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OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETIAPATA

Amnanbrus, 500 Mr/mi, pacTBop /151 BHYTPUBEHHOT'O M BHYTPUMBILLIEUHOTO BBeJeHUS.

2. KAUECTBEHHBIN Y1 KOJIMYECTBEHHBII COCTAB

[evicTBytolL[ee BeleCTBO: MeTaMU30J/1 HaTPHUS.

Kaxxpapiii M1 pactBopa cogiepxut 500 Mr MeTammu3o/1a HaTpUsl.

Kaxpmas ammysa 1 mn copepxkut 500 Mr metaMu3osia HaTPUSL.

Kaxpmas ammysa 2 mn cogepxut 1000 Mr MmeTamu30/1a HaTpus.

Kaxxpas ammysna 5 M cogepxxut 2500 Mr meramu3sosia HaTpusl.

[TonHbIV TIEpeUeHb BCIIOMOTaTeIbHBIX Bell|eCTB MpuBe/eH B paszerne 6.1.

3. TEKAPCTBEHHASI ®OPMA

PacTBOp /1711 BHYTPMBEHHOI'O Y BHYTPUMBILLIEYHOTO BBEJI€HUS.

[Tpo3pauHast GecliBeTHast WM C/ierKa OKpallleHHasi )KUAKOCTb.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxa3aHus K NPUMEHEHHUI0

[Tpenapat AHanbI'MH TOKa3aH K MPUMEHEeHUI0 Y B3pOC/IbIX U JleTell B BO3pacTe OT 3 MecCsilieB
WM Maccou Tesa Gosiee 5 Kr (411 BHYTPUBEHHOTO BBeJieHUST — OT 12 MecsilieB) W CTapiie
Mpu:

- TSDKeJIOM OCTPOM WM XPOHHWYeCKOM O00J/ieBOM CHHAPOMe TIpU TpaBMax W B
1oC/IeornepaljioHHOM  TIepro/ie, TP KOJIMKaX, OHKOJOTMYeCKMX 3a00/eBaHUsIX U
JPYTUX COCTOSIHUSIX, TIPM KOTOPBIX TPOTHUBOIMOKA3aHbl [Jpyrue TepareBTUUeCKHUe
METO/bl JIeUeHUs;

- JIMXOpajiKe, yCTOMYMBOM K JPYTUM MeTOo/laM JieueHusl.

4.2. Pe)kxuM 103UPOBAHUS U CIOCO0 MPUMEHEeHHUs

PesxuM 103MpoBaHUS

B3pocable u noopocmku cmapwe 15 niem

B kauectBe pa3oBoii f103bl pekomeHayetcst 1 — 2 mu (500 — 1000 mr) pacTBopa MeTamu3o/a
(BHYTPUMBILIIEUHO WM BHYTPUBEHHO). MakcumasnbHasi pa3oBast fo3a cocrasiseT 1000 mr (2
M1). MakcumanbHas cytouHas fosa — 2000 mr (4 mi), pa3geneHHast Ha 2 — 3 BBeJjeHUs B
CYTKH.

[1pu ripuMeHeHHH B KaueCTBe aHa/IbIe3HPYHOIero Cpe/iCTBa MpOAO/DKUTE/ILHOCT Teparnuu 1
— 5 mHeld. [Ipy mprMeHeHUM B KaueCTBe »KapOoToHWKarolllero cpejcrsa — 1 — 3 JHsl.

Oco0ble TPYIIILI MAlIUeHTOB
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Iayuenmbl nocunozo go3pacma
[To)KW/IbIM TalfieHTaM HeoOXOJUMO TIPUMEHSITh MEHBIIMe [03bl B CBSI3U C BO3MOYKHBIM
CHIDKEeHHEM BbIBeZIeHUs] MeTaDOIMTOB MeTaMKU30J1a HaTpHs U3 OpraHu3Ma.
Iayuenmbt 8 madxcenom cocmosiHuU u npu HaApyuwleHUuu KAUpeHca KpeamuHuHda
[MarieHTaM B TSDKEZIOM COCTOSIHUM U TPW HapylleHWd K/IMpeHCa KpeaTWHWHAa HeoOX0JuMOo
MIPUMEHSITh MEHBIIMEe 7I03bl B CBSI3M CO CHIDKEHHEM CKODOCTH BBIBEJEHUST MeTabOoUTOB
MeTaMM30J/1a HaTpUsl.
INayueHmb! ¢ HapywieHuem (yHKYuU neueHu u noyex
Y nmauyeHTOB C HapylleHWeM (YHKLMW TMeYeHW W ToYeK CKOPOCTh BbIBeJleHUs Mperapara
3ame/ijieHa, Mo3ToOMy HeoOXoAnMO r306eraTh MHOTOKPAaTHOTO TPUMeHeHHs TiperapaTa. OmbIT
J/TUTe/IbHOTO TPUMeHeHHs OTCyTCTByeT. [Ipy KpaTKOCpOYHOM Teparvy KOppeKLusl [03bl He
TpebyeTcs.

ety
Hetsm B Bo3pacte 3 — 11 mecsitieB (Macca Tesia 6osee 5 Kr 10 9 Kr) mperiapaT BBOJST TOJIBKO
BHYTPUMBIIIeYHO M3 pacueTta 5 — 10 mr/kr macce! Tena (0,1 — 0,2 mn pactBopa 500 mr/mn).
Pa3oBas fj03a MOXKeT OBITh pa3ziesieHa Ha 2 — 3 BBe/leHUsI.

Cnepnytoiijasi Tabyvia COIEP>KUT peKOMeHIyeMble /103bI TIperapara:

Bo3pact (Macca Tena) Jo3a
Hetn 3 — 11 mecsiuieB (5 — 8 k) 0,1 —0,2 mn (50 — 100 Mr meTamu30/1a)
To/BbKO BHYTPUMBIIIEYHO

[Hetn 1 — 3 roga (okono 9 — 15 kr) 0,2 — 0,5 ma (100 — 250 Mr MeTamu3zosia)
Hetn 4 — 6 niet (0K0/10 16 — 23 KT) 0,3 — 0,8 ma (150 — 400 Mr MeTamu30/1a)
Hetu 7 — 9 net (okoJsio 24 — 30 Kr) 0,4 — 1,0 ms1 (200 — 500 Mr meTamu3o0s1a)
Hetun 10 — 12 net (okosio 31 — 45 Kr) 0,5—1,0 ma (250 — 500 Mr meTamu3zosa)
Hetu 13 — 14 net (okoso0 46 — 53 Kr) 0,8 — 1,8 ms1 (400 — 900 Mr meTamu30s1a)

Jemu 0o 3-x mecsiyes uiu npu macce mesna MeHbuie 5 K2

MeTamu30/1 HaTpusi NIPOTHUBOIIOKA3aH K MPUMEHEeHUIO Yy ZieTed B BO3pacTe [0 3-X MecsLeB
W/ C Maccou Tesia MeHee 5 Kr (CM. pasgen 4.3.).

Crioco6 npuMeHeHus

BHyTpHBEHHO WM BHYTPHUMBIILIEYHO T/TyOOKO B MBIIIITY.

[TapeHTepasibHOe BBeJileHHe Mperapara MOKa3aHO TOJBKO MPU HEBO3MOKHOCTH €ro rnpremMa
BHYTDb.

[Tepen BBeJjeHMEM peKOMEHJYyeTCsl HarpeTh [0 TeMIlepaTyphl TeJa.

BHyTprBeHHOe BBeJieHHe 0/DKHO OCYIIeCTBIATECS Me/lJIeHHO (CKOPOCTh BBe/leHHs He OoJiee

1 mn (500 Mr Meramu3sosia HaTpusi B MUHYTY)) B TIOJIOKEHUM JieXa, TOJ KOHTpOJieM
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JlaBJIeHMUS. [Tpu NepBbIX TIpU3HaKax pa3BUTHS

aHaduIaKTUUeCKrX/aHapUIaKTOUJHbIX peakLvii IpeKpaTUTh BBeZleHue rperapara.

HOCKOJII:KY TFUIIOTEH3MBHbIE De€aKLUKU ABJIAOTCA  00303dBHUCHUMBIMHU,

apeHTepajibHOEe

BBezieHue 710361 1000 Mr MeTamK30/1a 10/DKHO TIPOBOAUTHCS C 0COO0M 0CTOPOXKHOCTBIO.

[Tpu cnvikoM ObICTPOM BBeJIeHWHU TperiapaTa MOXKeT HabJFoAaThCsi KpUTUUYeCcKoe TafieHre

dpTepHa/IbHOI'O JaBJ/IEHWA W MIOK.

4.3. IIpoTBONOKa3aHUA

FI/IHep‘JYBCTBI/ITEJ'IbHOCTB K Me€TaMU30J/1y HATPpUAd WA J'[I-O60My K3 BCIIOMOr'aTe/JIbHbIX

BeIL[eCTB, Tepeuyrc/IeHHbIX B paszgene 6.1.;

TOBBIIIIEHHAasi UYyBCTBUTENBHOCTh K mMMpa3ojioHam (deHa3o0H, mponudeHasoH,
M30TPOIUIaMUHOGeHa30H) W K MMpa3ourHaM (benunbyTazoH,
okcudeHOyTa30H), BK/IIOUas, HaNpuUMep, yKa3aHHs B aHaMHe3e Ha pa3BUTHE

arpaHyJIoOLITO3a WM TsDKeJIbIX KOXKHBIX peakLil NpY NMPUMeHeHUH OJHOrO M3 3TUX
Tperaparos;
HapylleHre KOCTHOMO3IOBOIO KpOBeTBODeHHs (Hampumep, TMOC/e JieYeHUs
LUTOCTaTHYeCKUMH TIperiapaTaMu) Uiu 3abosieBaHUS reMaTorno3THYeCKON CUCTeMBbI;
yKa3aHusi B aHaMHe3e Ha pa3BUTHe OpOHXOCMa3Ma WM JPYTruX aHahuIaKTUYeCcKHX
peakuuii (Hampumep, KpanMBHULY, PWHUT, AaHCMOHEBPOTUYECKMM OTeK) IIpU
TpUMeHeHNY aHaJIbIe3UpPYIOLUX MpenapaToB, TaKUX KaK CaauLWIaThl, MapaleTaMmorl,
IuknodeHak, ubyrpodeH, MHAOMeTal[|H, HallpOKCeH;

oCTpasi MHTEPMUTTHUPYIOIIiasi reueHouHasi Topdupus (PUCK pa3BUTHST 000CTpeHui
nopgupun);

apTepHasibHasi TUTIOTeH3Ms], HeCTabUIbHOCTh FeMO/IMHAMUKHY;

BPO’KJ€HHasi HeJ0CTaTOYHOCTh TIJII0K030-6-(hoctaTtaernaporeHasbl (PUCK pa3BUTUSA
reMoJiv3a);

OepemMeHHOCTH (TIepBBIi U TpeTHil TpuMecTp) (cM. paszen 4.6.);

repyo/| TPyJHOr0 BCKapMJ/IMBaHKS;

JleTU B BO3pacTe /0 3-X MecCslleB WIA C Maccoil Tesia MeHee 5 KI (OTCYTCTBYIOT
Jl0CTaTOYHbIe HayuyHble JaHHble O [IPUMEeHeHUH perapara y JaHHOU IpyMIibl jeTel);

JleTy B Bo3pacte OT 3 0 12 mecsieB (TOJIBKO [/ BHyTPUBEHHOT'O BBEJI€HHS).

4.4. Oco0ble yKa3aHHs U MepPbI MPe/J0CTOPO)XHOCTH NMPH NMPUMeHEeHUH!

C 0CTODPOXXKHOCTBLIO
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e Jlpu cHwKeHud oOBEMa IUPKY/JUPYIOIe KpPOBW, HauWHAIOIIEHCS CepeyHoi
HEeJI0OCTaTOYHOCTH, BBICOKOW JuxopaZike (TOBBIILIEHHBIM PUCK PEe3KOTr0 CHIDKEeHUs
apTepyabHOTO JJaB/IeHUs]).

e Jlpu 3aboneBaHusiX, TPU KOTOPbIX 3HAuUMTe/bHOE CHIWKEHWe apTepUaTbHOTrO
JlaBJIeHUs] MOJKeT TIPe/|CTaB/ISITh TMOBBIIIEHHYH) OMAacCHOCTh (TALMeHThl C TSDKeIou
WIIEMUYECKON 0O0/e3HbI0 CepZilla Y BBIPA)KEHHBIM CTEHO30M apTepuil T'OJI0BHOTO
MO3ra).

e [Ipu ankoronusme.

¢ [Ipu NOBBIIIEHHOM PUCKE Pa3BUTHS TsDKebIX aHauIaKTHyecKrux/aHaduaakTOUJHbBIX
peakLui y NaljeHToB C:

- OpoHXUa/sbHOW acTMOH, OCOOEHHO B COUETaHWM C  COIMYTCTBYHOIUM
TIOJTUTIO3HBIM PUHOCUHYCHUTOM;

- XPOHHWYECKOW KparvBHULIEW W APYTMMU BUJaMH aToNuU (ajieprudyeckue
3aboneBaHus, B Ppa3BUTHM KOTOPBIX 3HAUWTESbHAs pOJb TIPUHAJIEKUT
Hac/ie/ICTBEHHON TIpe/IPacIioNiOXKeHHOCTH K CEeHCUOW/IM3aLMu: TIOJTMHO3bI,
anyiepruyecKuil puHUT U T.11.);

- HelepeHOCHMOCTbIO  ankorosiga (peakyusi Jake Ha He3HauUTe/bHble
KOJIMUeCTBa OMpe/ie/ieHHbIX aJKOT0J/IbHbIX HAalUTKOB, C TAKUMU CUMITOMaMu
Kak 3y/l, cle30TeueHre 1 BbIpaKeHHOe MOKpacHeHHe JULia);

- HelepeHOCHMOCTbIO KpacuTesel (HampyMmep, TapTpa3vHa) WM KOHCEPBAaHTOB
(Harpumep, 6eH30aTOB).

e [Ipu BbIpaKeHHbIX HapylLIeHUsX @YHKLUA T[euyeHW U Touyek (peKOMeHAyeTcs
NpUMeHeHWe HU3KMX [i03 B CBSI3M C BO3MOKHOCTbIHO 3aMe/ljieHUsI BbIBeJ|eHUs
MeTaMH30/1a HaTpusi).

e [Ipu 6epemeHHOCTH (BTOpOM TpuMecTp) (cM. paszen 4.6.).

Ocobble yKa3aHus

[Tpu fevyeHHY TAIIMEHTOB, TOIYYalOIIUX I[UTOCTaTUUeCKUe Cpe/CTBa, W JleTell [0 5 JeT
NleyeHrie METaMK30JI0M HaTPHsl I0JKHO TIPOBOAUTHLCS TOMBLKO TI0/], Hab/rojeHreM Bpayva.
AHagunakmuueckue/aHagpurakmouoHble peakyuu

[Tpu BBIOOpE criocoba BBefeHWs Tperapata ClaeoyeT YUYUTbIBaTh, UTO TapeHTepajbHOe
rpUMeHeHre CBSI3aHO C Oonee BBICOKUM PUCKOM BO3HHUKHOBEHUS
aHa(uakTUUeCcKux/aHaruIaKTOMAHBIX PeaKiyi.

[ToBbIIIIEHHBI PUCK pa3BUTUS  aHAPUIAKTHUECKHX/aHAa(DUIAKTOUHBIX peaklUid Ha

Me€TaMMH30J/1 HaTpUsd O6YCJ'IaB]'II/IBa}OT clenyromiye COCToOAHUA:
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- CUH/IpOM OpPOHXMAaIbHOM acTMbI, UH/[yLIMPOBaHHbIIM MPHEMOM aHA/TbIeTUKOB,;

-  HerepeHOCHMOCTb aHA/bTeTUKOB IO TUIY KpaNMBHULbl WM aHTMOHEBPOTHUYECKOTO
OTeKa;

- TOJHOe WM HeIoJIHOe CoueTaHWe OpOHXWA/JLHOM acCTMbI, PpeLUANBUPYIOIIEro
TM0JIMII03a HOCA M OKOJIOHOCOBBIX Ma3yX M HEeNepeHOCUMOCTH alleTH/ICaTULIUIOBOU
KUCJIOTBI WM JPYTUX HEeCTePOUHBIX MPOTHMBOBOCIAIUTE/NBLHBIX MperapaTtoB (B TOM
ylrcJjie B aHaMHe3e);

- XpOHWYecKasi KparMBHUIIQ;

- HelepeHOCHMOCTb a/IKOroJisi (MOBbILLIeHHasi YYBCTBUTETLHOCTD K aJIKOT0/I0), Ha (hoHe
KOTOPOM, /ake MpU MpreMe He3HAUUTeTbHOT0 KOIMUeCTBa HEKOTOPBIX aTKOTOJ/IbHBIX
HAlMTKOB, Yy TAllMeHTOB BO3HUKAIOT YMWXaHWe, C/ie30TeueHrne U BbIPa’KeHHOEe
TOKpacHeHue Jivija. HerepeHOCMMOCTh aTKOTOJIsI MOYKeT CBU/IeTe/IbCTBOBATh O paHee
HEYCTaHOBJIEHHOM CHH[pOMe OpOHXHWa/lbHOW acTMbl, CBSI3aHHOM C aHajbreTMKaMu
(acnMpUHOBOM acTMBbI);

-  HerepeHOCHMOCTb WJ/IM TIOBbIIIIeHHass YyBCTBUTEIBHOCTh K KpacuTe/isiM (Harpumep, K
TapTpa3vHy) WM K KOHCepBaHTaM (Haripumep, K OeH3oaram);

- aHauiakTA4YecKue WIM [Jpyrue HMMYHOJIOTMUeCKWe peakluu Ha Jpyrue
MMPAa30JI0HbI, TTMPA30IUIVHbEI U TIPOUMe HeHapKOTUYeCKue aHa/lbleTUKU (CM. pasfen
4.3.) B aHaMHe3e.

[Tepen mpuMeHeHWeM TiperiapaTa AHalbrMH HeOOXOAWMO TIPOBECTH TII[ATe/bHBIM OMpOC
naryieHTa. B ciiyuae BbIsSICHEHHSI, UTO MalUeHT OTHOCUTCS K IPyTIIie 0COO0To prcKa Pa3BUTHS
aHapUIaKTOUJHBIX peaklUii, MperapaTr cjeJyeT Ha3HauaThb TOJILKO IIOC/e TIATeTbHOU
OLIEHKM BO3MOJKHBIX PHCKOB U OXKUJaeMoOW TMOo/b3bl. B c/lyyae TMPUHATUS pelleHUs O
TpUMeHeHUH TperiapaTta AHaMbTMH Y TaKWUX TIAIJUeHTOB MOTPe0yeTCss CTPOrui MeAMLIMHCKUMA
KOHTPOJIb UX COCTOSIHHSI, U HeOOXOJUMO MMeTh Cpe/CTBa [Jisi OKa3aHUSI UM HeMe[jiIeHHON
HEeOTJIO’KHOM MOMOILY B C/lydae Pa3BUTHS aHaAPUIaKTUUeCKHX/aHa(PUIaKTOMAHbBIX peaki[uii.
Y mipeapacrioniokeHHbIX MALMeHTOB MOKeT BO3HMKAThb aHAa(PUIaKTUUYeCKUil IIIOK, MO3TOMY
naijgeHTaM ¢ OpOHXHaNbHON aCTMOM WM aToruell MeTaMHu30/1 HaTpus C/ieflyeT Ha3HauaTh C
OCTOPOKHOCTHIO (CM. paszen 4.8.).

Tsdicenble KOJKCHbIe HedceaamesbHble peakyuu

Ha «oHe mnpuMeHeHUsI MeTamMM30/7la HATpUs ObLIM  OIMUCAHBI  TSDKEbIe  KOXKHBIE
He)KeJslaTe/lbHbIE peakiid, Takue Kak cuHApoM CrtuBeHca-[IxkoHcoHa (CCI), TOKCHUUeCKUid
snuzZiepMasibHbii  Hekponu3 (TOH) u  nekapcTBeHHasi peakiusi C  303uHOMWIMENd U

cuctemMHbIMU cumnToMamu (DRESS-cuHApoM), KOTOpbie MOTYT ObITh OMTAaCHBIMU [J1sT )KU3HU
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WY JleTalbHbIMU.
[Ipy moOsIBNeHWY KOXKHOW CHIMIA, TOP&KEHUHM CAM3UCTBIX 000/104eK WM JIFOOBIX JIpYyTHX
TpU3HAaKax TUIMEepPUYYBCTBUTENBHOCTH CO CTOPOHBI KOXKH, JIeyeHHe MeTaMH30JI0M HaTpus
c/lefiyeT HeMe[JIeHHO TIpeKpaTUTb. 3arpelljaeTcss Korja-ii00 BHOBbL TIOBTOPSITH JieueHHe
MeTaMH130J/I0M HaTpusl.

[MaumeHTs! AO/DKHBI ObITH MH(GOPMUPOBAHBI O CyOBEKTUBHBIX M OOBEKTHBHBIX CHMIITOMAaXx
JAHHBIX 3a00/eBaHN. Y HUX C/IeyeT TI[aTeJbHO KOHTPOJIMPOBATh KOXKHbIE PeaKIIHH.
AepaHynoyumos

ArpaHy/soLMTO3, pa3BUBAOLUNCA Ha (POHe JjieuyeHUss MeTaMU30/I0M, HMeeT HMMYHHO-
ajijiepruyeckoe TPOUCXOXKJEeHWe U TPOJ0/DKAeTcCs, MO MeHblleld Mepe, OJHY HeJelto.
[TomoOHbIe peakiy BO3HUKAIOT OUeHb PeAKO, MOTYT OBITh TSDKebIMU, )KU3HEeYTPOXKAIOIIMH
Y Jla)Ke C JIeTaJbHbIM MCXOZOM. OTU peakluu He SBJSIOTCA [0303aBUCUMbIMH U MOTYT
BO3HUKHYThH B /000 MOMEHT BO BpPeMsi JieueHMsl.

Bce mauyeHThI JO/DKHBI ObITH IPOMHCTPYKTUPOBAHbI MTPEKPATUTh TIPUMeHeHre TperapaTa 1
HeMe/IJIeHHO TPOKOHCY/IbTUPOBAThCSl C JlevaliyM BpauoOM IIpU MOSIBJIEHUM C/IeAYIOLIMX
CyObEeKTHBHBIX WM OOBEKTUBHBIX CHUMIITOMOB, BO3MOKHO CBSI3aHHBIX C HeWTpOIeHHeit:
nMxopazka, 03HoO, 6oL B ropie, s3BbI B MOJIOCTU pTa. B ciiyyae pa3BUTHSI HEUTPOIEHUU
(ko/mmuecTBo HelTpodunaoB < 1500 B MM® ) HEOOXOAMMO HEMe/JIEHHO TIPEKPAaTUTh JIeUeHHe,
CPOYHO BBITO/IHUTH Pa3BepPHYThbIM K/IMHWUYECKUMM aHaau3 KPOBU M NPOJAO/DKAaTh KOHTPOJIb
cocTaBa KpPOBMU [0 BO3BpAlL|eHMs] KOJMYeCTBa (POPMEHHBIX 37€MEHTOB K HOPMajbHbIM
3HaYeHUsIM.

IlanyumoneHus

B cslyuae pa3BUTHS TIAHLIUTOTIEHUH JieueHUe CJie/lyeT HeMeZJIeHHO MPeKpaTUTh, He00X0JUMO
KOHTPO/IMPOBATh IOKasaTeld Pa3BepPHYTOr0 KAMHUUYECKOTO aHajau3a KPOBM BIUIOTH /10 HX
HOpMa/u3aLiy.

Bce manueHTbl [O/DKHBI OBbITb TPOMHCTPYKTHUPOBAaHBI HeMeZJIeHHO oOpariatbcs 3a
MeJULIMHCKOMN TIOMOIIIBIO TIPU TIOSIBJIEHWH BO BpEMsl JieUeHHs METaMHU30/I0M CyOBbeKTUBHBIX
UM 0OBeKTUBHBIX CHMITTOMOB, TO3BOJISFOIIMX TPEATOIOKUTh MaTo/orHueckue u3MeHeHu st
KpOBH (Haripumep, oOirjee HegoMoraHue, WHGEKIMsA, CTOWKas JIMXOpajka, 0Opa3oBaHHe
reMaToM, KpOBOTeueHwsl, O71eJHOCTB).

H30nuposaHHble 2unomeH3usHble peakyuu

BBesileHve MeTaMy30/1a HaTPUsl MOKET BbI3bIBaTh W30/IMPOBaHHbIe TMIIOTEH3UBHbIE PeaKLUU.
IlaHHbIe peakluM, BO3MOXXHO, 3aBUCAT OT /l03bl IIperapaTa M yallle BO3HUKAlOT I10C/Ie

rapeHTepasbHOTO BBe/leHUs. Bo m30exaHue pa3BUTHS TsDKeNbIX TMIIOTEH3WBHBIX peaKLUid
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He00X0IMMO TIPUEPKUBATHCS CJIEAYIOIINX PEKOMeHAALIN:

-  BHYTPHBEHHOe BBe/leHHe Tperapara Cjie/lyeT OCYIIeCTBI/IATh Me/JIEHHO;

- TalLMeHTaM C UMeIOLIelicsl TUIOTeH3Weld, CHIWKeHHeM o0bema IMPKY/IMpPYIoIei
KPOBH, Jlerujipataryei, HecTabMuIbHOCTBIO TeMOIMHAMUKK WK C HaYa/IbHOM CTa[ueit
HEe/IOCTaTOUYHOCTH KpOBOoOOpalljeHUss TpeOyeTcsi mMpeaBapuTesibHas HOPMasU3ariyst
reMO/IMHaMHKW;

- TIpU JIeYeHUM TIALMEHTOB C BBICOKOW TeMIlepaTypoil Tefla cCjefyeT CoOJIFO/aTh
OCTOPOKHOCTb.

Y Takux TMalUeHTOB HeoOXoAuMo C 0co0ol BHUMAaTe/NbHOCTHIO OLIEHWBaTh Ha/luune
MOKa3aHWN K TPUMEHEHWI0 MeTaMH30J/la, a B C/lyuyae BBeZleHUsl Tiperapata AHa/JbIMH B
no/0OHBIX  0OCTOSATENBCTBAX, HEOOXOAUMO 00ecreuuTb —TIATe/IbHOE  MeAUI[UHCKOe
HabmozeHve. [Insi CHWKeHWsT pUCKa Pa3BUTHSL TUIOTEH3UBHOM peaklUd MOTYT
1oTpeboBaThCs MpoduIaKTHIeCKHe Mephl (CTabur3alysi TeMOAMHAMUKH).

Y maiueHToB, KOTOPBIM HeOOX0AMMO n3berath CHYKEHWsI apTepPUasibHOTO [IaBJIeHHs], TaKUX
KaK TalMeHThl C TsDKeJoW WIIeMUJecKol Oo0Jie3HbIO cepJlla WM CTeHO3aMH COCY/[IOB,
KPOBOCHA0OXXAIOL[MX TOJIOBHOM MO3r, TpUMeHeHWe TiperiapaTa AHa/lbIMH [[OMyCKaeTcs
TOJIBKO TIPU TILIaTe/IbHOM KOHTPOJIe reMOAMHAMHUeCKUX NapaMeTpOB.

Ocmpas 6o1b 8 dHcusome

HepomycTriMo uCIio/ib30BaHWe Tiperiapata AHAJbIUH IS CHATHSI OCTPBIX 00Jieil B )KMBOTe
(210 BBISICHEHUS MX TIPUUKMHBI).

HapyweHue ¢yHKyuu neueHu u nouex

Y mauyeHTOB ¢ HapylieHWeM (YHKIMM TeYeHU WM TIoueK TiperapaT AHa/IbIMH C/IeAyeT
MPUMEHSITh TOMBKO TOC/Ie KOHCY/bTaluM Bpaya, MOCKOJBbKY Yy STHX TMalMeHTOB CHI)KeHa
CKOpOCTh BbIBeJIeHUsI TIperiapara.

JlekapcmeeHHOe nopadceHue neyeHu

Y TalnueHTOB, TMOJIyYaBIIMX METAMU30/, OBbLTM OIMUCaHBl CAy4Yad OCTPOTO TeTaTWTa,
MpPerMYIL[eCTBEHHO rernaToL|e/UTIOJIIPHOTO XapaKTepa, KOTOPbI HauWHA/ICsS MO MPOLIeCTBUU
OT HECKOJIbKUX JHel [0 HeCcKOJIbKMX MeCsleB T[0cje Hauana JiedeHusi. [Ipu3Haku U
CUMITTOMBI BKJ/TFOUA/IA TIOBBIIIIEHWE YPOBHSI ()epMEHTOB TieueHHM B CHIBODOTKE KPOBU C
KeNTyxod wnu  0e3 Hee, uacTo Ha (oOHe BO3HUKHOBEHUs [JDPYTUX  peakiui
TUIEePUyBCTBUTE/ILHOCTA K JIeKapCTBEHHBIM TIperapaTaM (Harpumep, KOKHOM — ChIIy,
JIMCKpa3uy KpOBM (TIaTo/IOTMUeCKre W3MeHeHUs] KPOBU), JTUXOPaJKU U 303UHOGUINN), WK
COTIPOBOXKJA/UCh TIPU3HAKaMH ayTOMMMYHHOTO TreraTuTa. BOJIBIIMHCTBO —TMAlMeHTOB

BbI3ZIOPOBE/IM TI0CJ/Ie TIpEKpAllleHHs JIeUeHUdA MeTaMH30J/I0M; TeéM He MeHee, B OT/e/IbHBbIX
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COOTBETCTBYET

oT 19022

(NOCTNENOBATEN

c/lyyassx cooblLja/i O TIPOrpeccCHpoBaHMM OCTPOM TIeYeHOUHOM HeJO0CTaTOYHOCTH, B
pe3yJibTaTe KOTOPO# 1OoTpe0oBaniach TPAHCIIIAHTALIMS TIEYeHH .

MexaHr3M MeTaMU30J/I-MHAYLMDOBAHHOIO TOP&)KeHUsl TeueHu He COBCEM SCeH, HO
VMIMeIOLLMeCs laHHble yKa3blBalOT Ha €r0 UMMYHOA/I/IepruuecKyto pupoay.

[NaleHTOB C/leflyeT TIPOMHCTPYKTHPOBaTh O TOM, UYTO MM He0oOXOAMMO 00paTuThCs K
JlevallieMy Bpauy B C/lyuae MOsIBJIeHHs] CUMIITOMOB, YKa3bIBalOLIUX Ha [OpakeHUe reueHu. Y
TaKUX TAaLMeHTOB CjefyeT IpeKpaTUThb MpUMeHeHHe MeTaMH30/1a U OLEHUTh (PYHKLUIO
TeyeH!.

He cnefiyer BO30OHOB/IATH MpHMMeHeHMe TperapaTta y MalieHTOB C HalWu4yleM B aHaMHe3e
MOpPa)KeHUs! TIeueH B TepHUOoJ, JIeYeHUs] MeTaMK30J/I0M, eC/IU TPU 3TOM He BBISIBWIM JIPYTMX
TIPUYVH NOpaykKeHUs ITeYeHHU.

BausiHue Ha pe3ynbmambl 1a60pamopHbLX UCCAe008aHUL

Y manueHTOB, MOJyYyaBLIMX JieUeHHe MeTaMH3070M, ObLIo 3a(UKCUPOBAHO H3MeHeHHe
pe3yJ/ibTaToB 71ab0pPaTOPHBIX TECTOB, TIPOBO/IMMBIX C MCIIO/Ib30BaHMEM peakiyy TpuHzaepa u
MoJ0OHBIX peakuii (HampuMep, aHa/JW3 KOHLIEHTPALMM KpeaTWHWHA, TPWIJIMIEPHU/IOB,
XOJIeCTepUHa JIMTIONIPOTEMHOB BbICOKOW ToTHOCcTU (JIIIBII) # MoueBOl KHMC/IOTHI B
ChIBOPOTKE KPOBH).

4.5 BzauMopelcTBHe C APYrMMH JIeKapCTBeHHbIMH IpenapaTaMd U Apyrue BHABI
B3auMO/IeHCTBHS

C IpyryuMy HeHapDKOTUUECKHMMU aHa/IbI'e3MPVIOIIUMU CpeICTRaMU

OfHOBpEMEHHOe TIPUMEHEeHHe MeTaMHM30jla HaTpus C JADYTMMH HeHapKOTUYeCKUMHU
aHa/Ibre3UPYIOIIUMHU CPeJICTBAMM MOYKET TIPUBECTH K B3aUMHOMY YCHJIEHHIO TOKCUUYECKHX
3¢ dekToB.

C TPULHUK/INYEeCKHUMHA dHTH eI peCCaHTaMU, repopajJabHbIMH KOHTDALlerNTHBAMMH,

dJIJIOITYPDUHOJIOM

TpULMKIMUecKre  aHTU/eNPeccaHThbl, IepopajbHble  KOHTpALeNTUBBI,  a/JI0MYyPUHOI
HapyIIaloT MeTabo/M3M MeTaMHU30/1a HAaTPUs B TIEUeHH U TIOBBIIIAIOT €r0 TOKCUYHOCTb.

C_Gapb6utrypatamu, ¢heHnn0yTa30HOM M ADYTMMM MHAYKTOPDAMH _MHUKDOCOMAJIbHBIX

(QepMeHTOB MeYeHu

Bapburypartel, heHnnOyTa3oH U Jpyrue MHAYKTOPHI MHUKPOCOMA/IbHBIX ()epMEHTOB IeUYeHH
0C/1abmsAoT felicTBHe MeTaMK30/1a HaTpHsl.

C cenaTUBHBLIMM CpeCTBAMU U TPDAHKBU/IM3aTOPaAMU

CemaTvBHBIE Cpe/ICTBA W TPAHKBWIM3aTOPbl YCWIMBAIOT 00e300/MBatoIIee [iefcTBHe

MeTamu3osia Hatpus. [Ipy OJHOBpEMEHHOM TIpMMEHeHHMM MeTaMu30/1a HaTpus U
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COOTBETCTBYET

oT 19022

(NOCTNENOBATEN

XJIOPITPOMAd3KMHa MOXKeT Pa3BUTLCA TsKeslad TMIOTepMUs.

C /1eKapCTBEeHHBLIMHU CpeJCTBAMM, HMEIOIIMMU BBICOKVIO CBfA3b C 0OelKaMy [J1a3Mbl

(mepopaJ/ibHbie TUTIOrTMKeMHU4YeCKHe CpeAcTBa, HeripAMbIe dHTHUKOAI'VJ/IAHTDI,

LJIFOKOKODPTHUKOCTEPOUIbI U UHIOMETAIIVH )

MeTtamuson HaTpu4, BbITeCHAA nus3 CBA3U C O6enKaMu I171a3MBbI nepopaJ/ibHbIE
TUTIOIJIMKEMUUECKHE Cpe[ACTBd, HeEINpAMbI€ aHTUKOAry/JdHTbhI, TJIIOKOKOPTHUKOCTEPOUABI H
WHAOMETAIWH, YCU/INBAET UX /:[EI‘;ICTBI/IQ.

C M1e/IOTOKCUYHBIMU JIEKADCTBEHHLIMU CDEACTBAMU

Muen0TOKCUYHbIe JIEKapCTBEHHbIE€ CDEACTBA YCWU/IMBAIOT TIPOSAB/IEHWE T€MAdTOTOKCUYHOCTHU
Me€TaMK30J/1a HaTpHs.

C MeTOoTpeKCcaToM

HNobaBeHre MeTamM307a HATpUs K JIEYEHHIO METOTPEKCaTOM MOXKeT YyCHUIMBATh
reMaTOTOKCHUECKOe JIeliCTBHe MeTOTpeKcara, 0COOeHHO Y MaljeHTOB IMOKU/IOro BO3pacTa.
[ToaTomy cnenyet n3beratb COBMECTHOTO ITPUMEHEHHSI STUX JIeKaPCTBEHHBIX CPeJICTB.

C TMaMa30/I0M U CapKOJIU3UHOM

Tuamazon n CdPKOJIM3HWH MOBBIIIAaOT PUCK PA3BUTHA JIEMKOIIeHUH.

C KogerHoM, 61okaTopamy H2- rMCTaMUHOBBIX DELIeNTOPOB Y IPOIIPaHOI0J0M

KopgenH, 610kaTopbl H2-ricTAMUHOBBIX PELeNTOPOB M MPOMPAHOJIO/ YCHUIUBAIOT 3P (eKThI
MeTamMH30J/1a HaTpHSl.

C PEHTTeéHOKOHTDACTHBIMMK BellleCTBAMMU, KOJIVIOMJHBIMH KpOBe3daMeHUTeIAMHU n

NeHUINIIUHOM

PeHTreHOKOHTpAaCcTHbIe BelecTBa, KOJIJIOM/HbIe KpOBe3aMeHUTeId M TeHULWIIMH He
JIOJDKHBI TIPUMEHSITbCSI BO BpeMsl JIeUeHMs] MeTaMMU30JI0M HaTpus (TIOBBILIEHHBIM PHUCK
pa3BUTHS aHapUIaKTUUeCKUX/aHa(UIaKTOUHBIX peakLii).

C aleTWICAJUIIOBOU KUCIOTOMN

[lpy COBMECTHOM TPUMEHEHUM METaMM30/l HATPUs MOXKET YMEeHbINAaThb BIIUSHUE
aLleTU/ICATULIM/IOBOM KHCJIOTHI Ha arperanyio TpoMboruroB. IToaTomMy faHHYI0 KOMOVHALHIO
C/ielyeT TIPUMEHSITh C OCTOPOXXHOCTBIO TIPH JIeUeHWH TIALMeHTOB, MPUHUMAIOIIUX HU3KHe
[03bl  aleTWICATWIWIOBOM  KHUCIAOTBI [yl KapAWOINPOTeKIWH  (TIpOQUIaKTUKN
TpoMO00Opa3oBaHus).

C cyb6crparamu CYP2B6 n/viu CYP3A4

MeTamMM30/1 MOXKET WHAYLMPOBaTh MeTabosmsupytoifue (epmenTel, BKModass CYP2B6 u
CYP3A4. CoBmecTHOe mprMeHeHHe MeTamu3ojia ¢ cyoctpatamu CYP2B6 w/unmu CYP3A4,

TaKMMH KakK OyTnporvoH 1 3¢aBUpeH3, MeTaj0H, LIMK/IOCTIOPUH, TaKPOJIUMYC WM CepTpPavH,
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COOTBETCTBYET ZKCTEPTHOMY OTHETY

oT 19.02_2025 Nz 4002

(NOCNEQCBATENEHOCTE 0001)

MOXXeT TIPUBeCTHM K CHIJKEHHIO KOHLIeHTpalMy [aHHBIX I[IperapaTtoB B IUIa3Me KpPOBH.
[TosTOMy pekomeH[yeTcsi COO/IOATh OCTOPOXKHOCTH TPU OJHOBPEMEHHOM TIpUMeHeHUH
metamu3onia U cybcrpatoB CYP2B6 n/unu CYP3A4; o1jeHKY K/IMHHUYECKOTO OTBeTa W/WIU
KOHLIEHTpaLUMU TMpernapaTa B IUla3Me KDOBHM C/ieflyeT COMPOBOXK/JAThb TepareBTUUeCKUM
JIeKapCTBEHHbIM MOHUTOPUHIOM.

C BaJbIIpOaTOM

MeTamMM30/1 MOKET CHW)KaTb KOHLIEHTpPAaL[MIO0 BajbllpoaTa B CbIBODOTKE KPOBM MpPU MX
COBMECTHOM TIPUMEHEHWM, UTO T[OTEeHLMaJbHO MOXET T[IPUBeCTM K CHWKEHHIO
5((peKTUBHOCTU BasblipoaTa. Bpauam, Ha3HauarolMM Ipenapar, cjiefyeT KOHTPOJIUPOBaTh
KJIMHAUeCKUM OTBeT (KOHTPOJIb TIPUCTYNIOB WM KOHTPO/Jb HACTPOEHUs) UM MpHU
HEOOXOZMMOCTH pPacCMOTPeTh BO3MOXKHOCTb MOHMUTODUHTA KOHLIEHTPALIMK BasblpoaTta B
CbIBOPOTKE KPOBH.

4.6 ®epTUIBLHOCTD, 0€PEeMEHHOCTh U JIAKTALUs

bepemeHHOCTD

[laHHble O HeraTUBHOM BJIMSIHUM MeTaMM30J1a Ha IJI0J, OTCYTCTBYIOT: Y KPbIC U KPOJIUKOB
MEeTamMH30/1 He OKa3blBaJl TepaTOreHHOrO [JEeMCTBUS, a TOKCHMUeCKOoe J[elCTBHe Ha IIof
Ha0/MI0/1a/10Ch TOMBKO TP BBICOKMX [103aX, TOKCMYHBIX [Ii OpraHu3Ma marepu. Tem He
MeHee, KTMHWYeCKHX JJaHHBIX O TIPUMeHeHUH TiperniapaTta AHabIHUH BO BpeMsi 6epeMeHHOCTH
He/I0CTaTOYHO.

MeTamMu30/1 IPOHUKAET uepe3 IIaLeHTy.

B nepBom TpumecTpe 6epeMeHHOCTH NpUMeHeHHe TperiapaTta AHa/lbI'MH MPOTUBOMOKAa3aHo.
Bo BTOpOM TpHMecTpe GepeMeHHOCTH JedeHHe IpernapaToM JO/DKHO OCYIIeCTBIISTHCS T10
CTPOTMM MeJIMLIMHCKMM I10Ka3aHWsM, eC/id OXXHjaemasl IoJsib3a [JIi MaTepu MpeBblllaeT
MOTeHLMaNbHbIA PUCK /s 1/ofa. [IpumeHeHWe TiperiapaTa B TpeTbeM TpPUMeCTpe
OepeMeHHOCTH TakXe IPOTHBOIOKAa3aHO. JTO O0yC/OBIE€HO TeM, UTO, XOTS MEeTaMHU30/7 U
SIBIsieTCsT  C71a0bIM MHTMOWTOPOM CHMHTe3a IIPOCTarjaHJWHOB, HEBO3MOKHO TIOJTHOCTBIO
WCK/TIOUUTh BO3MOXKHOCTb TIPEX/[€BPEMEHHOTO 3aKphITHSl apTepHajabHOro (60TasioBa)
MPOTOKAa U OC/AOKHEHWM B TepHHAaTa/JlbHOM [epUoJe, CBS3aHHbIX C HapylLleHUeM
arperaLMioHHOI CrI0COOHOCTH TPOMOOLIUTOB MaTepy U HOBOPOJK/I€HHOTO.

JlakTaius

MerabomTel MeTamMu30/ia TIPOHMKAIOT B TPYAHOe MoyioKo. He gomyckaercsi rpygHOe
BCKapM/IMBaHWe BO BpeMs JieyeHHUsl MpernapatoM AHa/lblMH U B TeueHue 48 yacoB mnocse
TIOC/IeJHero BBeZleHus rperiapara.

4.7 BnusaHue Ha CIOCOOHOCTH YNPABJISATh TPAHCHOPTHBIMH CpPeACTBAaMH U paborTaTh C
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 19.02.2025 N= 4002

(MOCNEOOBATENEHOCTE 0001)

MeXaHU3MaMH

HeTr pgaHHBIX O TOM, uTO mperapat AHajAbIMH B PEKOMEH/I0OBaHHBIX [/l03aX OKa3bIBaeT
He)XeslaTeJlbHOe BJIMSTHUME Ha CIOCOOHOCTh  YIIPAB/STh TPAHCIIOPTHBIM CPEJCTBOM U
BO3MOKHOCTh paboTarh ¢ MexaHuaMamu. OflHaKO TIpU Teparvy TperapaToM B BBICOKHUX
[l03aX, CjeflyeT TIPUHKMMaTb BO BHUMaHWE BO3MOKHOCTh HapyIIeHHs CMOCOOHOCTH K
KOHLIEHTPALlMd M CHIWKeHUs] CKOPOCTHM peaklUM, YTO MOJKeT TMpe/CTaB/siTh PUCK B
CUTyalUsiX, TJe [aHHble CIoCOOHOCTH O0COOeHHO Ba)KHbI (HArpuMmep, YIIpaBjieHHe
aBTOMOOM/IEM WM JBWKYIIMMCS MeXaHU3MOM), OCO0eHHO TIpM  COIYyTCTBYHOLLEM
yrnoTpeb/ieHUH aKoTOJIsl.

4.8. Hexxe/taTe/IbHbIE peaKki{uu

TabnyuuHoe pe3toMe HeXKenaTeabHbIX DeaKIui

HexkenarenbHble peakLdy Tiepeurc/ieHbl HM)Ke B COOTBETCTBHMM C KaccUUKalyei 1o
OCHOBHBIM CHCTEMaM M OpraHaM M 4acTOTe BCTpedyaeMOCTH, KoTopasi Oblsia orpejerneHa B
COOTBETCTBMM C Kaaccudukarumeii BceMupHoii opranysanuu 3apaBooxpaHenus (BO3): ouenb
yacto (> 1/10), wactro (= 1/100, Ho < 1/10), Heuacto (= 1/1000, HO < 1/100), penko (=
1/10000, Ho < 1/1000), ouenb penko (< 1/10000), yactoTa Heu3BecTHa (Ha OCHOBaHUM

HMEeIINXCA IdHHBIX OL€HHUTb HeBO3M0)KHO).

CucTeMHO-OpraHHbIN Yacrora Hexenare/ibHbIe peakiiiu
KJ1acc
Hapymienuss co cropossl | Pegko JleikoneHust

. | OueHb peKo ArpanysiouuTto3 (BK/IOYasg cCjayyad C
KpOBU U JsuMbaTHUecKoin PeA paHyJion ( y

JieTaJlbHbIM UCXOZI0M), TPOMOOLIUTOTIEHHUS.
YacroTa Anactiyeckass aHeMusi, TAHLUTOIIEHMUS,

CHUCTeMBI

Hen3BeCTHA BKJ/IFOYasd C/1yddH C JieTd/IbHBIM MCXOJ0M.
OTH Peakln ABJIATCA UMMYHOJ/IOTUYECKHUMU I10 CBO€i rnpupoze. Onu MOI'yT BO3HUKATb

JaKe B C/lyyae, eC/IM paHee IIperapar IPUMEHSJICS HEeoJHOKpPAaTHO 0e3 KaKuX-1u00
OCJIO>KHEHHUI.

TUMAYHBIMA  CUMIITOMAMU arpaHyJ/IOLUTO3a SB/ISIOTCS BOCIA/UTE/IbHBIE TTOPayKEHUSI
CIM3UCTBIX 000/10ueK (TTOJIOCTH pTa W TJIOTKW, AHOPEKTalbHOM 00/1aCTH W TI0JIOBBIX
opraHoB), 607k B ropJe, AMXopajKa (BK/IOuUasi HEOXKUJAHHYIO YCTOMUHBYIO JIUXOPAJKY
HEeSICHOW 3THOJIOTUY WA PelUIWBUPYIONIYIO MMX0paAKy). CrefyeT yUHUThIBaTh, UTO €C/IH
TAIMeHT TIOy4aeT aHTUOMOTUKOTEeparvio, TO THUITMYHBbIE TIPOSIBJIEHUS arpaHyJIOLKMTO3a
MOTYT OBITh MMHAMAJIbHO BbIpaKeHHbIMU. CKOPOCTb OCe/JaHHsI 3PUTPOL[UTOB 3HAUUTETHbHO

YBE€/IMUMBAETCA, B TO BpeMA KdK yBe/IMUeHHE JII/IM(i)Oy3JIOB ABJ/IAETCA C]'Ia6OB]:Ipa)KeHHbIM

WU OTCYTCTBYET.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.02.2025 N= 4002

(MOCNEOOBATENEHOCTE 0001)

TUNMWUHBEIMHA CUMITOMAaMU TpOM6OL[I/ITOHEHI/II/I AB/IAKOTCA IIOBBIIIIeHHAA CK/JIOHHOCTH K
KPOBOTE€UYEHHIO 1 BOSHMKHOBEHHE reTexuii Ha KOXKe U CJIM3UCTBIX 000/I0UKax.

B Cllydyde pda3BUTHA  BbILIEIEPpeUrC/I€HHbIX Hapyu_IEHI/Iﬁ CO CTOpPOHBI KpOBHU U
JII/IM(i)aTI/I‘-IECKOIZ CHUCTeMBI HeO6XO,qI/IMO MPpeKpaTUTh TNIpUMEHEHHWE TIpelidpaTd U IMPOBeCTU

pa3BepHYThIM KJIMHUYECKUI aHaau3 KpoBH (cM. paszen 4.4.).

Hapymenuss co croponsl | Pegko MeTaMu30/1 HaTpUs MOKET BbI3bIBATh
MMMYHHOM CHUCTEMBI aHa(uIaKTUUeCcKue WU
aHapU/IaKTOWHbIe peaklWd, KOTOopble
MOTYT OBITh TSDKEIBIMA U yYTPOXKAIOLAMHU
JKU3HHA, U B HEKOTOPBIX C/Iy4asiX MOTYT
MpUBECTU K JieTalbHOMYy ucxofdy. B
ciiydJae pa3BUTHS
aHauIaKTUUeCKUX/aHaUIaKTOUAHBIX
peakiuii  HeoOXOAUMO  HeMeJIeHHO
MpeKpaTUuTh BBeJleHUe Triperapara,
TPOBECT MEpOTpPUSTUS 10 OKa3aHUI0
MaluydeHTaM HeOT/IOKHOW MeAULIMHCKOM
TIOMOIITH, TIPOBECTH pa3BepHYTHIM
K/JIMHUUeCKUM aHa/u3 KPoBU (CM. paszen
4.4.).

OTU peakiMM MOTYT BO3HUKaTh Jake B
clyuae, ec/iu paHee niperiapar
MIPUMEHSUICST HEeOJHOKpaTHO 0e3 KaKux-
mbo ocsioykHeHUH. Takue jileKapCTBeHHbIe
peakiui MOTYT pa3BUTbCA BO BpeMs
MHBEKI[UH MeTaMU30/1a HaTpUsl WK depe3
HECKOJIbKO YacoB TIOC/ie €ero BBe/leHus,
OJHAaKO OOBIUHO OHH HAOIOZAIOTCI B

TeueHre TI1epBOoro 4Yaca I10C/ie BBeJdeHH

riperapara.
OO6bIuHO bosee nierkve
aHauIaKTUUeCKue Wm

aHaCl)I/IJ'IaKTOI/I,E[HbIe peaku IIPOABJIAOTCA

B BHJ€ KOXXHBIX CUMIITOMOB M CUMIITOMOB
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 19.02.2025 N= 4002

(MOCNEOOBATENEHOCTE 0001)

CO CTOPOHBI CJIU3UCTBIX 000/I04eK (TaKuX
Kak 3yA, JOKeHHe, rurepemus,
KparnuBHULA, OTEKH), OZBIIKU U pexe B
BUJIe ’Kaobd CO CTOPOHBI >KeayJOo4yHO-
KUILIEUHOTO  TpakTa. bosee  jierkue
peakLuM MOIyT IpOrpeccupoBarb [0
TSDKeJIbIX ¢dbopm C pasBUTHEM
reHepajn30BaHHOMN KparuvBHUL[bI,
TSDKe/IOT0 aHTMOHEeBPOTHUYECKOrO OTeKa
(ocobeHHO C BOB/IeUEHWEM TOPTaHH),
TSDKeJIoro  OpoHXOCTa3Ma, HapylIeHWHd
puUTMa  CepAL@, pe3Koro  CHWKeHUs
apTepuasbHOrO0  faByieHusi  (KOTOpoMy
VHOTZlAa  TpejllecTByeT  TIOBBIIIEHHe
apTepUa/IbHOTO JlaB/ieHus)) U pa3BUTHEM

reMOJMHaMHUeCKOro I110Ka
OueHb peiIKO | Y MalLUeHTOB C MOJHBIM WM HETOJIHbIM

coueTaHWeM  OpOHXWAMBLHOW  aCTMBI,
peLMAVBUPYIOLIEr0 TI0JIMIO3a HOoca |
OKOJIOHOCOBBIX rasyx u
HerepeHOCUMOCTH  aL|eTU/ICAJTULIUIOBOM
KUCJIOTBI WM JAPYTUX HEeCTePOUJHBIX
MIPOTUBOBOCIIA/IUTE/IbHBIX TIperaparoB (B
TOM 4YWCJe B aHaMmHe3e), peakLuu
HEeTlepeHOCUMOCTH OOBIYHO TPOSIB/ISTFOTCS

B BH/Ie IIPUCTYTIOB OPOHXHAIbHOU aCTMbI

Yacrorta AHadunakTUUeCKUi 110K

Hen3BeCTHa
Hapymenuss co cropossl | HacToTta Cungpom  KoyHuca  (amiepruueckuit
cepaua HeU3BeCTHa OCTPbIM KOPOHAPHBIN CUH/IPOM)
Hapywmenuss co croponsl | Heuacto Bo Bpemst unu nocsie BBeieHUs Tiperapara
COCyJi0B BO3MOXHO  pa3BUTHE  M30JIMPOBaHHBIX

TPaH3UTOPHBIX T'MIIOTOHUYECKHX peaKL[I/II\/’I

(BO3MO>KHO (hapmakoJIoTYeCcKu

00yC/IOB/IeHHOE M He COTIPOBOKIAIOILeecs
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11)

/APyrMMHU

aHapuIaKTUUeCKUX/aHa(pUIaKTOUAHBIX

MpOAB/I€HUAMN

peakiuii); B peiKuX Cay4yasx — pe3Koe

CHM)XeHune dpTepHaJIbHOT'O [aBJ/IeHUS.

BricTpoe BHYTPUBEHHOE BBejleHHe
rperapara yBeJWUMBaeT PUCK DPa3BUTUS

HO,Z[O6H]:IX T'IIIOTEH3MBHBIX peaKL[I/Iﬁ

JKeny0UHO-KULLIeYHbIe YacroTta Coobmjasioch 0  CIy4asx  pa3BUTHSA
HapylLleHus Hen3BeCTHa JKeJIyI0OYHO-KUILIEYHOT0 KPOBOTEUeHUsI
Hapymiennss co cropousl | HactoTa MoxeT  pasBUBaTbCS  JIeKapCTBEHHOe
TeYeHU U KeTUeBbIBOJSAIIMX | HEM3BeCTHA MOPa)KeHWe T[eueHd, BK/IKYasi OCTPBIU
nyTen reraTuT, >KeATyXy, IIOBBILIeHWe YPOBHS
«T1eUeHOYHbIX» TpaHCaMHHa3
Hapymiennss co croponsl | Heuacto Kpowme MPOSIBJIEHUH
KO>XU U MOJIKO)KHBIX TKaHen aHadunaKTUUeCKMX/aHapUIaKTOUHBIX
peakiuii Ha KOXe U CJIM3UCTBIX
o00/i0uKaxX,  TEPeUYNCIeHHbIX  BBIIIE,
HevacTo MOXKeT BO3HUKATh
(buKCHMpOBaHHAas! JIeKapCTBEHHas ChIMb
Penko KoxkHasi ChITib

OueHb pesko

Cungpom CtuBeHca-/IxoHcoHa (CCL)
Wi cuHgapoMm Jlaitenna (TOKCUUeCKH
(TBH) ¢

SMUJepMa/bHbI  HEKpOJIn3

JIeTaJIbHBIM HMCXO/J0M

YacroTa JlekapcTBeHHasi peakius C 303UHOGUIMeN
Heu3BeCTHa U cuctemMHbiMd cumnTomamu (DRESS-
CUH/IPOM)
Hapymienuss co cropousl | HeuacTo Bo3MOXHO  OKpalllMBaHMe  MOY4 B

Mo4yeKk W MOYEBBIBOAAIINX

nyTen

KpaCHbeI LBeT BC/1e/iCTBHUE TIPUCYTCTBUA B

Moue Merabosmta —  pybOa3oHOBOM

KHCJIOTHI

Ouenb pesko

Bo3MOXXHO ocTpoe yxyiieHUe (yHKIUU

ImoyeK (OCTpaH rnoueyHasd

HE/I0CTaTOYHOCTh), ocobeHHO y
MALUeHTOB C 3a00/eBaHUSIMU TOYEK, B
HEKOTOPbIX

Ccayyasx  C  OJUTYpUeH,
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aHypuei WU MpOTeUHYpHel; B
eUHUYHBIX CIy4yasiX MOJKeT pPa3BUThCS

OCTPbI MHTEPCTULIMATbHBIA HedpUT

O6mme  Hapymenus  u | Hewacto B MecTe WHBbeKLIUU BO3MOXKHA
peakLiiy B MeCTe BBeJeHUs 00/Ie3HEHHOCT Y MeCTHble  PpeaKLu
(runepemusi)

Ouenb peiko | ®1ebUT

COO6!!I€HI/IE 0 I10103DEBAEMbBIX HEXKE/I1dTEe/JIbHBIX DedKINAX

BaxHO co0001aTh O TIOZ03pEBaeMbIX HeXKe/IaTe/lbHBIX pPeaklUsX TI0C/e pPerucTpalyun
rperapara C IieJiblo obecrieueHHst HEMPepPhIBHOTO MOHHMTOPWHTA COOTHOIIEHUSI «I10/Ib3a —
PUCK» JIeKapCTBEHHOTO Tpernapara. MeUIIMHCKUM pabOTHHUKAM PeKOMEeHAYeTCsl CO00IIaTh 0
MOOBbIX TI0/]03peBaeMbIX HeXKeJjlaTeNbHbIX peakIUsX JIeKapCTBEHHOrO Iiperiapata uyepe3
HaIMOHA/IbHBbIE CHUCTEMbI COOOIEHHS] O He)KeaTeJbHBIX PeaKIMsIX TOCy/apCTB — UJIeHOB
EBpasuiickoro 5K0OHOMHUECKOro COr3a.

Poccutickas ®epepanys

denepanbHast c1yk0a 110 Haz3opy B cdepe 3apaBooxpaHenus (PocaapaBHaiz3op)

Apnpec: 109012, r. Mocksa, CnaBsHCKas 1101aab, a. 4, crp. 1

Tenedon: +7 800 550-99-03

OnekTpoHHast mouTa: pharm@roszdravnadzor.gov.ru

Caiit B HMH(}OPMaLIMOHHO-Te/1IeKOMMYHUKALIMOHHOU CeTu «IHTEepHeT»:
www.roszdravnadzor.gov.ru

4.9. Ilepepo3supoBKa

CuMIOTOMBI

[Tpu mepej03MPOBKe BO3MOJKHO TIOSIBJIEHHE C/Ie[[yIOL[MX CUMITTOMOB: TOIIHOTA, pBOTa, 601
B JKHUBOTe, CHIDKeHHe (YHKIMM TOoYeK/OCTpasi TMoueyHasi HeJOCTaTOYHOCTh C OJIUTYpUel
(HarpuMep, BCJIEICTBHE PA3BUTHSI MHTEPCTHLIMATBHOTO HedpuTa), 60jiee pesiKo CUMITTOMBI
CO CTOPOHBI I1IeHTPAJBLHOW HEPBHOW CHUCTeMBI (TOJOBOKPY’)K€HHE, COMHOJIEeHLUs, KOMa,
Cy[IOpOTH) U pe3Koe CHIDKEHHe apTepuasbHOro JaBjeHus (MHOrJa Iporpeccupytolee 1o
II0Ka), a TakXKe HapylleHWs CepAevyHoro putma (Taxukapzaus). Ilocie BBeeHHsS OUYeHb
BBICOKHX /103 BbIBeJIeHHE Uepe3 MOUYKH HeTOKCMUHOTrO MeTabosmrta (py0a30HOBOM KUC/IOTHI)
MO>KeT BBI3bIBaTh KpaCHOe OKpallliBaHKe MOUH.

Jleyenue

Creruriueckoro aHTUJOTa /A MeTamu3oia HaTpus HeT. OCHOBHOM MeTabo/UT

MeTaMM30/1a (4-N-METI/I]]aMI/IHO&HTI/IHI/IpI/IH) BBIBOAUTCA C TIIOMOIIBKO TreMOJAud/In3a,
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remouabTpalyy, remornepdysun Win (GUIbTpaUMy miasMbl. [Ipy pasBUTHM CYZ0OPOXKHOTO

CHHZIpOMa — BHYTPYBEHHOE BBeJleHHe /ia3ernama 1 ObICTpoeliCTBYIOIMX 6apOuTypaToB.

5. PAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoguHaAMHUYeCKHe CBOHMCTBA

dapmakoTepaneBTUUYeCKass TpyMna: aHaJAbleTUKH; APYrue aHaJbleTHKU U aHTUITUPETUKU;
MYPa30J/I0HBI.

Koxg ATX: N02BBO02

dapmakoguHaMudeckie 3¢ deKTel

AmHasnere3upymiijee HeHapKOTUUYEeCKOe CpPeZCTBO, TPYIIbl IMHAPA30/I0HOB, 00/1a/Iat0IIHiA
aHa/Ibre3VpyIOLMM, >KapOMOHIKAOLIMM M CIa3MOIMTUYECKUM JercTBueM. [lpenstcTByer
MpOBeZieHHI0 00JIeBBbIX SKCTpPa- M TPOIPUOLIENITUBHBIX HMMITY/IbCOB MO Myukam [omist u
Bypaaxa, TOBbIlIaeT TOPOr  BO30yJUMOCTM  TajJlaMMUeCKHUX LIEHTPOB  0oseBoi
YYBCTBUTEBHOCTH, yBeIWYMBaeT TerooTAauy. OT/JIAYMTeNIbHOW 4epTOd  SIBJISIeTCS
He3HauWTe/bHasi BLIPA)KEHHOCTh TIPOTHUBOBOCIA/UTENLHOTO 3ddeKTa, 00ycIoBIMBaromas
c1aboe B/MsTHUE Ha BOAHO-COJIeBOM 0OMeH (3aZiep’KKa MOHOB HATPHSi U BOJIbI) U CITU3UCTYIO
000J10uKy KeJTy JOUHO-KHIIIeYHOT O TpakTa. Ob6nazaer 06e300/MBaroLUM,
JKapOMOHWKAKIIMM U HEKOTOPBIM CMa3MOJUTUYECKHUM JeMCTBHMeM (B OTHOIIEHWM T/1aJKOU
MYCKYJ/IaTypPbl MOUEBBIBOJSLMX Y )KeTYHbIX ITyTel).

5.2 dapMaKoOKHHeTHUeCKHe CBOMCTBA

A6copbrys

[Tocne BHYTPUMBIIIEUYHOTO BBeJeHUs Tperapara OMOAOCTYIMHOCTh OCHOBHOTO MeTabo/vTa
MeTamu3osia (4-MAA) cocraBisier 87 %. CpenHee 3HaueHWe BpeMEHU [OCTHIKEHUS
MaKCHMMa/bHOM KOHL|EHTpaL[MK 0C/ie BHYTPUMBIIIEYHOTO BBe/leHHs1 — 1,7 vaca.

Pacripegenenue

Ces3biBanue 4-MAA c Genkamu Tia3mbl KpoBU cocTaBiisieT 58 %. [lpyrue mMeTaboivThi
MeTaMM30/1a CBSI3bIBAlOTCS C OesikamMM Tla3Mbl KPOBH B CJleflyHOLeld crTereHH: 4-
aMUHOAHTUTIUPUH — 48 %,  4-popMuiaMUHOAHTUTIUPUH — 18 % U 4-alleTW/laMUHOAH-
TUNUPUH — 14 %. MeTaMHu30/1 MPOHMKAeT 4Yepe3 IUIAlleHTapHbIM Oapbep. MeTabOMUThI
MeTaMM30J/1a IIPOHUKAIOT B IPYIHOE MOJIOKO KOPMAIIMX Marepel (cM. paszen 4.6.).
buoTpancdhopMmatiys

OcHoBHOM MeTabomuT mMetammu3sosia, 4-MAA, nojBepraercsi jJanbHelieMy MeTabonn3my B
TIeYeHu MyTeM OKHUC/IeHUs], [eMeTUIMPOBaHUs U MOC/IeYyIOLero aleTUIMpoBaHus. JIpyrumu

OCHOBHBIMM MeTaDO/MTaMH MeTaMU30/1a SIBJISTIOTCS  4-aMUHOaHTUIUpWH  (4-AA), 4-
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dbopmunamuHoaHTUNUPHUH (4-PAA) U 4-alleTUIaMUHOAHTUITUPHUH (4-A1TAA). WccnenoBaHue
CBOWCTB YeThIpeX OCHOBHBIX MeTabO0/IMTOB MeTaMH30/1a TI0Ka3as0, UTO »KapOTIOHIKAroIIIee,
aHasbre3vpyloliee ¥ TPOTUBOBOCIA/IUTE/IbHOE —[IeMCTBHE Tiperapata MOTYT  ObITh
o0ycsioBneHbl Metabosutamu 4-MAA u 4-AA.

DJIMMUHALWA

Y 3x0poBeIX My>xurH 6osiee 90 % /1036 MpernapaTa, BBeJJeHHOW BHYTPUBEHHO, BBHIBOAUTCS C
Mouor B TeueHue 7 gHed. [lepumon mnonyBeiBesenus (T1/2) meramu3o/ia, MeUEHHOTO
pPaZiMoU30TOIIOM, cocTaBisieT 0koo 10 yacos. [Jns 4-MAA 3HaueHus1 TepMuHanbHOro 11/2
TIpU pasHBIX TYTSAX BBeZeHUs1 KomeOmoTcesi B mpefenax ot 2,5 + 0,06 go 3,2 + 0,8 yacos, a
st apyrux metabosmtoB T1/2 cocraenset ot 3,7 o 11,2 yacos.

JIMHEMHOCTE (HeJIMHEeNHOCTD)

[ns Bcex MeTabOMMTOB MeTaMM30/a XapakTepHa HejuHelHasi ()apMaKOKHWHeTHKa.
KnuHnueckast 3HaUMMOCTb [JaHHOTO (pakTa He yCTaHOBJ/eHa. IIpy KOpOTKOM Kypce JieueHust
HaKOIUIeHWe MeTabo/TMTOB UMeeT MUHHUMAa/IbHOe 3HaueHue.

Hapyuienre QyHKIMY TIeUeHH

Y nauueHTOB € HapylleHUssMU QyHKUMU feyeHU T1/2 4-MAA u 4-OAA yBenuuuBaercs
npuMepHo B 3 pasa. Ilo3ToMy y MaiueHTOB C HapylleHUSMM (YHKLMU IeYeHU CrefyeT
n30erats MPUMeHeHHs TIperapara B BBICOKHX []03aX.

Hapyienus QyHKIMK 11ouek

[Ipy HapyweHusix (QYHKLUM TI0OU€K CHWKAeTCs CKOPOCTb BbIBeJIEHUSI HEKOTOPbIX
mMeTabomToB (4-AuAA, 4-OAA). [TosToMy maiueHTaM C HapyIleHUsSIMH (YHKLHAU TI0YeK
crieiyeT u3beraTh MpUMeHeHHs TperiapaTa B BHICOKMX /103aX.

JIniia moXKMUaoro Bo3pacra

Y 310poBbIX 0OpPOBOJIBLIEB TIOKUOrO Bo3pacta T1/2 4-MAA OblT  Cyl[eCTBEHHO
MpOJOJ/DKUTe/IbHee, a KiaupeHC 4-MAA — cyljecTBeHHO HWXKe, 4YemM Y JIML MOJIOZOro
BO3pacrTa.

eTu

BriBefieHie MeTabOMTOB Y JleTel MPOUCXOUT 3HAUUTeTbHO OBbICTPee, UeM Y B3POC/IBIX.

6. PAPMAIIEBTUYECKUE CBOVICTBA
6.1. ITepeuenb BcioMorare/bHbIX Bell|eCTB
Boja 151 uHbeK1ui

6.2. HecoBmecTuMOCTH

W3-3a BBICOKOW BepOSITHOCTU (papmalieBTUUeCKOW HeCOBMEeCTUMOCTU Hefb3sl CMeLIMBaTh C
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COOTBETCTBYET 3KCMEPTHOMY O

JIPYTMMH JIeKapCTBeHHbIMU CPeJCTBAMU B OHOM ILUIIpULIe.
6.3. CpoK rogHocTH (CpOK XpaHeHus1)

3 roja.

6.4. Oco0bie MepbI IPEAOCTOPO)KHOCTH NMPH XPaHEHUH

B 3amjuiieHHOM OT CBeTa MecTe npu Temriepatype ot 15 go 25 °C.

6.5. XapakTep U co/iep)kaHHe NepBHYHOI YIIaKOBKHU

[To 1 M1, 2 MJT WK 5 M1 B aMITyJibl HEMTPAJbHOTO CTEKJIa.

Mo 10 amrtys1 BMecTe ¢ MHCTPYKIMel TI0 TIPUMeHeHHI0 TTIOMeIIaloT B KOPOOKY KapTOHHYIO.
[To 5 wm 10 ammyn nomeljalOT B KOHTYPHYHO SIUEHKOBYH) YIAKOBKY W3 T[JIEHKU
MOJIMBUHWIX/IOPUAHOW ¥ (OJIBTM  a/MiOMUHKEBONW WM Oymarn C  TOIMATUIEHOBBIM
MOKPBITHEM, Un 6e3 dosbry, um 6e3 Oymary.

1 WM 2 KOHTypHbIe SfUEMKOBBbIE YIAKOBKM C MHCTPYKLMEN MO0 MPUMEHEHWIO MOMeLIaloT B
Na4yKy KapTOHHYIO.

6.6. Oco0Obie

Mepbl MNPeJOCTOPO)XKHOCTH TPH YHUUYTO)X€HUM HCII0/Ib30BAHHOIO

JIEKAPCTBEHHOr0 Iperndaparta  WIH O0TX0A0B, IIOJIYY€HHbBIX I0C/j1€ IIPUMEHEHUA
JIEKAPCTBEHHOI'0 MpernapdaTd, 1 ipyrue MdHUITY/IAIIMHA C IIpelnapaToM

HeT 0co0Obix TpeOOBaHMM K yTUIU3ALIUH.

7. JEP)XKATEJIb PETUCTPAIIUOHHOT' O YAOCTOBEPEHUA
Poccutickas ®epepanys

AO «HoBocubxumdbapm»

630028, Poccusi, HoBocrbupckas 06s1., . HoBocnbupck, yi. [lekabpuctos, 275
Tenedon: 8 (383) 363-32-44

dakc: 8 (383) 363-32-55

7.1. IIpefcTaBUTe/b AeprKaTe/isl peruCTPaljuOHHOI0 YA0CTOBEePeHuUs

[IpeTeH3uy noTpebuTe/ieli HANIPaBAATh 110 aIpecy:

Poccutickas ®enepanys

AO «Hoocubxumpapm»

630028, Poccusi, HoBocubupckasi 0611., r. HoBocubupck, yi. Jekabpuctos, 275
Tenedon: 8 (383) 363-32-44

dakc: 8 (383) 363-32-55

8. HOMEP PEIT'ICTPAIIMOHHOI'O YAOCTOBEPEHUA
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9. JATA  TIEPBUYHOII PETMICTPALIN (IIOATBEPXX/JEHIS
PETMICTPALINM, ITEPEPETICTPAIVIN)

[aTta mepBoU perucTpaluu
10. AATA ITEPECMOTPA TEKCTA
OOmiast  XapakTepuCTHKa  JIEKapCTBEHHOTO — Mperapata AHaJbIMH ~ JIOCTyIIHA  Ha

WH(OpPMaIIMOHHOM TIopTasie EBpa3suiiCKOro 3KOHOMHUYECKOTO COro3a B HWH(OpPMalLMOHHO-

KOMMYHMKAIIMOHHOM ceTy «VIHTepHeT» https://eec.eaeunion.org.
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