH (MTpoduiakTuku TpoMO00Opa3oBaHus).

C cyocmpamamu CYP2B6 u/unu CYP3A4

MetaMu3on MOXET HHIYLHMpOBaTh MeTabonmusupytomme ¢epmentsl, Bkiaodas CYP2B6 u
CYP3A4. ComectHOoe mpuMmeHeHHe Metamuzojia ¢ cyocrpatamu CYP2B6 u/mmu CYP3A4,
TaKUMH Kak OynpomuoH U 3¢aBUPEH3, METAJOH, IUKIOCIOPUH, TAKPOJIUMYC WM CEPTPAJIMH,
MOJKET IIPUBECTU K CHMIKEHUIO KOHLIEHTPALMU JaHHBIX IIPENapaToB B IJIa3Me KPOBH.

[TosTOMy peKkoMeHIyeTcst COOJII0AaTh OCTOPOXKHOCTH TPU OJHOBPEMEHHOM IPUMEHEHHU
metamuzosia U cyocrparoB CYP2B6 w/mim CYP3A4; oueHKy KIMHMYECKOrO OTBETa W/HIU
KOHIIEHTpAllMu Tpernapara B IJa3Me€ KPOBH CIEAyeT COIMPOBOXKAATh TEPaeBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPUHIOM.

C sanvnpoamom

MeTtamMu301 MOXET CHUXKAaTh KOHLIEHTPALMIO BajblpoaTa B CBHIBOPOTKE KPOBU MPU HX
COBMECTHOM MPHUMEHEHUHU, YTO MOTEHIIUAIHLHO MOXET MPUBECTH K CHIKEHUIO 3((HEKTUBHOCTH
BajbIIpoaTa. Bpauam, Ha3HA4alOMKUM Ipenapar, clieyeT KOHTPOJIUPOBaTh KIMHUYECKUI OTBET
(KOHTPOJIb TPUCTYNOB WM KOHTPOJb HACTPOEHHS) U IpPU HEOOXOAMMOCTH PaCCMOTPETH
BO3MO>XHOCTh MOHUTOPUHTA KOHLIEHTPAILIUU BaJbIIPOaTa B CHIBOPOTKE KPOBHU.

4.6. ®epTHIBHOCTb, 0EPEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

JlanHble O HETaTMBHOM BIIMSHUM METaMH30JIa Ha IUIOJ OTCYTCTBYIOT: y KPBIC U KPOJHUKOB
METaMHM30J HE OKa3blBaJl TEPAaTOT€HHOIO JEHCTBHSA, a TOKCUYECKOE MACUCTBHE Ha IUIOJ
Ha0JII01a7I0Ch TOJIBKO NMPH BBICOKUX 033X, TOKCUYHBIX JJIs1 OpraHu3Ma matepu. TeM He MeHee,
KJIMHUYECKUX JIaHHBIX O MPUMEHEHUHM IpenapaTta AHalIbIMH BO BpeMs OepeMEeHHOCTH
HEJ0CTaTOYHO.

MeTtamMu30J1 IPOHUKAET YEpe3 IUIALIEHTY.

B nepBom TpumecTpe 6epeMeHHOCTH MPUMEHEHUE Ipenapara AHalIbIMH MPOTHBONOKa3aHo. Bo
BTOPOM TpUMECTpe OEPEMEHHOCTHU JIEUEHUE MPENnapaToM JIOJKHO OCYIIECTBISITHCS 1O CTPOTUM
MEAMIMHCKUM MOKa3aHMUSIM, €CJIM OKHUJaeMasl 1Mojb3a JJIs MaTepu MPEBbHIIAeT NOTEHIUATbHBIN
puck s minona. I[lpuMeHeHue mpemapata B TpPeThEeM TPUMECTpPEe OEpEMEHHOCTH TaKxke
IPOTHBOIOKA3aHO. JTO OOYyCIOBIEHO TEM, YTO, XOTS METaMU30JI U SBISETCS CIIa0bIM
MHTMOUTOPOM CHHTE3a MPOCTATJIAHIMHOB, HEBO3MOXKHO MOJHOCTHIO UCKIIOYUTH BO3MOKHOCTh

MPEXICBPEMEHHOTO 3aKpBITHSI apTepualibHOTO (0O0TauIoBa) MPOTOKA M OCIOXHEHUH B
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TPOMOOIIMTOB MaTepyu U HOBOPOXKACHHOTO.

JlakTanus

MertabonuTel MeTaMu3osia TMPOHUKAIOT B TIpyaHoe Mosioko. He pomyckaercs rpyaHoe
BCKapMJIMBaHME BO BpeMs JIEUCHMs IMpenapaToM AHalbIMH UM B TedeHHe 48 uacoB mocie
MOCJIETHETO BBEJICHHS ITperapara.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeJICTBAMM M PadoTaTh ¢
MeXaHH3MaMHU

Her nanHbBIX O TOM, 4YTO mnpenapaT AHaJbIMH B PEKOMEHJOBAHHBIX 033X OKa3bIBaeT
HEXKEJNAaTeNIbHOE BJIMSHUA Ha CHOCOOHOCTh YHPABIATH TPAHCIOPTHBIM CPEACTBOM U
BO3MOXHOCTh paboTarh ¢ Mexanu3Mamu. OHAKO MPHU Teparuu MpenapaToM B BHICOKHUX J103aX,
cileflyeT NMPUHUMAaTh BO BHUMAaHHE BO3MOXKHOCTh HapyLIECHHsI CIIOCOOHOCTH K KOHIEHTpaluu U
CHIDKEHHMSI CKOPOCTH PEaKIMH, YTO MOXKET IpPEACTaBIATh PUCK B CUTyalUsiX, I JaHHbIE
CIOCOOHOCTH OCOOEHHO BaXKHBI (HANpUMeEp, YIPaBICHHE aBTOMOOWJIEM WM JIBUKYIIMMCS
MEXaHMU3MOM), OCOOCHHO IPH COIYTCTBYIOIIEM YITOTPEOICHUN aTKOTOJIS.

4.8. HexkennaTeibHbIe peakunu

TabanuHoe pe3IoMe HeXKeJaTeIbHBIX PeaKIUi

Hike mpeacTaBieHbl HEXENaTelIbHBIC PEaKIUM, pPa3CiCHHbIE IO CHCTEMaM OpraHOB C
yKa3aHHEM 4YacTOThl HX BO3HUKHOBCHHS B COOTBETCTBHH CO CIICAYIONIMMH TPaJaIusiM,
peKoOMeHI0BaHHbIMU BcemupHoii opranu3aiuu 3apaBooxpanenus (BO3):

- oueHb yacto (> 1/10)

- gacrto (=1/100, <1/10)

- HevacTo (=1/1000, <1/100)

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

- oueHb penko (<1/10000)
- YaCTOTa HEU3BECTHA (Ha OCHOBAaHUU MMEIOIIMXCS IAHHBIX OLIECHUTh HEBO3MOKHO).
CucreMHO-OpraHHbIi Yacrora HexesaTenbHbIe peakunu
KJ1ace
Hapymenus co cropons! | Peako JICUKOIIECHHUS.
KpOBHU U JIuMpaTHueckoi | OueHb peaKo arpaHyJionuTo3 (BKJIOYas CiIy4dau C JIETAJIbHBIM
CHUCTEMBI HCXO0J/I0M), TPOMOOLIUTOIICHHS.
Yacrora arnIacTU4ecKas aHeMHsl, ITAHLUTOIICHUs, BKIIIOUYas
HEN3BECTHA CJIy4au C JIETaJIbHBIM UCXOJIOM.

Ot PE€aKuu ABJIAOTCA UMMYHOJIOTHYCCKHUMU I1O cBoOeit npupoae. Onu MOT'YT BO3HHUKATh AK€ B

clIy4dae, €CJIM paHee IperapaT NpUMCHAJICA HECOAHOKPATHO 0e3 KaKuX-JIM00 OCI0KHCHUH.
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000J104€eK (ITOJIOCTH pTa M TJIOTKH, AHOPEKTAIBHON 00JIACTH M MOJIOBBIX OPraHoOB), 00JIb B TOpJie,
auxopaaka (BKIOYAs HEOXKHJIAHHYIO YCTOMUUBYIO JIMXOPAAKY HESICHOM OSTHOJOTMH WA
pPELUIUBUPYIOIIYO JUXOopanky). Cleayer yduThiBaTh, YTO €CIM MAIMEHT IOJydYaeT
aHTI/I6I/IOTI/IKOTepaHI/IIO, TO THUIIMYHBIC IPOABJIICHHA arpaHyJIoOnrUTO3a MOT'YT OBITH MUHHUMAJILHO
BBIPAKCHHBIMHU. CKOpOCTB OCCHaHUAd SPUTPOIMTOB 3HAUYUTCIIBHO YBCINYHMBACTCA, B TO BPCMs KaK
YBEIMYCHUE TUM(POY3IIOB SBISICTCS CIa00BBIPAKEHHBIM HITH OTCYTCTBYET.

TUNUYHBIME ~ CUMITOMAMHU  TPOMOOIIMTOIICHUM  SIBIISIIOTCSI  MOBBIINICHHAS  CKIOHHOCTH K
KPOBOTEUYCHHIO ¥ BOSHIKHOBEHHE METEXUN HA KOXKE U CIM3UCTHIX 000JI0UKAX.

B ciiydae pa3BUTHS BBILICTIEPEUUCICHHBIX HApPYIICHUH CO CTOPOHBI KPOBU M JIMM(pATHUECKOU
CHUCTEMBbI HEOOXOJMMO TMPEKpaTHUTh NPUMEHEHHE Tpernapata M TPOBECTH Pa3BEPHYTHIN

KIIMHUYECKHH aHanu3 KpoBH (cM. pazaen «Ocodble yKazaHus»).

Hapymenust co cropons! | Peaxo METaMHU30IT HATpUs MOYXKET BBI3BIBATh
UMMYHHOU CHCTEMBI aHauIakTHUeCKue ~ WIM  aHa(pWIAKTOHMIHBIC
peakiuu, KOTOpble MOTYT OBITh TSDKEIBIMH U
YIPOXKAIOUMMH KU3HU, U B HEKOTOPBIX CIyyasx
MOTYT MPHUBECTHU K JIETAIBHOMY Hcxoay. B cioydae
pa3BuTHs aHapUIAKTHYECKUX/aHAPHIAKTOUTHBIX
peakiuii HeoOXOAUMO HEMEJUIEHHO IpPEeKpaTHTh
BBEJICHUE IIperapara, MPOBECTH MEPONPUATHS 110
OKa3aHMIO IMaIeHTaM HEOTIIOKHON MEIUITMHCKON
IIOMOIIIM, MPOBECTH PA3ZBEPHYTHIA KIMHUYECKUI
aHaiu3 KpoBU (cM. pazaen «Ocolble YKa3aHUus»).
OTH peakluuu MOTYT BO3HUKAaTh Jake B CIIydae,
€CIIi paHee Mpenapar IPUMEHSIICS HEOJTHOKPAaTHO
0e3 KakuX-JI10O0 OCII0KHEHUH.

Takue JeKapCTBEHHbIE PEAKIIMH MOTYT Pa3BUTHCS
BO BpEMs HHBEKIMM METaMH30jla HAaTpUs WIH
yepe3 HECKOJIBKO YacoB IIOCJIE €ro BBEJCHMS,
OJIHAKO OOBIYHO OHM HAONIOHAIOTCS B TEUYCHHE
MEPBOTO Yaca Mocyie BBEICHUS Mperapara.
OObuHO OoJiee Jerkue aHapUIAKTHUYECKUE WU
aHa(UIaKTOUHbBIE PEAKLIUU MPOSBISIOTCS B BHUJIE
KOXKHBIX CHMIITOMOB W CHMIITOMOB CO CTOPOHBI

CIIM3UCTBIX 000JI0YeK (TaKMX Kak 3y[, JKEHHE,
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unepeMus; KPATABARAILA, OTCKN), OARIIRA I peske

B BHJAE JKaI00 CO CTOPOHBI JKEIIyJIO0YHO-
KHILIEYHOTO TpakTa. bonee nerkue peakiuu MOryT
MIPOrPECCUPOBATH JI0 TSHKETBIX (POPM C pa3BUTHEM
IFEHEpAIM30BaHHONM  KpalnMBHUIBI,  TSKEJIOrO
AQHTMOHEBPOTHYECKOTO  OTeKa  (0COOeHHO ¢
BOBJICUEHUEM TOPTaHU), TSHKEJIOro OpOHXOCMa3Ma,
HapyUIeHU pUTMa cepAla, Pe3KOro CHIKEHUs
apTepUalIbHOTO  JaBiieHUus (KOTOPOMY HMHOI/A
MPEALIECTBYET  IOBBIIIEHUE  apTEPUAIBHOIO
JABJICHUS) U Pa3BUTHEM T'€MOJUHAMHYECKOIO

II10Ka.

Ouensb peako

y ITIaITMCHTOB C IIOJIHBIM 501041 HCITIOJIHBIM
COYETaHUEM OpOoHXUATBHOU aCTMBI,
PELUANBUPYIOIIETO MOJIUTI03a HOCa u
OKOJIOHOCOBBIX ~ MMa3yX U  HEMNEepPeHOCHMOCTH
AUETWICAUIMIWIOBOM  KUCIOTBl  WIH  JPYIHX
HECTCPOUAHBIX IMPOTHUBOBOCIAINTCIIBHBIX
npernapaToB (B TOM 4YMCIIE B aHAMHE3E), peakluu
HEMEPEHOCUMOCTH OOBIUHO TPOSIBISIIOTCS B BHUJIE

MIPUCTYNOB OPOHXHAJILHOM aCTMBI.

Yacrora aHa(pUIAKTUYECKUN IIOK.

HEU3BECTHA
Hapymenns co cropons! | Hactora cugapom Koynuca (amnepruueckuid  ocTpbId
cepaua HEU3BECTHA KOPOHApHBIN CUHJIPOM).
Hapymenus co cropons! | Hewacto BO BpeMs WIM TIOCiI€ BBEJIEHUS Ipernapara

COCY/JIOB

BO3MOXHO pasBUTHE U30JIMPOBAHHBIX
TPaH3UTOPHBIX TMITOTOHUYECKUX peakuui
(BO3MOXHO (hapMaKoJOTUYeCKH 00YCIOBIEHHOE U
HE COMPOBOXKIAIOIIECECS IPYTHMHU TPOSBICHUSIMA
aHaUIaKTHYECKUX/aHA(PUIAKTOUTHBIX PEaKIINii);
B PpeAKMX CIOy4asXx — pe3Koe CHIKCHHE
apTepUANTBHOTO JTABJICHUSI.

beicTpoe BHYTpPHBEHHOE BBEJCHHE IIperapara

YBCINYNBACT pUcK Pa3BUTHA HO)IO6HLIX
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Kenynouno-kumeunsle | Yacrora coo0Ianock O Ciydasx pa3BHTHS JKEIIyIO0YHO-
HapyLIEHUs HEN3BECTHA KHUIIEYHOT'O KPOBOTEUEHHS.
Hapyuienus co croponsl | Hactora MOXET pa3BUBATHCS JIEKAPCTBEHHOE IOPAXEHUE
Ne4YeHU U | HEU3BECTHA IIEYEHH, BKJIIOYAs OCTPbI TIeNaTUT, >KEITYXY,
JKEJTYEBBIBOAIINX IyTEH MIOBBILLICHHUE YpOBHS «TIEYEHOYHBIX )
TpaHCaMHUHAa3.
Hapymenus co croponsl | Heuacto KpoMe MPOSIBIICHU I
KOXM M  IOAKOXKHBIX aHaUIaKTHYECKNX/aHAUIAKTOUIHBIX — PEaKIUN
TKaHeH Ha KOXe u CIIM3UCTBIX 00oJ104Kax,
MIEPEUYMCIICHHBIX  BBIIIE,  HEYAaCTO  MOXET
BO3HHKATh (PUKCHPOBAaHHAS JICKAPCTBEHHAS CHIIIb.
Penko KOJKHAas CBIIIb.

OueHb peniko

Crusenca-/Ixxoncona (CCJl) wnm

cunapoM Jlakienna (TOKCHYECKUM AU IePMaTbHBINA

CUHAPOM

Hekpoisus (TOH)) ¢ etanbHBIM UCXOAOM.

Yacrora JICKapCTBCHHAs peakmuss C DO3WHOPMIMEH U
HEU3BEeCTHA cuctemabiMu cumnromamu (DRESS-cunapom).
Hapymenus co cropons | Hewacto BO3MOKHO OKpaIllMBaHWE MOYH B KPAcCHBIM IBET

IIOYECK u

MOYCBBIBOAAIINX HYTeﬁ

BCJICACTBUC IPUCYTCTBUA B MOUYC MeTaboIuTa —

py0a30HOBOI KHCIIOTHI.

Ouensb penko

BO3MOXHO OCTpO€ YXyALIeHHE (PYHKUIUU MOYeK
(ocTpast moyedHasi HEIOCTATOYHOCTh ), OCOOEHHO Y
MAIMEHTOB ¢ 3a00JIEBAHUAMH [TOYEK, B HEKOTOPBIX
clIy4yasix € OJNMIypHEH, aHypue Wi
MIPOTEUHYpUEN; B EIMHUYHBIX CIy4dasX MOXKET

Pa3BUTHCS OCTPBIM HHTEPCTULIMATBHBIN HEPPUT.

OO0mue HapylmeHus u
peakuun B MecTe

BBCACHUA

Heuacto

B MECTC HMHBCKIHMH BO3MOKHa 0O0JIC3HEHHOCTh U

MECTHBIE PEeaKIiH (TUIepeMusi).

Ouensb penko

¢bnedur.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

Baxxno

COO6H.IaTB 0 TIOAO3PCBACMBIX HECKCIIATCIBHBIX pPCAKIUAX II0CJIC PCrucTpanmuun

JICKApCTBCHHOTO IMIperiapaTa C LCJIbIO obecnieueHUs HCMIPEPBIBHOI'O MOHUTOPHUHTA COOTHOIICHUSA

«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHAYEeTCs

COO6H13TB 0 JII00BIX MoaO3pE€BACMBbIX HEKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara
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EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccniickas @enepanus

®enepalibHas cityx0a 1o HaJ3opy B cepe 31paBOOXpaHEHUSI.
Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnekTpoHHas novra: pharm(@roszdravnadzor.gov.ru
Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON CeTH «HTEepHETY:

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

4.9. Ilepeno3npoBka

CuMnTOMBI

[Tpu nmepeno3upoBKe BO3MOXKHO IOSIBICHHUE CIEIYIOLIMX CUMITOMOB: TOILHOTA, PBOTA, OOJIU B
KUBOTE, CHIDKEHHE (YHKIMM IOYEK/OcTpas IOYeyHas HEJOCTaTOYHOCTh C OJIMTYpHel
(HampuMep, BCIEACTBUE PAa3BUTHS MHTEPCTUIMAIBLHOTO HedpuTa), Oojiee PelKko CUMITOMBI CO
CTOPOHBI IEHTPAJILHOW HEPBHOM CHUCTEMBI (TOJIOBOKPYKEHUE, COMHOJIEHLIUS, KOMA, CYJIOpPOTH) U
pe3Koe CHUKEHHE apTepUalbHOIO AABICHMs (MHOIZA MpPOrpeccupyroliee 0 IIoKa), a TaKxke
HapyILeHHs cepedHoro purMa (tTaxukapaus). [locine BBeZieHHs OYEeHb BBICOKHX 03 BbIBEACHUE
yepe3 MOYKM HETOKCUYHOIro MeTabonura (py0a30HOBOW KHCIIOTBHI) MOKET BbI3bIBaTh KpacHOE
OKpalllMBaHUE MOYH.

Jleyenue

Crieruduueckoro aHTUIO0TA Ul MeTaMu30Jjia HaTpus HeT. OCHOBHON MeTabOIUT MeTaMu3oJa
(4-N-MeTUIaMUHOAHTUIIMPHUH) BBIBOJUTCS C TIOMOIIBIO TE€MOJAMAIN3a, TIeMO(QUIbTPaLUy,
remorieppy3un wiu  QuibTpanuu IiasMbel. I[lpu  pa3BUTUM CYJOpPOKHOTO CHHIpPOMA —
BHYTPHBEHHOE BBEJICHHE JHMa3ernamMa 1 ObICTPOIeHCTBYIOIMX 0apOUTYypaToB.

5. PAPMAKOJIOTUYECKUE CBOHMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

®apMakoTepaneBTUYECKass TpYyIa: aHaJbIeTHKH; JpYrHe aHAJIbIeTUKU W aHTUIHPETHKHU;
MIUPA30JIOHBI.

Kox ATX: N02BB02

dapmakoagnaammnueckne YO HeKTol

Ero mexanusm nAeiCTBHS OKOHYATEIbHO HE YCTAaHOBJIEH. MMmerommecss JaHHbIE MO3BOJISIOT
noJiarath, YTO METAaMU30JI U €ro OCHOBHOM MeTabomut (4N-metunamuHoaHTUIHPUH [4-MAA])
007a/1at0T IIEHTPAIbHBIM U Tiepu(epruIecKuM MEXaHU3MOM AeHCTBHs. B 103ax, IPeBBIIIAIOIINX
TEpPaNeBTUUECKHUE JT03bI, MOXKET JIOCTUTATHCS MPOTHBOBOCTIATUTENBHBINA dP()EKT, BO3ZMOXKHO 3a

CUCT NOJABJICHUA CHUHTE3a NPOCTArJIaHAnHOB.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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dapmakognaamuyeckue 3P HeKTeI

AHanpre3upyonee HEHAPKOTUYECKOE CPEACTBO, TPYNIBI  MHPA30JIOHOB, 00IaaroIInit
aHaJIbI€3UPYIOIINM, KaPOTIOHIKAIOIIUM U CIIa3MOJIUTUYECKUM JIEUCTBUEM.

5.2. DapmakoKHMHEeTHYECKHE CBOMCTBA

AOGcopOuus

[Tocre BHYTPUMBIIICYHOTO BBEACHHS Ipemapata OWOJOCTYIHOCTh OCHOBHOTO MeETa0oNuTa
Meramuzona (4-MAA) cocrasiser 87 %. Cpennee 3HauyeHUE BPEMEHH JIOCTHIKEHUS
MaKCHUMaJIbHOW KOHIICHTPAIIMH ITOCJIe B/M BBeIeHHS - 1,7 daca.

Pacopenenenue

CesspiBanne 4-MAA c¢ Oenkamu mia3Mbel KpoBH cocTaBiseT 58 %. Jlpyrume MeTaOomuThI
METaMHU30JIa CBS3BIBAIOTCS C OCJIIKaMK IUIa3Mbl KPOBM B CIEAyIOLIed creneHu: 4-
aMuHOAHTUNIUPUH — 48 %, 4-popmunamMmuHoaHTHUIHPUH — 18 % u 4-aneTHIaMUHOAHTUIIUPUH —
14 %.

MeTtaMu301 IPOHHUKAET Yepe3 IUIAlleHTapHbIH Oaphep. MeTabonuThl METaMU30JIa IPOHUKAIOT B
IPYyAHOE MOJIOKO KOPMSILIKUX MaTepeil.

BI/IOTDaHCd)ODMaHI/IH

OcHoBHOM MeTabonut Metamuszona, 4-MAA, moasepraercss najbHeillieMy MeTa0oIu3My B
MEYEHU MYTEeM OKUCIEHHUA, ACMETIJIMPOBAHUS M TOCIEIYIOUIEro aneTuinpoBanus. [pyrumu
OCHOBHBIMH  METa0OJIMTAaMU METaMu30ja ABJISIOTCA 4-aMuHOaHTUNUpuH (4-AA), 4-
dbopmmtamuHOoaHTUIIHPUH (4-DAA) n 4-anermnamuHoanTUnUpuH (4-AnAA). HMccnenoBanue
CBOICTB YETHIPEX OCHOBHBIX METAa0OJMTOB METaMH30Jla MOKa3alo, YTO >KapOIOHIKAIoIIee,

aHaJIbre3upyroIIee U MPOTUBOBOCTIATUTEIBHOE JEHCTBUE MpernapaTa MOTyT ObITh 00YCIIOBJICHBI
MeTabomutamu 4-MAA u 4-AA.

OIMMHUHALHS

VY 3mopoBeix MyxuuH O6onee 90 % mo3wl mpenapara, BBEIEHHOW B/B, BBHIBOJUTCS C MOYOH B
teuenue 7 mueu. Ilepuon monmyseiBenaeHus: (T1/2) merammuzona, MEYEHHOTO PaTUOU30TOIIOM,
cocTaBisgeT okoyio 10 gacos.

Hns 4-MAA 3HaueHus TepmMuHaigbHOro T1/2 mpu pasHbIX MyTSIX BBEACHUS KOJIEONIOTCS B
npenenax ot 2,5+0,06 no 3,2+0,8 yacos, a qist aApyrux meradbonutoB T1/2 cocrapnsiet ot 3,7 10
11,2 gacos.

JInHeNHOCTh (HEMMHEHHOCTB)

I[J'IH BCEX MeTa00JIUTOB METaAMHU30J1a XapaKTCpHa HEJIMHEHHas (I)apMaKOKI/IHCTI/IKa. Kmnanueckas
3HAYUMMOCTb JaHHOI'O (I)aKTa HC YCTAaHOBIJICHA. HpI/I KOPOTKOM KYpCC JICUCHUSA HAKOIIJICHUC
METa0O0IMTOB UMEET MUHUMAILHOE 3HAYECHHE.

JInia moKujioro Bo3pacra




OMY OTYETY

Y  310pOBBIX JTOOPOBOJBIEB  IOXKHIIOTO Eo3paCTa' H%I;Q-”E‘; %EAXEJ_%:LII_JI: :C-E/'[LIBCTB'GHHO

IPOJOJDKUTEIbHEE, a KIUPEHC 4-MAA - CyLIECTBEHHO HUXKE, YEM Y JIUL MOJIOAOIO BO3pacTa.
eTH
BriBeienre MeTaboauTOB y AeTel MPOUCXOAUT 3HAUUTENILHO OBICTpEE, YEM Y B3POCIIbIX.

Hapynienue d)VHKHI/II/I INECYCHU

VY mnamuentoB ¢ HapymeHusmMu ¢(yHkuuu nedenn T11/2 4-MAA u 4-OAA yBenuuuBaeTcs
npuMepHO B 3 paza. [loaTomMy y ManueHToB ¢ HapyIeHUsIMH (DYHKIMH [IEYeHU ClieayeT n3derath
IPUMEHEHHUs IpenapaTa B BBICOKUX J103aX.

Hapymenns d)VHKHI/II/I IIOYCK

[Tpu HapymeHusX (QyHKIUH MOYEK CHUXKACTCS CKOPOCTH BBIBEICHUS HEKOTOPBIX METa0OJIHTOB
(4-AuAA, 4-©AA). IlosToMy manueHTaM ¢ HapyIHICHUSMH (YHKIMU MOYEK CileayeT n3berarhb
IPUMEHEHUs IpenapaTa B BBICOKUX J103aX.

6. DPAPMAIIEBTUUECKHUE CBOVMICTBA

6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB

Bopa g nabekui

6.2. HecoBMecTHMOCTD

B cBsi3u ¢ OTCYTCTBHEM HCCIIEOBAaHUI COBMECTUMOCTH, JAaHHBIM JIEKapCTBEHHBIH Npenapar He
CJIeZlyeT CMEIINBATh C JPYTUMHU JIEKaPCTBEHHBIMH IIpeTiapaTaMu.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHUTh B 3alIUIIIEHHOM OT CBETa MecTe npu Temmneparype ot 5 1o 30 °C.

6.5. XapakrTep u cofep:kaHue NePBHYHOH YNIAKOBKH

ITo 2 mu1 B amnysiel HelTpaneHOro crekya mapku HC-1 nim HC-3.

[To 10 ammyn BMecTe ¢ MHCTPYKIMEH MO MPUMEHEHHIO W HOXKOM JJIsi BCKPBITHS aMIyJl WU
ckapu(UKaTOpOM aMITyJIbHBIM ITOMENIAIOT B KOPOOKY M3 KapTOHA.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIeKAPCTBEHHOr0  mpenapara WJIH  OTXOA0B, MOJYYeHHBIX IOCJie TPUMEHEHHUs
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNyJIS1UH ¢ penapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Poccniickas @enepanns

000 «Craryc®apm»

109316, r. MockBa, OcranoBckuit oip., 1. 5, cTp. 1.

Ten/paxc: (495) 589-90-01.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 02.04 2025 N= 8836 17

7.1. llpencraBuTeib AepKaTessi perucTpalMOHHOIO %ELQ%‘L%M&TEHI:HG CTb 0002

IIperen3un HOTDC6I/ITGJICI71 HaIpasJIATH 110 aApECy:

Poccniickas @enepanns

000 «CrarycDapm»

109316, r. Mocksa, OcranoBckuit np., 1. 5, cTp. 1.

Ten/daxc: (495) 589-90-01.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU S

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJEHUS PETMCTPALIMU,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0mast XxapaKTepHCTUKa JIEKAPCTBEHHOTO Mperapara AHAIBIHH JIOCTYITHA HA HHPOPMAIMOHHOM
noprane EBpa3suiickoro 3KOHOMHYECKOI0 COI03a B MHPOPMAIIMOHHO- KOMMYHUKAllMOHHON CETU

«uTepreT» http://eec.eacunion.org.
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