JKCINEFTHOMY OTHETY

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Amnanbrug, 250 Mr/mi, pacTBOp 715l BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEICHUSI.

Amnanberug, 500 Mr/mi, pacTBOp 715l BHRYTPUBEHHOTO M BHY TPUMBILIEYHOTO BBEACHUSI.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByrolee BEIECTBO: METaMHU30JI HaTPUSL.

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

Kaxnapiii 1 Ma pactBopa coaepkut 250 Mr MmeTaMu3os1a HaTpusl.
Kaxxnas amryna oobemom 1 Mt comepxut 250 Mr MeTaMu30J1a HaTpHsl.
Kaxxnas amiyna o0bemom 2 Mt conepxuT S00 Mr MeTaMu30Jia HaTpHsl.

Amnansrus, 500 MF/MJ'I, PaCcTBOP I BHYTPHUBCHHOT'O M BHYTPUMBIIIICYHOI'O BBEACHU A

Kaxnpiit 1 M1 pactBopa cogepxut 500 Mr MeTamu3oJia HaTpusl.
Kaxnas ammyna o6semom 1 mi comepxut 500 Mr MetaMmu3oJia HaTpHsl.
Kaxxnas ammyna o6semom 2 mi conepxut 1000 Mr metamuzona HaTpusl.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp 1151 BHYTPUBEHHOI'O M BHYTPUMBILLIEYHOTO BBEJICHHUSI.

[Tpo3paunHast GecuBeTHas WU CIIETKA OKpAIICHHAs KUAKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[IpenapaTt moka3zaH K NPUMEHEHUIO Y B3POCIBIX U JeTel B BO3pacTe OT 3 MecsleB WU
Maccoll Tena 6osiee 5 Kr (Jisi BHYyTPUBEHHOTO BBEACHUS — OT 12 MecsleB) U crapiie
IpHU:

* TsxenoM ocCcTpoM UIM XPOHHYECKOM OOJEBOM CHHApPOME IpH TpaBMax H B
MOCJICONEPALlMOHHOM IEPUOJIe, IPU KOJHUKAX, OHKOJOTHUYECKUX 3a00JIeBaHUAX U APYTUX
COCTOSIHUSAX, MPH KOTOPbIX MPOTUBONOKA3aHbl JpPyrue TepaneBTUUECKUE METObI
JE€UEHHUS.

» Jluxopanke, ycTOMYNBOU K APYTUM METOJAM JICUEHUS.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHUS

PexxuM 103upOBaHus

B3pocnsie u moapoctku crapuie 15 ner: B kadecTBe pa3zoBoit 103bl pekoMmenayetcs 1,0 - 2,0 mi
50 % (500 mr/mo) wm 2,0 - 4,0 Mt 25 % (250 mr/min) pactBopa MeTaMu3oja (BHYTPUMBIIIECYHO
WIM BHYTpUBEHHO). MakcuMaibHas pasoBas go3a cocrtasiaser 1000 mr (2 mi pactBopa 500
mr/Ma wii 4 Mot pactBopa 250 mr/mit). MakcumaneHas cytoddas go3a - 2000 mr (4 mor — 500
Mmr/mi, 8 mit — 250 mr/mut), pa3zaenenHas Ha 2—3 BBeleHUs B CyTKU. [lapeHTepanbHOe BBEIEHNE
npernapara rnoka3aHo TOJIBKO MPU HEBO3MOXKHOCTHU €ro MpHeMa BHYTPb.

[Tpu nmprMeHeHNH B Ka4eCTBE aHAJIbI€3UPYIOLIET0 CPeACTBA MPOAODKUTENLHOCT Tepanuu 1 - 5

JHEH. HpI/I IMPUMCHCHHUU B KAYCCTBC KaPOIMOHMIKAIOIICTO CPCACTBA - 1-3 JHA.
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Oco0bnIe I'pynIibl TaMEHTOB

Tayuenmol nodcunozo 6o3pacma
[ToxwiibiM TaIMEHTaM HEOOXOJAWMO MPHUMEHSATh MEHBIINE JI03bI B CBSI3U C BO3MOXHBIM
CHIDKEHHEM BBIBEJICHHSI METa0OJIMTOB METAMU30JIa U3 OPraHU3Ma.
Tayuenmam 6 msasxcenom cOCMOAHUYU U NPU HAPYUWEHUU KIUPEHCa KPeamuHUHA
HEOOXOAMMO MPUMEHSATh MEHBIIUE 036l B CBS3M C BO3MOMKHBIM CHH)KCHHEM BBIBEICHHS
METa0O0JIUTOB METaMHU30J1a U3 OpraHu3Ma.
THayuenmoi ¢ HapywieHuem YyHKyuu neveHu u noyex
VY nanMeHToB ¢ HapylieHHeM (QYHKIHU TEYeHW W TOYEK CKOPOCTh BBIBEICHUS Mperapara
3aMe/IJIeHa, TI0ATOMY HEOOXOIUMO HW30eraTb MHOTOKPATHOTO IMPHMEHEHHs mpenapara. OIbIT
JUTATEIILHOTO TPUMEHEHHUsI OTCYTCTBYeT. [IpH KpaTKOCpOYHOW Tepanmuu KOPPEKIHs O3Bl HE
Tpedyercs.

eTu
Hetsim B Bo3pacte 3 - 11 mecsineB (macca Tena 6osee 5 kr 10 9 Kr) mpemapar BBOAST TOJIBKO
BHYTpHUMBIIEYHO B 103¢ 50 - 100 mr Ha 10 kr maccer Tena (0,1 - 0,2 mut pactBopa 500 mr/mun uinm
0,2-0,4 M pactBopa 250 Mr/mur). PazoBast 1032 MOKeT OBITh pa3jielicHa Ha 2 - 3 BBEICHUSI.
Crnenyroiasi TabJIMIA COACPIKUT PEKOMEHIyeMbIe J03bI Mperapara:

Bo3pacrt (Macca Tesa) Jo3a

Hetu 3 - 11 mecsues (5 - 8 kr) 0,1 - 0,2 mu pactBopa 500 mr/mi wnm 0,2 - 0,4 M
pactBopa 250 mr/mi (daro coorBerctByeT 50 - 100 Mr
METaMH30J1a)
TonbKO BHYTPUMBIIICYHO

Hetn 1 - 3 rona (okomo 9 - 15 kr) 0,2-0,5 M pactBopa 500 mr/mui umu 0,4—1,0 v
pactBopa 250 Mr/mi (duro coorBercTByeT 100—250 mMr
METaMH30J1a)

Hetu 4 - 6 net (okoio 16 - 23 kr) 0,3-0,8 ma pactBopa 500 mr/mi unu 0,6—1,6 M
pactBopa 250 mr/ma (uro coorBercTByeT 150—400 Mr
METaMHU30J1a)

Hetu 7 - 9 net (okoio 24 - 30 kr) 0,4-1,0 ma pactBopa 500 mr/ma unu 0,8-2,0 M
pactBopa 250 mr/ma (uro coorBercTByeT 200-500 Mr
METaMHU30J1a)

Hetn 10 - 12 et (oxono 31 - 45 xr) | 0,5-1,0 mu pactBopa 500 mr/mut wmm 1,0-2,0 mut
pactBopa 250 mr/mi (uro coorBetcTByeT 250-500 Mr
METaMH30J1a)

Hetu 13 - 14 net (oxono 46 - 53 xr) | 0,8-1,8 mu pactBopa 500 mr/mu wnu 1,6-3,6 M
pactBopa 250 mr/ma (uro coorBercTByeT 400900 Mr
METaMHU30J1a)

Crooco0 rmpuMeHeHus

BHyTpuBEHHO, BHYTPUMBIIIEYHO TTTyOOKO B MBIIIILY.

[TapeHTepanbHOE BBEJIEHUE Ipenapara IOKa3aHO TOJIBKO INPU HEBO3MOXXHOCTH €ro Ipuema
BHYTDb.

[lepen BBeneHNEM pEKOMEHAYETCS COIPETh Mpernapar 0 TeMIEepaTyphl Tefa.

BHyTprBeHHOE BBeZEHHE JOJKHO OCYIIECTBISATHCS MEIJIEHHO (CKOPOCTh BBEAECHUS He Oonee |
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Ma (500 Mr wmertamuzona HaTpUs) B MHUHYTY) B QIOHO;@QI/H/F J'E;QI:HITO 'KGHTpDJIeM
apTepUaNTbHOTO JTABIICHHUSL. [Tpu TIEPBBIX MPHU3HAKAX pa3BUTHS

aHapuIaKTHYEeCKUX/aHAapUIAKTOUTHBIX peaklni He0OX0JUMO MTPEKPATUTh BBEJICHUE Mpernapara.
[TockonbKy THIIOTEH3UBHBIE PEAKIMU SIBISIOTCS 10303aBUCHMBIMH, MAapEHTEPabHOE BBEICHUE
10361 1000 Mr MeTamMu30:1a JOIDKHO MTPOBOJUTHCS ¢ 0CO00H OCTOPOKHOCTHIO.

[Ipu cnaumkoMm OBICTPOM BBEACHUHM Mperapara MOXET HaOMI0JaTbCs KPUTHUECKOE MaJeHUE
apTepUaIbHOTO JIABJICHUS U LIOK.

4.3. lIlpoTuBONOKa3aHNUs

* ['unepyyBCTBUTENHHOCT K METAMH30JIy HATPHS WU JIIOOOMY M3 BCIIOMOIaTeIbHBIX BEILECTB,
MepEUYUCIICHHBIX B pasjene 6.1.

* IloBbllieHHass  4yBCTBUTENBHOCT, K  mNupa3osoHaMm  (peHa3oH, mnponudeHasoH,
u3onponwiaMuHopeHa3oH) wiM K nupazonuauHaMm  (peHwiOyTa3oH, oOkcubeHOyTa30H),
BKJTI0Yast, HAPUMEp, YKa3aHUS B aHaMHe3€ Ha Pa3BUTHE arpaHyJIONHUTO3a WIH TSHKEIIBIX KOKHBIX
peaxIuii pu NPUMEHEHUU OJJHOTO M3 3TUX IPEenapaToB.

* HapymieHust KOCTHOMO3TOBOTO KPOBETBOPEHUS (HAIIPUMED, TTOCIIE JICYCHUS IIATOCTATHIECKUMHU
npenaparamu) uin 3a00J1€BaHUsI TEMATOIIOITUYECKON CUCTEMBI.

* VKa3zaHus B aHAMHE3€ Ha pa3BUTHE OpPOHXOCMa3Ma WU APYrUx aHAPHIAKTHUUECKUX PEaKIIHii
(Hampumep,  KpamnuBHUIY, PHHHUT, AHTUOHEBPOTHMYECKUNW  OTEK) TMpU  MPUMEHEHHUH
AQHAIBIE3UPYIOIIMX MpPernapaToB, TaKUX KaK CaJMIMJIAThl, MapaleraMmon, JIUKIO(peHaK,
uOyrnpodeH, HHAOMETAIIH, HATPOKCEH.

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

* BpoxaeHHas HEIOCTaTOYHOCTh TIIFOK030-6-(ocdar-neruaporenassl  (pUCK  pa3BUTHUSA

reMoJIn3a).

. BepeMeHHOCTD (TIEPBBIN U TPETHIA TPHUMECTD).

. Ilepuon rpy1HOTO BCKapMIIMBAHMSL.

. Jletn B Bo3pacte 10 3-X MeCALEB MM C Maccoi Tena MeHee 5 Kr (OTCYyTCTBYIOT

JOCTaTOYHbIC HAYYHBIE TAaHHBIE O IPUMEHEHUH TIperapara y JaHHOW TPYTIITBI JeTel ).
* Jletu B Bo3pacte oT 3 10 12 MecsiieB (TOIbKO JJIsi BHYTPUBEHHOTO BBEICHUS).
4.4. OcoOble ykazaHHMsl M1 MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

. [Ipn cHmwkeHMM o0beMa IUPKYIUPYIOUIEH KpOBH, HAaYyWHAIOIICHWCS ceplIedHOon
HEJOCTAaTOYHOCTH, BHICOKOH JTHXOpajKe (TIOBBIIIIEHHBIN PUCK PE3KOTO CHIKEHUS apTepHaIbHOTO
JIABJICHUSA).

. [Ipu 3a0oneBaHUSAX, MIPU KOTOPHIX 3HAUYUTEIHHOE CHUKCHHE apTepUATbHOTO JaBJICHUS
MOJKET MPEJICTABIIATH TOBBIIIICHHYIO OMACHOCTh (TAITUSHTHI C TSHKEIION HIIEMUIeCKON 00JIe3HBIO
Cep/iia ¥ BRIPAXKEHHBIM CTEHO30M apTeprii TOJIOBHOTO MO3Ta).

. [Ipu ankoronmsme.

. [Ipy TIOBBIIIICHHOM PHUCKE Pa3BUTHS TSKEIBIX aHA(QHIAKTHYSCKUX/aHA(DHIAKTOMTHBIX
peaxiuil y marueHToB C:

- 6p0HXHaJ'IBHOfI aCTMOﬁ, 0COOCHHO B COYCTAHHH C CONMYTCTBYIOIIUM TMOJIMITIO3HBIM
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PUHOCHHYCHUTOM;

- XPOHUYECKON KpanmuBHUIEH U APYTMMHU BUJIaMU aTONHHU (ajiepruyeckue 3a0ojieBaHus, B
Pa3BUTUU KOTOPBIX 3HAYUTENIbHAS POJb MPUHAJICKUT HACIEACTBEHHOMN MPeapacnoioKEeHHOCTH
K CEHCUOMJIN3aLlUU: TTOJUTMHO3bI, AJUIEPIrMYECKUNA PUHUT U T.I1.);

- HEMEPEHOCUMOCTBIO AJIKOTOJIA (peakuus Jake Ha He3HAYUTEIbHbIE KOJMYECTBA ONPEIEICHHBIX
QJIKOTOJIBHBIX HANHUTKOB, C TaKUMH CHMIITOMaMH KakK 3y, CJI€30TeUYE€HHE M BBIPAKEHHOE
MOKpacHEHHUE JINIIA);

- HENEepEeHOCHUMOCTBIO KpacuTelnel (Harmpumep, TapTpa3uHa) WM KOHCEPBAHTOB (HaIpHUMeEp,
OEH30aTOB).

* [Ipu BBIpa)KEHHBIX HAPYHICHUAX (PYHKIMH MEYEHH U TOYEK (PEKOMEHAyEeTCsl NMpUMEHEHHE
HU3KHX 103 B CBSI3U C BO3MOXHOCTBIO 3aMeJIJICHHsI BBIBEJICHHUSI METaMU30J1a HATPHS).

* [Ipu GepemMeHHOCTH (BTOPOM TPUMECTD).

Oco0ble yKa3zauus

[Tpu sleyeHnH NalMEHTOB, MOJYYaOLUX [IUTOCTATUUECKHUE CPEICTBA, U JIETEH 10 5 JIeT JIeueHue
METaMH30JI0M HATPUs JOJKHO IPOBOJUTHCS TOJIBKO 10 HAOII0AEHUEM Bpaya.

AnabunakTnyeckre/aHadIaKTOUIHBIE PEAKIIAU

IIpu BBIOOpEe crocoba BBeJeHMs Mpernapara CcleayeT Yy4YuTblBaTh, YTO IapeHTEpalbHOE
IpUMEHEHHE CBSI3aHO c 6onee BBICOKUM PHCKOM BO3HUKHOBEHUS
aHa(UIaKTHYECKUX/aHADUIAKTOUTHBIX PEAKIIUH.

[ToBbIIEHHBIN PUCK pa3BUTHs aHA(PHIAKTUYECKUX/aHA(UIAKTOMIHBIX PEaKIMA Ha METaMHU30J1
HATpUs 00YCIIaBIMBAIOT CIEAYIOUINE COCTOSHUSA:

- CHHJIPOM OpOHXHMAaJIbHOIN acTMBbI, HHIYLIUPOBAHHBII IPHEMOM aHAIBIETUKOB;

- HEMIEPEHOCUMOCTh aHAIBIETUKOB TI0 THITY KPAITUBHHIIBI MJIH aHTHOHEBPOTHYECKOTO OTEKa,

- IOJTHOE WJIM HETIOJIHOE COYeTaHue OPOHXMAIbHOW aCTMBbI, PELIUAMBUPYIOLIETO MOJIMII03a HOCA U
OKOJIOHOCOBBIX Ma3yX W HENEPEeHOCHMOCTH alEeTUJICATUIMIOBON KHUCIOTHl WM JAPYTHX
HECTEPOUIHBIX POTHBOBOCHAIUTENLHBIX MPENapaToB (B TOM YHCIIE B aHAMHE3E);

- XpOHHUYECKasi KpalMBHUILIA;

- HEMEePEeHOCHMOCTh AJIKOTOJs (MOBBIIIEHHAS YYyBCTBHTEIBHOCTh K QlIKOTONIIO), Ha (oHE
KOTOPOH, 1aXKe MPH IprueMe HE3HAYUTEIHHOTO KOJIMYECTBA HEKOTOPHIX aJTKOTOJIHHBIX HAITUTKOB,
y TAIWEeHTOB BO3HUKAIOT YHXaHHWE, CIIE30TCUCHHE W BBIPAXCHHOE ITIOKPACHEHHE JIUIIA.
HenepeHOCHMOCTB alTKOTOJISI MOKET CBHIETEILCTBOBATh O paHEe HEYCTAHOBJICHHOM CHHIPOME
OpOHXHMAIBFHON aCTMBI, CBSI3aHHOM C aHAJIbI'€TUKaMU (aCIIMPUHOBOM acTMBbI);

- HENepeHOCHMMOCTb WJIM IOBBIIIEHHAs YYBCTBUTEIBHOCTh K KpacuTeslssM (Hampumep, K
TapTpa3vHy) WIK K KOHCEpBaHTaM (Hampumep, K 6eH3oaTam);

- aHauIaKTHYECKUE WM JIpyrHe HMMYHOJOTMYECKHE peakIUh Ha Jpyrue MUpPa30JIoHbI,
MUPA30JIMANHEI U TPOYHe HEHAPKOTHYECKUE aHABIeTUKHU (cM. pasnen «[IpoTuBomokazanus») B
aHaMHe3e.

[lepen npuMeHeHHEM IpenapaTa HEOOXOIMMO TPOBECTH TINATENbHBIM OINpoC MamueHTa. B
cilydae BBISICHEHHS, YTO TMAIMEHT OTHOCHTCS K Tpynme oco0Oro pHcKa pa3BHTHS
aHa(UIAKTOUHBIX PEAKIMH, Mpenapar ciaeayeT HazHauaTh TOJIBKO MOCJE TIIATEIbHOW OIEHKH

BO3MOJXHBIX PHCKOB U OXXHIaeMOM MOIb3bl. B CJIydac MPpUHATHA PCHICHUSA O IMPUMCHCHUH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HEO0OXOJMMO MMETh CPE/ICTBA Ul OKa3aHHUs UM HEMEIJICHHONW HEOTJIOKHOM MOMOIIU B clydyae
pa3BUTHA aHAPUIAKTUYECKUX/aHADUITAKTOUTHBIX PEaKLIUM.

Y mnpenpacrnosioKEHHBIX MAIMEHTOB MOXET BO3HUKATh aHAa()UIAKTUYECKUH IIOK, MOITOMY
nanueHTaM ¢ OpOHXMAIBHON acTMOW WJIM aTONMUEH METaMH30Jl HATpHsl CIEAyeT Ha3HayaTh C
OCTOPOKHOCTBIO.

Tsoxenble KOKHBIC HEXKeIaTSIbHEIC pPCaKnn

Ha ¢one npuMeHeHuss MeTaMu30J1a HATpHsl OBUTH OTIMCAHBI TSOKEIbIE KOXKHBIC HEKenaTeIbHbIC
peakuuu, Takue kak cuHapoMm CruBeHca-/[xoncona (CCJI), TOKCHYECKHH SIuIepMaTbHBIA
Hekponu3 (TOH) u nekapcTBeHHas peakuusi ¢ 303MHO(DUIMEH U CHUCTEMHBIMH CHUMIITOMaMH
(DRESS-cuHapOM), KOTOPbIE MOT'YT OBITH OITACHBIMH JIJIS )KU3HU HJIH JICTAIbHBIMH.

[Ipy mMOsBIEHUM KOKHOM CBHIMK, MOPAKEHUU CIM3UCTBIX O0O0JOYEK WM JIOOBIX JIPYTHX
MpPU3HAKAX THIIEPIYBCTBUTEIBHOCTH CO CTOPOHBI KOXKH, JICUSHUE METAMHU30JIOM HATPUS CIEAYeT
HEME/JICHHO MPEKPATUTh. 3alpemiaeTcsl KOoraa-Tu00 BHOBL MOBTOPSATH JICUCHUE METaMH30JI0M
HATPUSI.

[TarueHTHl JTOJDKHBI OBITh WH(GOPMHUPOBAHBI O CYOBEKTHBHBIX M OOBEKTHBHBIX CHMIITOMAX
JaHHBIX 3a00J1€BaHMi. Y HUX CIeIyeT THIATeIbHO KOHTPOIUPOBATh KOKHBIE PEAKIIIH.

Arpagvyionuros

ATpaHynoIUTO3, pa3BUBAIOUIMKCSA Ha (OHE JIEYEHHS METaMHU30J0M, HMEET HMMMYHHO-
aJUIepPrUYeCcKOoe IPOUCXOKACHUE U TIPOIOIDKACTCS, 0 MEHbLIeH Mepe, oHy Henemo. [lonooHbIe
pEaKIu BO3HUKAIOT OYEHb PEIKO, MOTYT OBITh TSKEIBIMHU, KU3HEYTPOXKAIOMUMH H JIaXKe C
JeTaTbHBIM HCXOJIOM. ODTH pPEaKIUH He SBISIOTCSA J10303aBHCHUMBIMH M MOTYT BO3HHKHYThH B
7100011 MOMEHT BO BpeMsI JICUCHHS.

Bce manmeHThl TOMKHBI OBITH MPOMHCTPYKTUPOBAHBI MPEKPATUTh NPUMEHEHHE Ipernapara u
HEMEJUIEHHO TPOKOHCYJIBTUPOBATHCS C JIEYAIUM BPadyoOM IMpHU TOSBJICHUU CIEIYOLINX
CYOBEKTUBHBIX MJIM OOBEKTHBHBIX CHMIITOMOB, BO3MOXHO CBS3aHHBIX C HEUTpONEHUEH:
JMXO0pajka, 03HOO, Ooyib B ropie, si3Bbl B MOJOCTH pTa. B cimywae pa3BuTHUsS HEWTponmeHUH
(xommdecTBo HeiiTpodpuaos < 1500 B MM®) HEOOXOAMMO HEMENIEHHO MPEKPaTHTh JICYEHHE,
CPOYHO BBHITIOJTHHUTH PAa3BEPHYTHIN KIMHUYECKUI aHATTN3 KPOBU U MPOJI0IDKATh KOHTPOJIb COCTaBa
KPOBH JI0 BO3BPAIICHHUS KOJMYECTBA (DOPMEHHBIX HIIEMEHTOB K HOPMAJIHHBIM 3HAYCHHSIM.

[TanuuroneHus

B cnyuae pa3BuUTHS MAHIMTONEHUU JICUECHHUE CIIEAYeT HEMEMJIEHHO MPEKpPaTHTh, HEOOXOAUMO
KOHTPOJIMPOBATh TOKa3aTeNld Pa3BEPHYTOrO KIMHUYECKOTO aHaln3a KPOBH BIUIOTH A0 HX
HOpMAaJTH3aIIH.

Bce manueHTsI TOMKHBI OBITH MPOUMHCTPYKTUPOBAHBI HEMEJIEHHO 00paIaThCs 32 MEAUIIMHCKON
IIOMOIIBIO HpI/I ITOABJICHHUH BO BpeMSI JICHCHUS MCTAMHU30JIOM CY6’I)GKTI/IBHBIX NIn O6’BGKTI/IBHBIX
CHMIITOMOB, ITO3BOJIAIOIINX Hpe)IHOJ'IO)KI/ITL IIAaTOJJOTHYCCKHNEC HU3MCHCHUIA KpOBI/I (HaHpI/IMep,
oOmiee HegoOMOTaHwe, WH(MEKIH, CTOWKAs JIMXOopajaKa, 00pa30oBaHWE T'eMaTOM, KPOBOTCUCHUS,
0JIETHOCTB ).

M301MpoBaHHBIC THIOTEH3UBHBIE PEAKIINU

Bpenenne meramusoia HaTpuss MOKCT BbI3bIBATbH HU30JIMPOBAHHBLIC THUIIOTCH3WBHLIC PCAKIIUH.



0 WCMNEPTHOMY OTYETY

N= 8527

AL

-

(100 B4 HOCTH 0002
JlaHHbIE pEaKIMH, BO3MOXKHO, 3aBUCAT OT [103BI nthHapa;llEa":l'n E'qaw%m kP Udene

HapeHTepaIbHOro BBeJeHUs. Bo mn30exaHue pa3BUTHS TSDKENBIX T'MIIOTEH3MBHBIX PEAKIMM
HE00X0IMMO IPUIEPKHUBATHCS CIEAYIOIIUX PEKOMEHIALINII:

- BHYTPUBEHHOE BBEJCHME IIpenapaTa clIeayeT OCyIIEeCTBIIATh MEJICHHO;

- NAUEHTaM C MMEIOIIEHCs TUIIOTEH3UEH, CHIDKEHHEM o0beMa LUPKYJIUPYIOLIEH KpOBH,
JeruapaTanneii, HecTaOMIbHOCTHIO TEMOIMHAMUKH MITH ¢ HA4aJbHON CTaJ el HeI0CTaTOYHOCTH
KpOBOOOpaIeHus: TpedyeTcs mpeBapuTelibHas HOpMaIU3alus TeMOIMHAMUKH;

- IIPU JICYCHUHU TIAIIMEHTOB C BHICOKOI TeMIepaTypoi Teja cieayeT COOM0aTh OCTOPOKHOCTb.
V Takux NanueHToB HEOOXOAMMO ¢ 0c000I BHUMATEIbHOCTBIO OLIEHUBATh HAJIMYME NIOKa3aHUH K
IPUMEHEHHI0O METaMHu30Jla, a B Cllyyae BBEJCHMs Ipernapara B MOJOOHBIX OOCTOATENbCTBAX,
HEo0X0uMO o0ecreyuTh TIaTeIbHOE MEAMLMHCKOe HaOmoneHue. [l cHukeHus pucka
pasBUTHsI THIIOTEH3MBHOM peakUuMu MOTYyT IOTpeOoBaTbcs HPOPHIAKTUYECKUE MEphl
(crabmn3ansi reMOIMHAMUKN ).

VY manueHToB, KOTOPHIM HEOOXOIMMO M30eraTh CHIKEHUS apTEePUATbHOTO JaBICHHS, TAKUX KaK
NAllMeHTBl C TSDKEJOW MIIeMHYecKOoW OOJIe3HBIO CcepAlla WM CTEHO3aMH  COCYOB,
KPOBOCHA0)KaIOIIMX TOJIOBHOM MO3I, NpPUMEHEHHE IIpernapara JOIYCKaeTcs TOJIBKO IpU
THIATEJILHOM KOHTPOJIE T€MOJINHAMUYECKUX [1aPAMETPOB.

Octpas 00JIb B JKUBOTE

HenomyctuMo Mcnosib30BaHKE Mpernapara Jjisi CHATUSL OCTPBIX 0OJIeH B )KUBOTE (10 BBISICHEHUS
WX TIPUYHHBI).

HaDVIHCHI/Ie d)VHKIII/II/I INEYCHHU U TTI0YCK

vy MalUMCHTOB C HAPYHMICHHUEM q)YHKIII/II/I MNEYCHNU MJIKM IOYCK Ipcrapar CJICAYET NPHUMCHATH
TOJIBKO IIOCJIC KOHCYJIbTAallMMW Bpadad, IIOCKOJBKY Y OTHX IMMAIMCHTOB CHHKCHA CKOPOCTH
BBIBCACHUA IIpCIlapaTta.

JIeKkapCTBEHHOE NOPAKEHHUE IICYCHHU

VY [DanueHToB, MOJYYaBIIMX METaMU30JI, OBUIM OIMCAHbl CIIydyad OCTPOro TIenaTuTa,
[IPEUMYILECTBEHHO T'eNaTOLEIUIIOIAPHOIO XapakTepa, KOTOPbIA HAYMHAJCSA 110 IPOLIECTBUU OT
HECKOJIBKMX JITHEW 10 HECKOJIBKHX MECSILEB I0CIE Hayaua JiedeHus. lIpu3Haku M CUMITOMBI
BKJIIOYAJIM TOBBILIEHHE YPOBHS (DEPMEHTOB NEYEHU B CHIBOPOTKE KPOBHU C JKENTYXOM MM Oe3
Hee, 4YacTo Ha (OHE BO3HUKHOBEHHUS JApPYrUX peakuuid THIEepUyBCTBUTEIBHOCTH K
JIEKapCTBEHHBIM IIpenapaTtaMm (HarpuMmep, KOXKHOW ChIMH, JTUCKPa3uu KpPOBH (MATOJOIMUYECKHE
U3MCHCHUSI KPOBH), JIMXOPAIKd H J03MHODUINM), WIH COMPOBOXKIAIACH MPU3HAKAMH
ayTOMMMYHHOI'O Te€laTUTa. DOJIBIIMHCTBO MMAlMEHTOB BbI3JOPOBEIM IIOCIE MPEKpaliCHUs
JIeYEHHs] METaMHU30JI0M; TEM HE MEHee, B OTJEJIbHBIX CIy4yasX cOOOLIaTy O MPOrpecCUpOBaHUU
OCTpOIl EYeHOYHON HEAOCTATOUYHOCTH, B pe3yJIbTaTe KOTOPOU MOTpeboBasIach TPAaHCIUIAHTALIUS
MIEYECHHU.

MexaHn3M MeTaMH30JI-WHIYIIMPOBAHHOTO MOPAKEHHUS [TIEYEHU HE COBCEM SICEH, HO MMEIOLIUECS
JTAHHBIE YKa3bIBAIOT HA €70 MMMYHOAJUIEPTUYECKYIO IPUPOTY.

[TarueHTOB cneayeT MPOMHCTPYKTUPOBATH O TOM, YTO UM HEOOXOAUMO OOpaTUThCA K JeyalleMy
Bpady B Ciydae IIOSIBJICHUS CUMIITOMOB, YKa3bIBAIOIIMX Ha IOpaXCHUE IMEYECHHU. Y TaKUX

ManuCHTOB CICAYCT NPCKPATUTD MPUMCHCHUC MCTAMH30J1a U OLICHUTDH CPYHKI_[I/IIO TICYCHU.
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MOpaXXCHUA INCUYCHU B NEpHUOA JICYCHHA MCTAMHU30JIOM, €CJIW IIPH 3TOM HC BBIABUIIM JPYTHX
IMPUYHUH IIOPAXKCHUSA IICUCHU.

BansHMe Ha pe3yabTaThI J'Ia6ODaTODHBIX HCCIICIOBAHUM

VY DanMeHToB, TMOJIyYaBIIMX JICYCHHE METaMH30J0M, ObUIO 3aUKCHPOBAHO HW3MEHEHHE
pe3yabTaToOB Ja0OpPAaTOPHBIX TECTOB, MPOBOIMMBIX C HCIOJIB30BaHUEM peakuuu TpuHaepa u
NOJOOHBIX peakuuid (HampuMep, aHajdu3 KOHIEHTpAMM KPEaTHHHWHA, TPHUTIMLEPHIOB,
xonectepuHa JIIIBIT u MoueBO# KUCIOTHI B CBIBOPOTKE KPOBH).

4.5. B3auMopeiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHBIMH IpenapaTamMu M JApyrue BHIbI
B3aHNMOJAEeHCTBUSA

C I1pyruMM HEHApPKOTUYECKUMH aHAIbI€3UPYIOIMMH CPEACTBAMH

OnHOBpEMEHHOE MPUMEHEHHE METaMH30ja HATpUs C JPYTUMH  HEHAPKOTHYECKUMH
AHAJIBI'C3UPYIOIIUMU CPEACTBAMHU MOXKCET IMPUBCCTH K B3aUMHOMY YCHJIICHUIO TOKCHUYCCKHUX
3¢ (hekToB.

C TPUIHMKINYCCKUMH AHTHUACIIPECCAHTAMU, IEpOopaJIbHBIMHU KOHTpalncriTuBaMu

AJJIOITYPHUHOJIOM TpI/IIII/IKJII/I‘-IGCKI/Ie AHTUACTIPECCAHTHI, MEpopaJIbHBbIC KOHTPALCIITUBLI,

AJUIOITYPUHOJI HapyHarOT MeTa00JU3M METaMH30Ja HaTpusa B ICYCHU MW IIOBBIIIAKOT €I'0
TOKCHUYHOCTB.

C 68.D6I/ITVDaTaMI/I, d)eHI/IJ'I6VTaSOHOM U APYTHUMH MHAYKTOpAaMHU MHKPOCOMAJIbHBIX d)eDMCHTOB

IICYCHU
bapOutypatsl, ¢eHHIOyTa30H U OpyrHe WHAYKTOPHI MHKPOCOMAIBHBIX (DEPMEHTOB IEUEHU
0CIa0JIAI0T NEHCTBUE METaMHU30J1a HATPHSL.

C CCAAaTUBHBIMU CPECACTBAMU U TPAHKBHUJIM3aTOpPaAMU

Ce,[[aTI/IBHHe cpeactBa MW TPAHKBHUIIM3ATOPBI  YCUIIMBAKOT 066360HI/IB8_IOH166 HeﬁCTBHe
MCTAMH30JIa  HATpHA. HpI/I OJHOBPEMCHHOM MMPUMCHCHHUU MCTaMu30Jia  HaTpuda 151
XJIOpIIpOMa3nHa MOKET PA3BUTHCA TsKEJIad TMIIOTCPMUS.

C  1eKapCTBEHHBIMH _ CPEJCTBAMH, HMCIOIIMMH _ BBICOKYIO CBS3b  C OcIKaMH _ ILIa3MBbl

(HCDODZL]'II)HBIG THUITOTTTMKEMHUYCCKUC CpEACTBA, HCIIPAMBIC AHTHUKOAI'VJISIHTEI,

TJITIOKOKOPTHKOCTCPOHUIbI U I/IHIIOMeTaIII/IH)

MeTaMI/ISOJ'I HanI/Ifl, BBITCCHSA U3 CBA3H C 6CJ'IKaMI/I I1J1a3MbI nepopam,HLIe TUIIOTJINKECMHNUYCCKHC
CpGI[CTBa, HGHpSIMI)Ie aHTI/IKOElFYJ'IﬂHTI)I, FJ'IIOKOKOpTHKOCTGpOI/II[BI U MHAOMCTAIIUH, yCI/IJ'H/IBaeT nux
JICUCTBUE.

C MHETOTOKCUYHBIMH JICKAPCTBECHHBIMM CPEACTBAMM

MuenoTokCU4YHbIE JICKAPCTBCHHBIC CPCACTBA YCWIHMBAIOT IMPOABICHUC TCMATOTOKCUYHOCTHU
MCTaMU30JIa HaTpHU4.

C MeToTpeKcaToM

JloGaBinenne MeTamMu3o0jia HATpUS K  JICYEHHIO METOTPEKCATOM  MOXET  yCHJIMBATh
reéMaTOTOKCHUYECKOE JAEHCTBUE METOTpeKcaTa, OCOOEHHO Yy MAallMEHTOB IOXHJIOIO BO3pacCTa.
[ToaTomy crnenyer n3beratb COBMECTHOTO IPUMEHEHHSI 3TUX JIEKAPCTBEHHBIX CPEJICTB.

C THaMa30JI0M U CapKOIU3UHOM

Tuamazon u CAapPKOJIM3WH IMMOBBIIIAKOT PUCK PA3BUTHUA JICHKOIICHUH.



0 WCMNEPTHOMY OTYETY

N= 8527

AL

-

(noc IR HOCTE 00027
C kogennoMm, Ookaropamu Ho- THCTAMUHOBBIX euemo&g n-ﬁﬁ p&hoﬁ%w JCTh 0002)

Koneun, 6moxaTopsl Hz-rUCTaMHHOBBIX pPELENITOPOB M IMPOIMPAHOJION YCHIUBAIOT 3((eKTs
MeTaMH30J1a HaTpusl.

C peHTIreHOKOHTPACTHBIMU BEIISCTBAMH, KOJUIOMJHLIMHM KPOBE3aMESHUTEISIMU 1 MEHUIIMLIMHOM

PeHTreHOKOHTpacTHBIE BEIIECTBA, KOJJIOWIAHBIE KPOBE3AMEHUTENIN U MEHUIWUIMH HE JOJDKHBI
OPUMEHATHCS BO BpeMs JICYCHHS METaMU30JIOM HaTpusi (MOBBIIICHHBIA PUCK pPa3BUTHUSA
aHa(UIAKTHYECKUX/aHA(UITAKTONTHBIX PEAKIIHA).

C aueTWJICaIUIIMIIOBON KHUCIOTOU

[Ipy  COBMECTHOM MPHMEHCHMHM METAMH30J HATpHUs MOXKET YMCHbBIIATh  BJIHSHHE
aleTUICAIMIIMIOBOM KUCIOTHI Ha arperamnuio TpoMOOIuToB. [103TOMYy MaHHYI0O KOMOHHAIIUIO
CIIEAyeT MPUMEHATh C OCTOPOYKHOCTHIO MPH JICUCHHH MAIIMEHTOB, IPUHUMAIOIINX HU3KUE 03B
aIe TUJICATMIIMIOBOM KMCIOTHI [T KapIHOMPOTEKIHH (IIPOPHIAKTHKH TPOMOOOOPa30BaHus).

C cyocrparamu CYP2B6 n/unu CYP3A4

MetaMu3on MOXET HHIYIHpOBaTh MeTabonmusupytomme ¢epmentsl, Bkiaodas CYP2B6 wu

CYP3A4. CoBmectHoe mpumeHeHne Mertammsona ¢ cyocrparamu CYP2B6 w/mmu CYP3A4,
TaKUMHU Kak OymponuoH W 3(aBHUpeH3, METAIOH, IUKJIOCIIOPUH, TAKPOIUMYC WM CEPTPAJIHH,
MOYKET IPUBECTU K CHUKEHUIO KOHIIEHTPALMK JaHHBIX IIPENapaToB B IJIa3Me KPOBU.

[TosToMy pexoMmeHayeTcst COOII0AAaTh OCTOPOXKHOCTh IPU OJHOBPEMEHHOM IPUMEHEHUU
metamuzona U cyocrpatroB CYP2B6 w/mnmu CYP3A4; oueHKy KIMHUYECKOrO OTBETa W/WIN
KOHIIGHTpallMM IIpernapara B IUIa3Me€ KpPOBH CIEQYeT CONPOBOXAATh TeparneBTUYECKUM
JIEKapCTBEHHBIM MOHUTOPUHIOM.

C BajipIpoaToM

MeraMH30i1 MOXKET CHM)KATh KOHIICHTPALIMIO BAJIbIIPOaTa B CBIBOPOTKE KPOBH IIpU HUX
COBMECTHOM IMPHUMEHEHUHU, YTO MOTCHIUAIHLHO MOXET MPUBECTH K CHIKEHUIO 3((HEKTUBHOCTH
BajbIpoaTa. Bpauam, HazHAYAIOIMIKUM Mpenapar, clieyeT KOHTPOJIUPOBaTh KIMHUYECKHA OTBET
(KOHTPONIb TPUCTYTOB WM KOHTPOJb HACTPOCHHS) U MPH HEOOXOJWMOCTH PaCCMOTPETh
BO3MO>XHOCTh MOHUTOPHHTA KOHIIEHTPAIIUU BaJbIIPOaTa B CBIBOPOTKE KPOBHU.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTD

I[aHHI)IC O HCTaTHBHOM BJIMAHUKW METaMMU30Jia Ha IJI0A OTCYTCTBYIOT: Yy KpPBIC W KPOJIMKOB
METaMH30JI HE OKa3bIBAJI TEPATOTEHHOTO JCHCTBHUS, a TOKCHYECKOE JCHCTBHE Ha IUIOJ
HaOII0/1A7T0Ch TOJBKO MPH BBICOKUX J103aX, TOKCUYHBIX ISl OpraHu3Ma maTepu. TeM He MeHee,
KIIMHUYECKHUX JaHHBIX O MPUMEHEHUH Mpenapara Bo BpeMsi 0epeMEeHHOCTH HEI0CTaTOYHO.
MeTamMH3071 IPOHUKAET Yepe3 TUIALCHTY.

B mepBoMm TpumecTpe OGepeMEHHOCTH MPUMEHEHHE IMpernapara MpOTHBOMNOKa3aHO. Bo BTopoMm
TpUMeCTpe OCpEeMEHHOCTH JICYCHHWE IMPEnapaToM JIOJDKHO OCYIIECTBISTHCS IO CTPOTUM
MCIUIUHCKUM IMOKAa3aHUAM, €CJIM OXHUAacMas IOJib3a AJId MAaTCPU MPCBLIIIACT HOTGHHHHHBHBIﬁ
puck s miuona. IlpuMmeHeHue mpenapaTta B TPETbeM TPUMECTpE OEPEMEHHOCTH TaKke
MPOTUBONOKA3aHO. JTO OOYCJIOBIEHO TEM, YTO, XOTS METaMHU30JI W SBJSETCS CIa0bIM
WHTHOUTOPOM CHHTE3a MPOCTATIaHIUHOB, HEBO3MOXKHO MOJHOCTHIO UCKIIOYHTH BO3MOYKHOCTH

MNPEKACBPEMCHHOI'O0  3aKPBITHA apTCPHATIBHOI'O (60T8.J'IJ'IOBa) IMpOTOKa M OCIIO)KHEHUH B
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TPOMOOIIMTOB MAaTE€PU U HOBOPOXKAEHHOTO.

Jlakranus

MertaboauTel MeTaMu3osia IPOHUKAIOT B TIpyaHoe Mosioko. He pomyckaercs rpyaHoe
BCKapMJIMBaHHE BO BpeMs JICUCHHs MpPENaparoM M B Te4eHUE 48 YacoB IMOCIE IOCIETHEro
BBEJICHHUS IIperapara.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHHIMHM CPeJACTBAMM M PadoTaTh ¢
MeXaHUu3MaMH

Her paHHBIX O TOM, 4TO mpenapaT B PEKOMEHIOBAaHHBIX [03aX OKa3bIBAeT HEXeJIaTeIbHOe
BJIIMSIHUSA Ha CIIOCOOHOCTH YIPABJISATH TPAHCHOPTHBIM CPEJICTBOM M BO3MOXHOCTb paboTaTh C
MexaHuzMamu. O/IHAaKoO MpH Tepaluy MpernaparoM B BBICOKUX 033X, CIEAyeT NMPUHHUMAaTh BO
BHUMaHHE BO3MOXXKHOCTb HapyLIEHHMs CIHOCOOHOCTH K KOHIEHTpAallMU M CHMXKEHHsS CKOPOCTU
pEaKIMU, YTO MOXKET MPEACTaBIATh PUCK B CHTYyallUsX, I/Ie JaHHBIE CIIOCOOHOCTH 0COOEHHO
BaXXHBI (HAIpUMep, yIpaBiICHUE aBTOMOOMIIEM MM JIBHXKYIIMCSI MEXaHH3MOM), OCOOCHHO TIPH
COITyTCTBYIOILIEM YIOTPEOICHUH aJIKOTOJIS.

4.8. HexenarejibHbIC peaKUMu

TabanuHoe pe3IoMe HeXKeIaTeIbHBIX PeaKIIUi

Hwxke mnpencraBieHbl HEXeNaTelIbHBIC pPEaKIMU, pPAa3/IClCHHbIC [0 CHCTEMaM OpraHOB C
yKa3aHUEM 4YacTOThl WX BO3HHUKHOBEHHS B COOTBETCTBUU CO CICAYIONIMMHU TpalallusiMHu,
peKOMeHTI0BaHHBIME BceMupHoit opranusanueii 3apaBooxpanenus (BO3):

- oueHsb yacrto (> 1/10)

- gacro (>1/100, <1/10)

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

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

- oueHb penko (<1/10000)

- 4aCTOTa HCU3BCCTHA (Ha OCHOBAHHWH UMCHOIIUXCA OJAaHHBIX OICHUTDH HeB03MO)KHO).

CucreMHO-OpraHHbIi YacroTa He:xenateabHble peakuum
KJ1ace
Hapymenus co cropoHsl Penxo JICUKOTIEHUS
KpOBU U JTUM(paTHUECKON OueHb penko arpaHyJonnTOo3 (BKIIIOYAs CIy4yau C JeTaIbHBIM
CHUCTEMBI MCX0JIOM), TPOMOOLMTOICHHUS
Yacrora aruIacTUYeCcKas aHeMUs], TAaHIUTONICHHUS, BKJIIOYAas
HEU3BECTHA CIIyYaH C JIETAIbHBIM HCXOJ0M

Syt pPCaKkumn SABJIAKOTCA MUMMYHOJIOTMYCCKUMH I10 cBoeit Ipupoac. Onu MOT'yT BO3HHKATh OaXXC B
ciydae, €Clid paHee Tpernapar IPUMEHSJICS HEOAHOKPATHO 0e3 KaKuX-JIN00 OCIIOKHEHUH.

TUNMAYHBIMA CHMIITOMAMH arpaHyJIONUTO3a SBISIOTCS BOCHAIHUTENBHBIE MOPAKEHUS CIHM3HCTHIX
o0oJiouek (MOJIOCTH pTa U IJIOTKH, aHOPEKTAJIILHOM 00JIACTH W IOJIOBBIX OPraHoB), 00JIb B TOpJIE,
muxopaaka (BKIIOYash HEOXKHUJAHHYIO YCTOWYMBYH) JIMXOPAAKy HESICHOW O3THOJIOTUU WM
pEeIMIMBUPYIOIIY0  JuXopanaky). CliegyeT  ydYuThIBaTh, YTO  €CIM  TAlMeHT  MOJydYaeT
aHTI/I6I/IOTI/IKOTepaHI/I}O, TO THUIIMYHBIC TPOSABICHUA arpaHyjlonuTo3a MOIryT 6I)ITI) MHWHUMAJIBHO
BbIPpa’)XCHHBIMH. CKOpOCTI) OCCaaHus SPUTPOLUTOB 3HAYUTCIIBHO YBCIMYHMBACTCA, B TO BPEMS KakK
yBeNMUYEHUE TUM(OY3IIOB SBISIETCS CIIA00BBIPAYKEHHBIM I OTCYTCTBYET.

THUNIUYHBEIMH CUMIITOMaMH TpOM6OHI/ITOHeHI/II/I SABJIAIOTCA MNOBBIIICHHAA CKJIOHHOCTH K KPOBOTCYCHUIO
1 BO3HMKHOBEHHUE TIETEXHUI Ha KOXKE U CIU3UCTHIX 000JI0UKaX.

B cnyuae pa3BuTus BhIIENIEPEUHCICHHBIX HAPYIIEHUH CO CTOPOHBI KPOBU U TUM(DATHIECKON CUCTEMBI
He00XOMMO IIPEKPATHTh NPUMEHEHHE MTPernapaTa U NPOBECTH Pa3BEPHYTHIN KIMHUYECKUA aHAIIN3
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KpoBH (cM. pazzaen «Ocolble yKa3aHus).

(OCAEQOBATENEROCTE 0002

Hapymenust co cTopoHbI
MMMYHHOU CHCTEMBI

Penxo

METaMH30] HATpUS MOXET BEI3BIBATH
aHa(UIIaKTHIECKHE WA aHa(WIaKTOUTHBIC
peakiui, KOTOpbleé MOTYT OBITh TSDKEIBIMH H
YIPOXKAIONIMMH KM3HU, U B HEKOTOPBIX CIydasx
MOTYT MPHUBECTH K JETATbHOMY HUCXOIy. B ciydae
pasBUTHS  aHA(PWIAKTHICCKUX/aHAPUITAKTOUTHBIX
peakiuii HEOOXOIUMO HEMEMNJIECHHO MPEKPATHTh
BBEJICHUE Ipernapara, MPOBECTH MEPOIPHUATHUS TI0
OKa3aHUIO MALMEHTaM HEOTJIOKHON MEIUIUHCKON
MIOMOILM, IPOBECTH PA3BEPHYTHIA KIMHUYECKUI
aHanu3 KpoBu (cM. pasaen «OcoOble yKa3aHus» ).
OTH peakmuu MOTYT BO3HUKATh Jaxe B CIydae,
eClIM paHee Tpernapar MPUMEHSJICS HEOTHOKPATHO
0e3 Kakux-TM00 OCIIOKHCHUH.

Takue JeKapCTBEHHBIC PEAKIIMU MOTYT Pa3BHTHCS
BO BpeMs HWHBEKIUM METaMHU30JIa HATpUs WIH
4yepe3 HECKOJIbKO YacOB IIOCIE €ro BBEISHUS,
OJIHAKO OOBIYHO OHHU HaOJIOJAIOTCS B TCUYCHUC
MIEPBOTO Yaca MOCie BBEIEHHs Iperapara.

OO0bryHO OOsiee Jnerkue aHadUIAKTHYECKUE WIIH
aHa(bI/IJ'IaKTOI/IILHI)IC PpCaKkiuu MpOABIIAOTCA B BHUJC
KOXHBIX CHUMITOMOB H CHUMIITOMOB CO CTOPOHBI
CIM3UCTBIX 000J0YeK (TakuX Kak 3Y[, >KEHHe,
TUIIepEeMHUs], KpalmuBHULA, OTE€KH), OJBIIIKH U pexe
B BHJIE KaJI00 CO CTOPOHBI JKEITYA0YHO-KUIIIEUHOTO
TpakTa. bomee  5erkme — peakmuM = MOTYT
MIPOTPECCUPOBATH IO TSHKEIBIX (OPM C Pa3BUTHEM
IeHEPAIM30BaHHON KpanuBHULBL, TSKEIIOTr0
aHTHOHEBPOTHYECKOTO  OTeka  (OCOOEHHO ¢
BOBJICUEHHEM TOpPTaHM), TSHKETIOro OpoHXOocma3Ma,
HapylLICHUH pUTMa Ccepjia, PEe3KOro CHUKCHUS
apTepUalibHOTO  JaBJeHUs (KOTOpPOMY HHOI/IA
MPEIIIIECTBYET  IOBBIIICHHE apTepHabHOTO
I[aBJIeHI/ISI) u Ppa3sBUTHUEM TEMOAMHAMUYCCKOIO
10Ka

OueHb penko

y TAalWeHTOB C TOJNHBIM WIIM  HETOJHBIM
coueTaHHeM OpoHXHMANBHOM aCTMBI,
PELHUINBHPYIOLIETO TIOJTUTIO3a HOCa u
OKOJIOHOCOBBIX ~ Ma3yX W  HEMNepPeHOCHUMOCTH
AleTWICATAIIMIOBON  KUCIOTBI WM JIPYTHUX
HECTEPOUTHBIX MPOTHBOBOCTIATUTENBHBIX
mpenapartoB (B TOM 4YHCIE B aHaMHE3€), PeaKInu
HENEPEHOCHMOCTH OOBIYHO TPOSBISIOTCS B BUJE
MIPHUCTYTIOB OPOHXUAIEHOUN aCTMBI

YacroTa aHaQHUIAKTHYECKUH 110K

HEU3BECTHA
Hapy1enuns co cTopoHbl Yacrora cuaapoM KoyHnca (ayuieprudecKkuii ocTphIi
cepaua HEU3BECTHA KOPOHAPHBIH CUHIPOM)
Hapymenust co ctopoHb! Heuwacto BO BpeMs WIM II0CI€ BBEICHMs IIpernapara

COCYJIOB

BO3MOYKHO pasBuTHE W30JTUPOBAHHBIX
TPaH3UTOPHBIX THITIOTOHUYECKUX peaxmmit
(BO3MOXHO (hapmMakoIorndecku 00yCIOBIEHHOE U
HE COIMpPOBOXKAAONICECs JIPYTUMH MPOSBICHUSIMA
aHaQUIaKTHYCCKUX/aHADUIAKTOUIHBIX PEaKIHii);

10




et s
1

o1 31.03.20

Me E-FI-IT

COOTBETCTBYET 3KCMEPTHOMY OTU

ETY

B pegxp&"-"cnﬂz'&aﬁx":'- EJpEEﬂ)IE - ICHI/DRGH'I/IC

apTepUaJIbHOTO 1aBJICHU.
BricTpoe BHYTpHBEHHOE BBEACHHUE IIpenapara
YBEIMYUBAET PHUCK  Pa3BUTHUA MOJOOHBIX
TUIIOTEH3UBHBIX PEAaKLIUIL.

Hapy]_ueHH;[ CO CTOPOHBI Yacrora c0061uan005 0 Cly4dasax pa3BUTHA KEITYIOYHO-

JKEIIy JOYHO-KUIIICYHOI'O HCHU3BCCTHaA KHIICYHOT'O KPOBOTCUYCHUS

TpakTa

Hapyienus co cTopoHsI YactoTa MOXKET pa3BUBATHCS JIEKAPCTBEHHOE IMOpaKeHUE

MEYCHU U JKETUYEBBIBOSIINX | HEM3BECTHA MEYEHH, BKJIKOYAsd OCTPbIA TIENaTUT, XKENTYyXY,

nyTei TOBBILIEHHUE YPOBHS «II€YEHOYHBIX» TPaHCAMHUHA3

Hapy1enus co cTopoHbl Heuacto KpoMme MPOSIBIICHUI aHa(IaKTHIeCKIX/

KO>XH U IMOJKOXXHBIX TKaHEH aHa(pMIAaKTONIHBIX PEaKINi Ha KOXKE M CIM3UCTHIX
000JI04KaxX, IEPEYUCICHHBIX BHIIIE, HEYACTO MOXKET
BO3HHKATh (PUKCHPOBAHHAS JICKAPCTBEHHAS CHIITH

Penko KO>XHasl CBIIIb

OueHsb penko

cugapom  CruBenca-/[xoncona (CCH) wm
cuaapoM Jlaitenna (TOKCHYECKHH SMHaepMalIbHBIN
Hekposins (TOH)) ¢ aetanbHBIM HCX0I0M

YacTora JIEKapCTBEHHAsT peakmus C JO03MHOPWIHEH U
HEH3BECTHA cucreMubiMu cumrromamu (DRESS-cunmpom)
Hapymenus co cTopoHsl Heuacto BO3MOXHO OKpalllMBaHHE MOYM B KPAaCHBIA LIBET

MOYEK ¥ MOYEBBIBOSIINX
nmyTei

BCJICACTBUC IPUCYTCTBHA B MOUYC MeTa6OJ'H/ITa -
py0a30HOBOI KHCIIOTHI

OueHsb penko

BO3MOXXHO OCTpPO€ YXyALIeHHE (QYHKIHHM MOYEK
(ocTpast moyeyHass HEIOCTATOYHOCTE), OCOOCHHO Y
MaIMEHTOB ¢ 3a00JIEBaHUSIMU TIOYEK, B HEKOTOPBIX
cayvasx c OJIUTypHUEH, aHypueu W
MPOTEUHYpHUEH; B EAMHUYHBIX CIydasX MOXKET
Pa3BUTHCS OCTPHIA HHTEPCTHLUAILHBIA HEQPUT

OO6mue paccTpoiicTBa u
HapyIIeHHUs B MECTE
BBEJACHUS

Heuacto

B MeCTE WHBEKIIMM BO3MOXKHA OOJIE3HEHHOCTH H
MECTHBIE peakluu (TUIepeMusl)

OueHsb penko

¢ebur

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxno COO6I_I_IaTb 0 MOJO3PUTCIIBHBIX HECXKCIIATCIIbHBIX PECAKIIUAX IMOCJIC pCTUCTPAIUU IIPCIIapaTa

C ICIBRO obecneyeHus HCMIPEPBIBHOI'O MOHHUTOPHHIa COOTHOLICHHUSA «IIOJIb3a — PUCK»

JIEKapCTBEHHOI' 0 Mpemnapara. MeIuuuHCKUM pabOTHHKAM PEKOMEHIYeTCs coOo0IaTh O JII0ObIX

MoA03pCBACMBbIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpEriapara 4C€pe3 HALIMOHAJIbHBIC

CHUCTEMBI COOOIIEHUS O HEXKENIATeNbHBIX PEAKIUSIX TOoCylapcTB — ujeHoB EBpaswuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccuiickasa ®edepayus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEeHUs

Anpec: 109012, r. Mocksa, CnaBsiHckast miiomanib 1. 4, ctp.1

Tenedon: +7 (800) 550-99-03

OnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B uH(bOpMaIIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «HTepHEeT»:
https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

CHMIITOMBI

[Ipu mepeno3upoBKe BO3MOXKHO TOSBJICHHE CIIEAYIONIUX CHUMIITOMOB: TOLTHOTA, pBOTa, OOIH B
JKUBOTE, CHIWKEHHE (YHKIIMM TIOYEK/OCTpas TMoYedyHas HEJOCTaTOYHOCTh C OJUTypUeHl
(Hampumep, BCIICACTBUE Pa3BUTHS MHTEPCTUIMAILHOTO HedpuTa), 0ojiee peaKO CUMITOMEI CO
CTOPOHBI LIEHTPAJIbHOW HEPBHOU CUCTEMBI (TOJIOBOKPYKEHUE, COMHOJICHLIUS, KOMA, CyI0POTH) U
pE3KOe CHUXKEHUE apTepHAIIbHOTO AaBiCHUS (MHOTIA MPOTrpeccCUpyroliee 0 II0Ka), a Takke
HapyILIEHUs CepeuHOro putMa (Taxukapaus). [lociae BBeAeHUSI OYEHBb BBICOKHUX /103 BBIBEJICHUE
4yepe3 MOYKH HETOKCHYHOro MeTabonuTa (py0a30HOBOW KHCIIOTHI) MOMKET BBI3bIBATH KPACHOE
OKpaIIMBaHUE MOYH.

JleueHue

Crnernuduyeckoro aHTUI0TA JUIsl MeTamMu30yia HaTpusi HeT. OCHOBHOM METa0OJIUT METaMH30J1a
(4-N-MeTUIaMUHOAHTUIIMPUH) BBIBOJUTCS C IOMOIINBIO T'eMOAMANIN3a, T'eMOPHIbTPAIINH,
remonepdy3un uiau puiabTpanuu 1asMmbl.  [Ipy  pa3BUTHH  CYJOPOXHOTO CHHIpPOMA -

BHYTPHUBEHHOE BBEICHHE JHa3enamMa 1 ObICTPOICHCTBYIOINUX 0apOUTypaToB.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA

q)aDMaKOTGDaHGBTquCKaH rpynumna. AHaJII)FCTI/IKI/I; APYruc QaHaJIbICTUKU W AHTUIIMPCTHUKU,

MAPA30JIOHBI.
Kon ATX: N02BB02.
5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

MexaHu3M ASHCTBHUS

Ero mexaHusm JeicTBHS OKOHYATENIbHO HE YCTaHOBJEH. VIMerouuecs AaHHBbIE IO3BOJISIOT
noJjlarath, YTO METaMuU30Jl U ero ocHoBHOM MeTabonut (4N-mertunamunoantunvpun [4-MAA])
00Ja/1a10T EHTPaIbHBIM U NIepU(PEepuIecKUM MEXaHU3MOM JAeHcTBUs. B 103ax, MpeBbIIIaomuX
TEpaneBTUYECKUE J103bl, MOKET JIOCTUIaThCs MPOTHUBOBOCHAIUTEIbHBIN 3(PPEKT, BO3SMOKHO 32
CYET MOJIaBJICHUS] CHHTE3a MIPOCTarJIaHNHOB.

dapmakogngamMuyeckue 3P HeKTol

AHanpre3upyiomniee HEHApKOTHYECKOE CpEACTBO, TPYNIbl MHPA30JIOHOB, 00IamaromInit
aHaJIbI€3UPYIOIINM, )KaPOTIOHMKAIOIIUM U CTIa3MOJIUTUYECKUM JACHCTBUEM.

5.2 dapmMakoKkMHeTHYeCKHe CBOICTBa

AOcopOuus

[Tocne BHYTPUMBIIIEUHOTO BBEACHHUS TIpermapata OHOJOCTYIMHOCTh OCHOBHOTO METa0oJMTa
Meramuzona (4-MAA) cocraBiser 87 %. Cpennee 3HaueHHWE BPEMEHH JIOCTHKEHUS
MaKCHUMaJIbHOW KOHIICHTPAIIUH MTOCJIe B/M BBeIeHH - 1,7 Jaca.

Pacrnpenenenue

Ces3biBanne 4-MAA c¢ Oenkamu mia3Mbel KpoBH cocrtaBiseT 58 %. [pyrue merabosnThl
METaMHU30JIa CBS3BIBAIOTCS C O€JKaMW IUIa3Mbl KpPOBM B CleAylolled creneHu: 4-
amuHOaHTUNIUPUH — 48 %, 4- hopmunamMuHoaHTUIMPHH — 18 % 1 4-aneTHIaMUHOAHTUIIMPUH —
14 %.
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TPyAHOE MOJIOKO KOPMSILKUX MaTepeil.

BI/IOTDaHC(bODMaHI/IH

OcHOBHOII MeTabonuT MeTamusona, 4-MAA,
MEYCHU TyTEM OKHCIICHUS, IEMETHINPOBAHUS
MeTa00IUTaMA

OCHOBHBIMH METaMH30J1a

SABJIAKOTCS

nojiBepraercs JalibHelleMy MmeTabonu3smy B
U TOCJENYIOIIEr0 aueTuInpoBanusd. pyrumu
(4-AA), 4-

4-aMMHOAQHTUIIUPUH

dopmunamuHoanTunupud (4-OAA) u 4-anermnamuHoantunupun (4-AnAA). HMccnenoBanue

CBOMCTB YETHIPEX OCHOBHBIX META0OJUTOB METaMH30Jia IMOKA3aJi0, YTO JKApPOIOHIKAOIIEE,

AHAJIBI'C3UPYIOHICE U IIPOTUBOBOCIIAIIUTEIILHOC ,Z[eflCTBHC Imperapara MOI'yT OBITE O6YCJ'IOBJ'ICHI)I

Mmeraboimramu 4-MAA u 4-AA.
OIUMUHALMSA

VY 3p0poBeix Myx4uH Oojiee 90 % 03Bl mpenapaTa, BBEICHHOW B/B, BBIBOJUTCS C MOYOH B

teuenue 7 aned. [lepmon momyseiBenenust (T1/2) meramu3oia, MEYEHHOTO PaIuOU30TOIIOM,

cocraBisieT okoio 10 yacos.
Hns 4-MAA 3nauenus TepmuHaimbHoro T1/2

OPU pa3HbIX MYTSAX BBEICHUS KOJIEOIIOTCS B

npenenax ot 2,5+0,06 mo 3,2+0.8 wacos, a s apyrux meradomutoB T1/2 cocraBusier ot 3,7 10

11,2 gacos.

JIn"elHOoCTh (HEIUMHEHHOCTD)

I[J'ISI BCEX MeTa0OJUTOB METaMHU30J1a XapaKTCpHa HEJIWHEHHAs Q)apMaKOKI/IHeTI/IKa. Kinnangeckas

3HAYUMOCTb JAAaHHOI'O Q)aKTa HC YCTAHOBIJICHA.

MeTa6OJII/ITOB NMECT MUHUMAJIBHOC 3HAUYCHUC.
JInna moyKuJioro Bo3pacra
Y

3I0POBBIX  TOOPOBOJIBIIEB  MOYKHIIOTO

Bozpacta T1/2 4-MAA Obin

HpI/I KOPOTKOM KYypCC JICYHCHHS HAKOIUICHUC

CYLLIECTBEHHO

IMPOAOJIDKUTCIIBHEES, a4 KIIMPCHC 4-MAA - CYHICCTBCHHO HUXKE, YCM Yy JIMI MOJIOAOI'0 BO3pacCTa.

CTH

BriBenenue MeTa0O0JIUTOB y JeTen MMPOUCXOAUT 3HAUYUTCIIbHO 6LICTpee, 4YCM Yy B3pPOCIIbIX.

Hapyuienue d)VHKHI/II/I OCYCHU

VYV nauumeHtoB ¢ HapymeHusMu ¢GyHkiuu nedenn T1/2 4-MAA u 4-OAA yBenumuuBaercs

npuMepHo B 3 pasa. [IoaToMy y manueHToB ¢ HapylIeHUSIMH (PYHKIIUY [TEYEHU CIelyeT U30eraTh

MPUMEHEHHUs IIpernapaTa B BBICOKUX J103aX.

HaDVHIeHI/ISI d)VHKHHH IIOYCK

[Tpu HapymeHusX QyHKIUHM MOYEK CHHUXKAETCS

CKOPOCTBh BBIBCACHHA HCKOTOPBIX MeTa0O0JIUTOB

(4-AuAA, 4-OAA). TlodToMy maimeHTaM ¢ HapylieHHeM (YHKIMU MOYeK ClienyeT n30erarhb

MMPUMCHCHUA MpeIIapaTa B BEICOKUX 103aX.

6. PAPMALLEBTUYECKHE CBOICTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Bona miis uabeknuii

6.2. HecoBMecTUMOCTD

B cBs3u ¢ OTCYTCTBUCM HCCIIeI0BaHUM COBMCCTUMOCTH, JaHHBIN J'IeKapCTBCHHHﬁ npemnapar HE

CJICAYyCT CMEIIMBATDh C APYTUMH JICKAPCTBCHHBIMU ITPEIIapaTaMu.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3roga

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NPU XPAHEHUU

B 3amuiieHHOM OT CBeTa MECTe, MpU TeMIiepatype He Boiie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

I[To 1 Ma unu 2 M B aMIyJbl HEUTPaJIbHOTO CTEKJa 1-ro ruApoIMTHYECKOro Kiacca WIn
HeWlTpanbHOTOo crekina Mmapku HC-3.

ITo 10 amnyn BMecTe ¢ MHCTPYKLHMENH 10 IPUMEHEHHIO TIOMELIAIOT B MaYKy U3 KapTOHA U
BKJAJbIIIeM U3 OyMaru o(CceTHOM WIM ToQpUpPOBAHHOM JIEHTHI, WU CHELHUAIbHBIMU
IHE3/1aMU U HaKJIEUBAIOT 3TUKETKY-0aHAEPOIIb.

JlonyckaeTcs TEKCT 3TUKETKU-0aH1epOoJd HAHOCUTh HEMOCPEICTBEHHO HA MAUKYy.

I[To 5 amMnyn mnoMemarT B KOHTYPHYH SUYEMKOBYH yINAKOBKY U3 IIJICHKHU
NOJMBUHHIXJIOPUIHON U (OIBIU ATIOMUHUEBOU JTAaKUPOBAHHON MIIH 0€3 QOJIbru.

[To 2 KOHTypHbIE SYEMKOBbIE YNAKOBKM BMECTE€ C HUHCTPYKIUEHW MO HNPUMEHEHUIO
NOMENIaoT B MauKy U3 KapTOHA U HAKJIEUBAIOT 3TUKETKY-0aHIepOJib.

Jlonyckaercs TEKCT 3TUKETKU-0aH/1€pOIu HAHOCUTh HEMOCPEICTBEHHO Ha MaYKy.

B kaxayro mauky BKJIaJbIBalOT HOXK aMITyJIbHBIA WM ckapugukartop. Ilpu ymakoBke ammyi ¢
TOYKOM MJIM KOJIBLIOM pa3jioMa HO aMITyJIbHBIA WIIN CKapu(UKaTOp HE BKIIA/IbIBAIOT.

He Bce pa3mepsl yIIakoBOK MOTYT OBITh TOCTYIIHBI JUIsl peaIu3aliu.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, IMOJYYEHHbIX IIOcjle NPHMEHEeHUus:
JIEKApPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIMyJIsiiiU ¢ npenapaTomM

Het oco0bix TpeboBanmii kK yTuiu3anuu. Beck ocTaBmmiics iekapcTBEHHBIN IpenapaT U OTXOIbI
CJIelyeT YHUYTOXXKUTb B COOTBETCTBUM C YCTAHOBJICHHBIMU HAallMOHAJIBHBIM 3aKOHOJATEIbCTBOM

TpeOOBaHUSMHU.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

Poccniickas @enepanys

OKII «ApmaBupckas 6nopadbpuka»

352212, KpacHonapckuii kpaii, HoBokybanckuit paiion, n. Ilporpecc, yin. Meunukosa, 1. 11
Temn.: (86195) 2-11-15, daxc: (86195) 4-10-26.

7.1. IlpeacraBuTe/b AepaKaTessi perHCTPALMOHHOIO Y10CTOBEPEHHUS

[Tperen3un noTpeduTesIed HAIPABIATH 110 AAPECY:

Poccniickas @enepanys

OKII «ApmaBupckas 6nopadpuxa»

352212, Kpacnogapckuii kpaii, HoBoky6anckwii paiion, . [Iporpecc, yin. Meunukosa, 1. 11
Ten.: (86195) 2-11-15, daxc: (86195) 4-10-26.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
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9. IATA TMEPBUYHON PETMCTPALIMU (IOMTBEPACHHNSA PEFHCTPARMM,

INEPEPETUCTPAIINN)

Jlara nepBoii peructpaiuu:

10. JATA IIEPECMOTPA TEKCTA

OOmiast  XapakTepuCTHKa JICKapCTBEHHOTro Tpemapara AHAIbIHH — JOCTYIIHA  HA
UH(OOPMAIIMOHHOM mopTaie EBpa3suilckoro 3KOHOMHYECKOrO COr3a B HH(GOPMAIMOHHO-
KOMMYHUKaIMoHHO# cetn «HTepHeT» https://eec.eaeunion.org/.
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