COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.10.2024 N= 23964

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0 7)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA
Noymnpoden Meaucop06, 200 Mr, Karncymbl.

2. KAUECTBEHHBIN 1 KOJJMYECTBEHHBIA COCTAB
JeticTBytomee BemecTBo: HOynpodeH.
Kaxxnas kancyna conepxut 200 mr udynpodena.

[TonHbIi epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIEH B pasnene 6.1.

3. IEKAPCTBEHHASA ®OPMA
Kancynbl.
TBepbie sxenaTHHOBBIE Karcylbl Nel ¢ Kopmycom 0enoro 1Beta U KpbIIIEYKOM 3eJIeHOr0 1BETa.

Conepxrumoe KarcyJi: OpoIIoK OEJIoro Uik 0esIoTo C KeITOBATHIM OTTEHKOM IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IlokazaHusl K IPUMEHEHHUIO

No6ymnpoden Mearncopb mokazaH B3pOCIBIM H IETSIM OT 12 neT.
e TO0JIOBHAs OOJIb;

®  MUTPCHb;

e 3yOHas Ooub;

e  0OJIe3HEHHBIE MEHCTPYallUU;

®  HEBpaIrus;

e  (O0JIb B CIIHHE;

®  MBIIICYHBIC U PEBMATUYECKHE OOJIH;

L4 JIUXOPAAOYHBIC COCTOSAHHS ITPU I'PUIITIC U ITPOCTYAHBIX 3a00JICBaHUSIX.

4.2. Pe:kuM 103UPOBAHNS M CIOCO0 MPUMEHEHUSI

PexxuM 103upOBaHus

TonbKO 17151 KpPaTKOBPEMEHHOT'O IPUMEHEHHUS.

Bspocnvie

Buytpp o 1 kancyne (200 mr) no 3—4 pa3 B cytku. MHTepBan Mexy npueMaMu mpenapara
JIOJIKEH COCTaBJISITh 6—8 4acoB.

Jns moctmwkenust 6onee ObICTpOro TepameBTHUYEeckoro 3ddexTa y B3pOCHBIX pa3oBas 103a
MOXET OBbITh yBenuueHa 7o 2 karcyn (400 Mr) 1o 3 pa3 B CyTKH.

MakcumanibHas cyTouHas 103a cocrasisier 1200 mr.

CTH
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Jlemu cmapwe 12 nem

Buytps no 1 xancyne (200 mr) no 3—4 pa3 B cyrku. MHTepBan Mexay npueMaMy Npenapara
JIOJDKEH COCTaBJISITh 6—8 4acoB.
MakcumanibHas cyTouHas no3a s aereid 12—17 net coctasnsger 1000 mr.

Cnoco0 rmpuMeHeHus

BnyTps, He pasxeBbiBas. Karcymel cieqyer 3anuBarh BOJIOM.

4.3. lIlpoTuBOoNOKa3aHUs

e TunepuyBcTBUTENBHOCTh K HOYNMpodeHy WM K JI0O0OMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pazjene 6.1.

e [lomHOE WM HEMOJHOE COYeTaHWE OPOHXMAIBHOW ACTMBI, PELUIMBHPYIOLIETO MOJIHMIIO3a
HOCa M OKOJIOHOCOBBIX IIa3yX, M HENEPEHOCUMOCTH AaLECTUJICAIULMIOBON KHUCIOTHI WIN
JPYTUX HECTEPOMIHBIX MPOTHBOBOCHANUTENbHBIX mpernaparoB (HIIBII) (B Tom umcne B
aHaMHe3e).

e DpO3MBHO-sI3BEHHbIE 3a00JIeBaHUS OpPraHoB jkenyaouHo-kumeuHoro tpakra (OKKT) (B Tom
yHuclie S3BEHHas OOJEe3Hb JKENydKa MU JIBEHaJUATUIEpCTHOW KulIKu, Oosie3Hb Kpona,
SI3BEHHBIN KOJIUT) WM S3BEHHOE KPOBOTEUYECHUE B aKTUBHOM (ha3e WM B aHaMHe3e (ABa WK
6oJiee MOATBEPKICHHBIX AMHU30/1a A3BEHHOM 00JI€3HHU WM SI3BEHHOTO KPOBOTEUECHMS).

e KpoBoreuenne wmm mnepdopauus s3Bel JKKT B anamHese, CIPOBOIMPOBAHHBIC
npumenennem HIIBII.

e Tsmxemas cepaeunas HenoctatouHocTh (kmacc IV mo NYHA —  kmaccudukarus
Hero-Mopkckoit Accoluanuu KapIuonoroB).

e TspKenas neyeHOYHast HEJOCTATOUHOCTh MK 3a00JIeBaHMe NTEYEHU B aKTUBHOM (a3e.

e [JloyeyHass HEIOCTAaTOYHOCTh TSDKENOW creneHW TskecTH (kiupeHc kpeatuHuHa (KK)
< 30 MI/MUH), TOATBEP)KICHHAS THUIIEPKAIUEMHUSL.

e JlexomneHcHUpoBaHHas cepleyHas HEAOCTATOYHOCTh; TEpUOJ IOCiIe MPOBEACHUS
AOPTOKOPOHAPHOTO IIYHTUPOBAHMS.

e IlepebpoBackynspHOE 1M HHOE KPOBOTEUEHHE.

e T'emodunus u npyrue HapylIeHHUs CBEPTHIBAEMOCTH KPOBHU (B TOM YHCII€ TUIIOKOATYJISAIUA),
reMOpparu4eckue JUaTe3spl.

e bepemenHocTh B cpoke Oosiee 20 Helemlb.

e Jlerckuii Bo3pact a0 12 yer.

4.4. OcoOble yka3aHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO
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Oone3Hu kemyaka Wi s3BeHHOro kpoBoTedeHus JKKT; racTput, SHTEpUT, KOJIUT, HaIH4UUe
undekuun Helicobacter pylori, s3BeHHBI KOJIMT; OpOHXHMANbHAs acTMa WM aUICPTUYECKUE
3a0o0yieBaHUsl B CTaAuK OOOCTPEHUS WU B aHaAMHE3€ — BO3MOXKHO pPa3BUTHE OpoHXOCHa3zMa;
CUCTEMHasl KpacHasl BOJYaHKa WM CMEIIaHHOE 3a00JIeBaHHE COCTUHUTENILHON TKaHU (CUHIPOM
[[lapma) — TOBBINIEH PHCK AaCENTHYECKOTO MCHHWHTUTA; BETPSHAs OCMa;, [oYeyuHas
HEJOCTAaTOYHOCTh, B TOM uyucie upu ob6e3BoxkuBanuu (KK wmenee 30-60 wmi/muH),
HEe(POTUYECKUI CHHIPOM, IEUEHOYHAs HEIOCTATOYHOCTh, LMPPO3 IEYEHH C MOPTAIbHOMN
TUIEepTEeH3UeN, TUNepOmIupyOuHeMus, apTepualibHas TUNEPTeH3Us W/WIM  cepieyHas
HEJIOCTAaTOYHOCTh, IIepeOpPOBACKYIISIPHBIE 3a00IEBaHUs, 3a00JIEBaHUSI KPOBU HESICHOM ITHOJIOTUU
(JrefikomeHUs u aHeMus ), TSKEJIbIE COMAaTHUYECKHUE 3a00JIeBaHuUs,
JTUCITATIAEMUS/TUTIEPIIUITUEMUS, CaXapHblii AuadeT, 3a0oneBanus nepudepruueckux apTepHid,
KypeHHe, 4acToe YMoTpeOJIeHHe alkorojs, OJHOBPEMEHHOE IMPUEM JIEKApPCTBEHHBIX CPEACTB,
KOTOpPBIE MOTYT YBEJIMYUTH PUCK BO3HUKHOBEHHUS SI3B HJIM KPOBOTEYCHHUS, B YaCTHOCTH,
MEPOPATBHBIX TIIFOKOKOPTHKOCTEPOUIOB (B TOM YHMCIIC MPEAHU30JIOHA), AHTHKOATYJITHTOB (B TOM
yrcne BapdapuHa), CEIIEKTUBHBIX MHTHOUTOPOB OOPATHOTO 3aXBaTa CEPOTOHMHA (B TOM 4YHCIIE
nuTanonpama, (IyoKCeTHHA, MapOKCeTHHA, CepTpajuHa) WM AaHTHArperaHToB (B TOM YHUCIE
AlETUJICAIMIIMIIOBOM KHCIIOTHI, KIIOMUIOTpena), OepeMEeHHOCTh B cpoke MeHee 20 Hexmelnb,
MIEPHUOJ TPYAHOTO BCKAPMITHBAHWSI, ITOKHIION BO3PACT.

Pekomenayercss mpuHUMaTh MpernapaT MaKCHUMajlbHO BO3MOXKHBIM KOPOTKMM KYpcoOM H B
MUHUMAaIbHON 2 GEKTUBHOI 103€, HEOOXOANMMOM ISl yCTPAHEHUSI CUMITTOMOB.

Bo BpeMs IIUTENBEHOTO JICUEHUST HEOOXOJWM KOHTPOJL KapTHUHBI TMEepUPEPHUSCKON KPOBU U
(YHKITMOHATBLHOTO COCTOSIHHMSI TIEYCHHM M TOo4YeK. [Ipy TOSBIEHWM CHMITOMOB TacTPONATHH
MOKAa3aH TIHIATENbHBI KOHTPOJb, BKIIOYAIONIMIA MpOBEACHHE 330()aroracTpoayo/IeHOCKONHH,
o0t aHanu3 KpoBW (OMpeAeNieHHue TeMOTrIo0MHA), aHallM3 Kala Ha CKPBITYI0 KpoBb. [Ipu
HEOOXOIUMOCTH OTpesesieHus 17-KeToCTepOrI0B penapar ciaeayeT OTMEHUTD 3a 48 4acoB 110
ucclieIoBaHus. B miepuot ieueHust He peKOMEHIyeTCsl TIPUEM STaHOIA.

[TarueHTamM ¢ MOYEYHON HEIOCTATOYHOCTHIO HEOOXOIMMO MPOKOHCYIBTUPOBATHCS C BpPadyoM
nepes MpUMEHEHHEM Ipenapara, MOCKOJIbKY CYIIECTBYET PUCK YXYIIICHHUS (YHKIIMOHATHHOTO
COCTOSTHUS TIOYEK.

[TaiuenTam ¢ TUMEpTEH3WEH, B TOM YHWCIE B aHaAMHE3€ W/WIW XPOHUYECKOW CepIAeHHOU
HEJOCTAaTOYHOCTHI0, HEOOXOIUMO TPOKOHCYIHTHUPOBATHCS C BpadoM Iepeq MPUMEHEHHUEM
mpemapara, IOCKOJBKY TpermapaT MOXET BBI3BIBATh 3aJEPKKY JKHJIKOCTH, TOBBIIICHUE

apTEpPUAIBLHOIO TABJIEHUSA U OTEKH.
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HepoctatouHocThio |- kmacca mo NYHA, umemudeckoit 601€3HbI0 cepiia, 3a001eBaHUsIMU
nepudepudecKux apTepuii W/ - 1epeOpOBAacKYyISIpHBIMU  3a00JICBaHUSIMH ~ Ha3HAYATh
uOynpodeH cienyeT TOJIbKO MOCIIe TIIATEIbHON OLIEHKH COOTHOIICHHUS 10J1b3a — PUCK, IPU ITOM
cienyeT uzberaTb MPUMEHEHUS BBICOKUX 103 nOynpodena (> 2400 Mr/cyTkn).

WNudopmanius aist KEHIIWH, TUIAHUPYIONINX OCpEMEHHOCTh: JaHHBIC JEKApPCTBEHHBIC CPEICTBA
noaaBsitoT nukiookcurenasy (L{OI') u cuHTe3 mpocrarianaiuHOB, BO3ACHCTBYIOT Ha OBYJISIIHUIO,
MOTYT HapylaTh >KEHCKYIO PENpOAYKTHBHYIO (PYHKIHIO (0OpaTUMO IOC/I€ OTMEHbI JICUCHUS)
(cm. paznen 4.6.).

[Tpumenenne HIIBII y manueHTOB ¢ BETpSHON OCION MOXET OBbITh CBSI3aHO C IOBBILIEHHBIM
PUCKOM  DPa3BUTHS  TSOKENBIX THOWHBIX  OCJIOKHEHHA ~ HH(EKIMOHHO-BOCTIAIUTEIBHBIX
3a00/IeBaHUN KOXH M TOAKOXKHO-)KUPOBOM KIETYATKU (HAampUMep, HEKPOTUZUPYIOUIErO
daciuuTa). B cBsi3u ¢ 3TUM pexoMeHayeTcs u30eratb MPUMEHEHHUs Mperapara Npu BETPSHON
ocrie.

Cepbe3Hble KOXKHBIE PEAKIIMH, HEKOTOPBhIE U3 HUX CO CMEPTEIbHBIM HCXOJOM, B TOM YHCIIE
sKc(onraTuBHBIN AepMaTUT, cuHapoM CTHBeHca-J[>KOHCOHA M TOKCHYECKHH SIMUaepMaIbHbIN
HeKposin3, B cBa3u ¢ npuMeHenueM HIIBII perucrpupyrorcs odyenp penko. [lo-Buaumomy,
MAlMEHTHI TTOJABEPTalOTCsI MAKCUMAIBHOMY PUCKY ATHUX PEaklMi Ha PaHHUX CTAIUSIX TEparuu,
peakuuyu B OOJIBIIMHCTBE CJIy4yacB BO3HUKAIOT B TEUYEHHE IIEPBOrO MecAla JIEYEHUs.
CooOmanioch 00 OCTpOM Te€HEpaIM30BAaHHOM d3K3aHTeMaTo3HoM myctynede (AGEP) B
OTHOIIEHMH uOynpodeH-coaepkamux mnpenaparoB. llpuMeHnenue mpemapata clemyeT
MPEKPATUTh TIPU TIEPBOM IMOSBICHUHM TPU3HAKOB U CUMIITOMOB CEPHE3HBIX KOXHBIX PEaKIIMiA,
TaKUX KaK KOXHas ChIlb, MOPAKECHHUS CIU3UCTON OOOJOYKH, WM JIFOOBIX IPYTUX MPHU3HAKOB
TUINIEPUYYBCTBUTEIBHOCTH.

[Tpumenenne HIIBII, conepxkamux uOymnpodeH, MOXET MacKMpOBaTh  CHUMITOMBI
MH(QEKIMOHHOTO 3a00JIEBaHUS, YTO MOXKET NPUBECTU K 3a/lep’KKe Hayala COOTBETCTBYIOIIETO
JICYCHHUS] ¥ TEM CaMbIM OCJIOKHHUTH TeueHue 3aboisieBanusi. Ecnu ubynpodeH nmpuMeHsoT npu
MOBBIIICHUH TeMIepaTyphl Tella WM AN oOserdeHus Oonu mpu MHOEKIHH, PEKOMEHIYETCS
MPOBOAWTH MOHUTOPUHT UH(PEKIHOHHOrOo 3abojeBaHus. B  ycloBHSX JNe4eHHS BHE
MEIUIIMHCKOTO YUYPEKIEHUS TMAalMeHT JOJDKEH OOpaTUThCs K Bpady, €CIH CHUMIITOMBI

COXPAHAIOTCA UJIW YCUIIMBAKOTCA.

4.5. B3amMmopeiicTBHe ¢ JAPYrHMH JIEeKAPpCTBEHHBIMHM MpenapaTaMd M JApyrue BH/bI

B3auMO/IeliCTBUSA
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JIEKApCTBEHHBIMU CPEACTBAMU:

* AuerniacanuuuioBas KHMCIOTA: 3a UCKJIIOUEHUEM HU3KHX 103 alleTWJICAIULUIOBONH KHUCIOTHI
(He Oosee 75 MI' B CYTKH), HA3HAQUYEHHBIX BPAauyoOM, [TOCKOJIbKY COBMECTHOE MPUMEHEHUE MOXKET
HOBBICHTh PHCK BO3HHKHOBEHHs HexenatedabHbix peakimii (HP). Ilpm omHOBpeMeHHOM
OpUMEHEHUH HOYNpO(QEeH CHMXKAET MPOTHBOBOCIAIMTEIBHOE M AHTHArpETaHTHOE JCHCTBHE
ALETUICATMIMIOBOW KUCIOTHI (BO3MOXHO MOBBIIIEHUE YACTOThl Pa3BUTHUS OCTPOM KOPOHApHOU
HEJO0CTAaTOYHOCTH y NAIMEHTOB, MOJIyYalOIUX B Ka4eCTBE aHTUArPEraHTHOIO CPEICTBA Majble
J103bl aLlETWICAINLMIOBON KUCIIOTHI, [TOCIIE Havyaja nprueMa noynpodena).

Hpyrue HIIBII, B Tom uwmcne cenekTuBHbie wuHruomtopsl L[OI-2: cnemyer wusberartsb
OJTHOBPEMEHHOTO TIPUMEHEHUs IBYX U Oosiee mpenaparos u3 rpymmsl HIIBIIT u3-3a Bo3M0OKHOTO
YBEJIMUEHUS pUcKa BO3HUKHOBeHUs HP.

C 0CTOPOXKHOCTBIO IPUMEHSTH OJHOBPEMEHHO CO CIEAYIOLUIMMHU JIEKAPCTBEHHBIMU CPEICTBAMMU:
* AHTHKOArynsHTel u TpomOonmuTHueckue mpenapatsl: HIIBII moryt ycunuBath 3QQexT
AQHTHKOATYJISTHTOB, B YaCTHOCTH, Bap(aprHa U TPOMOOIMTUIECKHUX TPETIapaToB.

* AHTUTMIIEpTEH3UBHbIE CPEACTBA (MHTUOUTOPBI AHTMOTEH3MHIIPEBpALIAoNero QepmeHra
(ATI®) u anTaronucts! anruotensuna Il) u quyperuku: HIIBIT moryT cHmxath 3 (HEeKTHBHOCTh
npenapaToB dTHX Tpynin. JAuyperuku u uHruouropsl AII® MoryT noBeImaTe HePPOTOKCHIHOCTH
HIIBII.

* [ JIOKOKOPTHKOCTEpOU/IbI: TOBBILICHHBIH puck oOpasoBanus 3B JKKT u xemynouHo-
KHILIEYHOTO KPOBOTCUYCHHUS.

* AHTHArperaHTbl ¥ CEJIeKTUBHbIE HHIMOUTOPHI 0OPATHOrO 3aXBaTa CEPOTOHMHA: MOBBIIIEHHBIN
PYCK BO3HUKHOBEHUS XKEIYAOYHO-KUIIEYHOTO KPOBOTECUEHUSI.

* CepeuHble MIMKO3UIbL: 0JHOBpeMeHHOe Ha3HaueHue HIIBII u cepaedHbIX ININKO3HI0B MOXKET
NPUBECTH K YCYT'YOJEHMIO CEepA€YHON HEeIO0CTaTOYHOCTH, CHM)KEHUIO CKOPOCTU KITyOOYKOBOM
GuIbTpauy U YBEJIUYEHUIO KOHIICHTPAI[UN CEPACUHBIX TTIMKO3U/I0B B IJIa3M€ KPOBH.

* [IpenapaTel TUTHSA: CYIIECTBYIOT JAHHBIE O BEPOATHOCTH YBEJIIMYEHHs KOHIICHTPALUH JIUTHUS B
a3Me KpoBu Ha (one npumenenus HIIBII.

* MeToTpekcar: CylecTBYIOT JaHHbIE O BEPOSTHOCTH YBEIIMUEHUs KOHIEHTPALMU METOTpEKcaTa
B IU1a3Me KpoBU Ha ¢pone npumenenus HIIBIIL.

[uknocniopuH: yBenu4YeHHE pUcKa HE(PPOTOKCMYHOCTH MPHU OJHOBPEMEHHOM Ha3HAYEHHUH
HIIBII u nuknocnopuHa.

* Mudenpucron: npuem HIIBII cnenyer Hauate He paHee, ueM yepe3 8—12 nHeil mocie npuema

Mmugenpucrona, nockosbky HIIBII MoryT cHnkaTh 3 eKTHBHOCTh MU(ETPUCTOHA.
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YBEJIMUEHUE PUCKA HEYPOTOKCUIHOCTH.

* 3ugoByauH: onHoBpemMeHHoe mnpumenenne HIIBII u 3umoBynuHa MOXET TPHUBECTH K
MOBBIIICHUI0 I'€MAaTOTOKCUYHOCTH. VIMEITCS JaHHbBIE O IMOBBIIIEHHOM PHCKE BO3HHKHOBEHUS
remaptpo3a u remaroM y BHUY-nonoxuTenbHBIX MAMEHTOB C reMOQMIMEH, MOJydYaBIIMX
COBMECTHOE JICUYCHHE 3UIOBYIMHOM U UOYITpodeHOM.

* AHTUOMOTHKH XMHOJIOHOBOTO PsiJia: y MAIMEHTOB, MOIyJaImux coBMecTHoe Jiederne HITBII
U aHTHOMOTHKAMH XHHOJIOHOBOTO PsAJIa, BO3MOYKHO YBEIMUEHUE PUCKA BOSHUKHOBEHHUS CYIOPOT.
* lledamannon, nedormnepason, nedoreTad, BaIbIpPOEBas KUCIOTA, IUIMKAMUIMH: yBEIUYCHHE
4aCTOTHI PA3BUTHUS TUIIOMPOTPOMOMHEMUMU.

* JlekapCTBEHHBIE CPE/ICTBA, OJOKUPYIOIINE KaHAIBLEBYIO CEKPEIMIO: CHUKEHUE BBIBEJICHUS U
MOBBILICHHE MJIa3MEHHOM KOHIIEHTpaluu noymnpodeHa.

* IHAyKTOphl MUKPOCOMAIILHOTO OKHCIEHUs ((EHUTOUH, 3TaHOI, OapOUTYypaThl, pudaMIuIuH,
benmnoyTasoH, TPULUKINYECKHUE AHTHUJICTTPECCAHTHI): YBEJIIMYECHHE MPOAYKIIUH
TUAPOKCHIIMPOBAHHBIX AKTUBHBIX META0OJUTOB, YBEIWYEHHWE PHUCKA Pa3BUTUA TOKEIBIX
UHTOKCHUKALUIA.

* UHrubuTOpsl MUKPOCOMAILHOTO OKHCIICHUS: CHIDKEHUE PUCKA FeMaTOTOKCUYECKOro ACHCTBHUS.
* [lepopanbHble THUNOTIMKEMHYECKHE JIEKAPCTBEHHBIC CPEICTBA M HWHCYJIHMH, IPOU3BOIHBIC
CyIb(OHUIMOYEBUHBIL: ycuieHue 3ddexra.

* AHTalU/bI U KOJIECTUPAMUH: CHUKEHHE abcopOLUu.

* Kodeun: ycunenue ananpresupyrouiero s¢¢pexra.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALUSA

bepeMeHHOCTB

He cnenyer npumeHsaTs mpenapar xeHumHaMm ¢ 20-if Hexenu OepeMEHHOCTH B CBSA3HM C
BO3MOKHBIM Pa3BUTHEM MaJIOBOJMS M/MIIM MATOJIOTUHU MOYEK Y HOBOPOXKIEHHBIX (HEOHATaJIbHAs
noueyHast nucynkuus). Cnenyer nzderatb NpUMEHEHUs Ipenaparta npu 0epeMeHHOCTH B CPOKeE
meHee 20 Henenb, MpU HEOOXOIUMOCTH MpHeMa IpenapaTta CilelyeT HPOKOHCYIbTUPOBATHCS C
BpayuoM (cM. pazaen 4.3.).

JlakTanus

HmeroTcst mTaHHBIE O TOM, 94TO HOYMpO(eH B HE3HAYUTENBHBIX KOJIMYECTBAX MOXKET MPOHUKATH B
IrPyAHOE MOJIOKO 0e3 KakuX-JIHOO OTPHUIATEeNbHBIX IOCJIEACTBUN JUIs 30POBbS TPYAHOTO
pe0GeHKa, Mo3ToMy OOBIYHO HPU KPaTKOBPEMEHHOM IpHeMe HEOOXOJIUMOCTH B NpeKpalleHUH

T'pPyaAHOTO BCKapMJIMBaAHWUS HC BO3HHUKACT. HpI/I HCO6XO,Z[I/IMOCTI/I JJIUTCIIBHOTO TPUMCHCHU A



COOTBETCTBYET 3
oT _'|_| 1 :_

mpenapara cieayeT oOpaTUThCS K Bpady IS pemeHHEl :BC-)MI%“JMA_LIWH

4
I 'rlpvzmoro

OMY OTUETY

BCKapMJIMBAHHA Ha ICPUOJ] MPUMCHCHUS IIpCriapaTta.

DdepTUabHOCTD

[Ipenapar noxasnsier LIOI' u cuHTE3 mpocTarjiaHIMHOB, BO3JIEUCTBYET Ha OBYJISLIMIO, MOXKET
HApyIIaTh JKEHCKYIO PENPOAYKTUBHYIO (QYHKIHIO (00paTHMO IMOCiae OTMEHbI JieueHus) (cM.

paznen 4.4.).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH H pPadorarh ¢
MeXaHUu3MaMHu

[TanmenTaMm, OTMEYAIOIUM T'OJIOBOKPYKEHHE, COHJIIMBOCTD, 3aTOPMOKEHHOCTh WJIM HAPYLICHUS
3peHust Tpu mnpuemMe uOynpodeHa, cienyeT u30eraTb BOXKICHHS AaBTOTPAHCIIOPTA WIIH

YIIpaBJICHUA MCXaHU3MaMU.

4.8. HexxesaTesIbHbIE peaKIIHU

Pe3roMe HexkenaTeIbHBIX PeaKIUN

Puck BozHukHOBeHuss HP MOXXHO cBecTH K MMHHMYyMY, €CIM NPUHUMATh Ipernapar KOpOTKUM
KypCOM, B MUHUMAJIbHOU () (EKTUBHOH /103€, HEOOXOIMMOH IS yCTPaHEHUS] CHMITOMOB.

HP npeumyIiecTBEHHO SIBISIFOTCS 10303aBUCHMBIMH.

Huxenepeuncnennsie HP ormMeuanucey mpu kpaTtkoBpeMeHHOM npueme noymnpodeHa B 103ax, He
npepbimarommx 1200 mr/cyTku (6 xarcyin).

[Tpu neyeHun XpOHUYECKUX COCTOSIHUM U MpU JUIMTEIbHOM IPUMEHEHUU BO3MOXKHO MOSBIICHUE
Ipyrux HP.

Onenka yactoTel BO3HMKHOBeHMsT HP mnpousBeneHa Ha OCHOBaHMM CIEAYIOIIUX KPUTEPUEB:
oueHb uacto (>1/10), uwacro (>1/100, mo <1/10), Hewacto (>1/1000, O <1/100), peaxo
(>1/10000, mHO <1/1000), ouenr peaxo (<1/10000), ywacToTa Hew3BeCTHAa (Ha OCHOBAHUHU
UMEIOIUXCS TaHHBIX OLICHUTh HEBO3MOXKHO).

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemol

OueHb peaKo: HapyIIeHUs KPOBETBOPEHHS (aHEMUs, JICHKOINEHUs, TPOMOOIMTOICHUS,
NAHIUTOINEHUS, arpaHyjaouuTto3). I[lepBbIMM CUMOTOMaMu TaKUX HapylIEHUH SBISIOTCS
JauxXopajaka, 00Jb B ToOpie, MOBEPXHOCTHBIE $3Bbl HAa CIU3UCTOM OOOJOYKE TMOJOCTH pPTa,
IPUNNONONO0HBIE CHMIITOMBI, BBIpa)K€HHast c€1a00CTh, HEOOBACHUMBIE KpPOBOTEUEHUS W
KPOBOIIOATEKH (CUHSIKH).

Hapywenus co cmoponvl uMMyHHOU cucmembl

HeuacTo: peakiyuy runepuyBCTBUTEIBHOCTH — HeCTIeUM(UUECKHUE alIeprHuecKue peakuu (3yi,

KpPanuBHUIIA).
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OdeHb pelKo: TSHKENbIe PEeaKINU FI/IHep‘IYBCTEI/ITeJ'IBHO.(I;l“& : jgﬁlgﬁcﬁg%&lﬂuﬁlléﬁ;@ u

'H-' OTYETY

TOpPTaHW, OJBIIIKA, TaXWUKapAus, TUINOTeH3Hs (aHapuiakcus, oTeK KBUHKE WM TSDKENbIH
aHa(UIAKTUYECKUH 10K ), SKCPOIMATUBHBINA M OyJUIC3HBIH JJepMaTO3bI.

YacToTa HEM3BECTHA: TUIIEPPEAKTUBHOCTh CO CTOPOHBI JBIXATENbHBIX IyTeH, B TOM YHUCIIE
OpoHxManpHas ~ acTMa,  OpOHXOcHma3M  MWJIM  OfbIIIKA,  CHHIPOM  JIEKapCTBEHHOM
THIIEPYYBCTBUTEILHOCTH, OCTPBII T€HEPAIN30BaHHBIN SK3aHTeMaTO3HbIN myctyie3 (AGEP).
Hapywenus co cmoponvl HepeHoll cucmembl

HeuacTo: rosioBHast 60:1b.

OueHp peAKo: acenTUYeCKMH MEHMHIMT (eIMHHYHBIE Cllydyal CHUMITOMOB aCeNTHYECKOIro
MEHHMHTHUTA, TaKUX KaK PUTHIHOCTh 3aTBUIOYHBIX MBIIII, TOJIOBHAs 00Jb, TOIIHOTA, PBOTA,
JMXOpaJKa M MOTeps OpPHEHTAIMK, HAOIIOAATUCh NPU JIeUeHUH UOYynpo(eHoM y MalueHToB ¢
ayTOMMMYHHBIMU 3200JI€BaHUSAMHU (CUCTEMHAsi KpacHas BOJYAHKA M CMeEIIaHHOe 3aboseBaHue
COCTMHUTEIIBHOU TKaHHM)).

Hapywenus co cmoponvl cepoya

Ouenb peaxo: cunapom Koynuca.

YacToTa HEM3BECTHA: CEp/ieYHas HEJOCTaTOYHOCTb, NepudepruuecKkue oTeKu, IpU JUIUTEIbHOM
IPUMEHEHUU MOBBIIIEH PUCK TPOMOOTHYECKHMX OCIOXKHEHUH (Hampumep, MH(PAPKT MHUOKapAa
WIHM UHCYJIBT).

Hapywenus co cmoponwl cocyoos

YacToTa HEM3BECTHA: MOBBILICHUE APTEPUATIBHOTO AABICHHUS.

Hapywenus co cmopoHbl ObixamenbHOU cUcmembl, 0peanos cpYOHOU KIemKU U Cpe0oCmenUs
YacTora HeusBecTHA: OpOHXUATBHAS aCTMa, OPOHXOCTIa3M, OJIBIIIKA.

Kenyoouno-kuuieunvie napyueHus

HeuacTo: 6011b B )KMBOTE, TOLIHOTA, AUCIIENICUA (B TOM YHCIIE U3KOTa, B3yTHE KUBOTA).

Penxo: nuapes, Mmereopusm, 3amop, pBoTa.

OdeHp peako: menThyeckas s3Ba, nepdopanus WIM >KETyJOYHO-KUIIEYHOE KPOBOTEUYEHHUE,
MeJIeHa, KpoBaBasi pBOTA, B HEKOTOPBIX CIIydasX C JETaJbHBIM UCX0JI0M, OCOOCHHO y NAIlMEHTOB
MOYKUJIOTO BO3pAcTa, I3BEHHbIM CTOMATHUT, TACTPHUT.

YacToTa HeusBecTHa: 06ocTpeHue KosuTa 1 6one3nu Kpona.

Hapywienus co cmopoHbl neyenu u sHceniesvl8o0auux nymeti

Ouenp penko: HapymieHus (QyHKIUU TedeHH, (OCOOEHHO TPHU UIUTEIBHOM TMPUMECHEHHH),
reraTuT U XKeaTyXa.

Hapywenus co cmopoHul Kodcu u n0OOKOMCHBIX MKAHel

Heuacro: paznuynbie GOpMbl KOKHOM CBIMH.
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Ouenb penko: dKcoIMaTUBHBIC U OyIIe3HBIC ,I[CDMaT(’)ng_' :r;llﬁt;l;l% K-E)%Iﬁllé ISEa pm —;éKI/Ie

KaK TOKCHYECKHH »SOUAEPMAIbHBI HeKpoiau3, cuHapoMm CruseHca-/[KoHCOHa, spuTeMa
MyJIbTU(OPMHAS, YIKC(HOIMATUBHBIN IEPMATHUT.

YacToTa HEM3BECTHA: peaklys Ha JIEKAPCTBEHHOE CPEACTBO C 03MHOQWINEH M CUCTEMHBIMU
CUMITTOMaMHU (CHHIPOM JIEKAPCTBEHHOW ruUnepuyBcTBUTENbHOCTH — DRESS-cunapom), octpsrii
reHepaTM30BaHHbIN SK3aHTeMaTo3HbIN myctyne3 (AGEP), peakiun GpoTodyBCTBUTETHLHOCTH.
Hapywenus co cmoponvl nouek u Mo4esblgo0Auux nymei

OueHb peaKo: ocTpasi HoYeyHasi HeJOCTaTOYHOCTb, FeMaTypHH U IPOTEMHYPUH, HEPPUTHUECKUIA
CHUHJPOM, He(POTUYECKUH CHHIPOM, NANWUIAPHBIA HEKPO3, HHTEPCTULMAIBbHBIN HedpHuT,
IIUCTHUT.

JlabopamopHuie u uncmpymenmanbHvle OaHHblE

* FéMaTOKPUT WJIM TeMOIJIOOMH (MOTYT YMEHbBIIATHCS);

* BpeMsI KpOBOTEUEHUS (MOXKET YBEJIIMUUBATHCS);

* KOHIICHTPAIXS TIIFOKO3BI B TNIa3Me KPOBU (MOKET CHUKATHCS);

* KJIMPEHC KpeaTuHUHA (MOXKET YMEHbIIATHCH);

* [JIa3MEHHasl KOHLIEHTPAIHsI KpeaTUHHUHA (MOXKET yBEJIMUYHUBAThCS);

¢ AKTUBHOCTDb «IICYCHOYHBIX) TpaHCAMHWHA3 (MO)KGT HOBBII.H@.TBCH).

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno coobmare o momo3peBaembix HP mocne perucrpamuy JeKapCTBEHHOTO IIperapara C
LEeNbI0  O0ecleyeHus: HEMpEephIBHOIO MOHUTOPHHIA COOTHOIIEHUS «II0Jb3a — PHCK»
JIEKapCTBEHHOTO Mpemnapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYeTCs cOOOIIaTh O JHOBIX
nono3peBaembix HP nexapcTBeHHOro mpemnapara uepes3 HallMOHATIBHBIE CHCTEMBI COOOLICHHS O

HP rocynapcts — uneHoB EBpa3niickoro 3KOHOMMYECKOTO COK03a.

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEeHHUs
Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIaab, 1. 4, ctp. 1.
Tenedon: +7 (800) 550-99-03

DnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaHI/IOHHO-TeHCKOMMYHI/IKaHHOHHOﬁ CETHU «I/IHTCpHGT»I

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

4.9. Ilepeno3npoBka
Y B3pochbIx  [10303aBUCUMBIN 3G (deKT mnepeno3upoBKHM  MeHee BblpakeH. [lepuon

nonyBbiBeneHus (T1/,) mpenapata npu nepeao3upoBke cocrasisieT 1,5-3 vaca.
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CHUMOTOMEI

TomHoTa, pBOTA, 00JH B AMUracCTpaIbHOW 00IACTH WM, peXe, Tuapesi, IIyM B yIaX, roJOBHas
00JIb ¥ JKEITYyJOYHO-KHILIEYHOE KpOoBOTEUeHHE. B 0Oojee TKeNbIX ciaydasx HaOI0AaoTCs
HPOSIBJICHUS CO CTOPOHBI IIEHTPAIILHON HEPBHOW CHUCTEMBI: COHJIMBOCTb, PEIKO — BO30YXKICHHE,
CYZOpOTH, [1€30pHEHTanus, KoMa. B ciydasx TsOHKEIOro OTPaBICHUS MOXET pPa3BHBATHCS
METa0OJMYECKUH  alMI03 W yBEJIMYEHHE  IMPOTPOMOMHOBOTO  BPEMEHHM,  IOYEHHAs
HE/IOCTaTOYHOCTh, MOBPEKJCHUE TKAaHM IICUCHH, CHIDKCHHE apTepUAIbHOTO JIaBJICHHMS,
YrHETEHHE JbIXaHHS U UAHO3. Y MAalMeHTOB ¢ OPOHXMAIBHON acTMOI BO3MOXHO 00OCTpEeHHE
3TOT0 3a00JIeBaHHUS.
Jleuenue
CuMmnToMaTHueckoe, ¢ 00s3aTeNbHBIM OOECIEYeHHEM MPOXOJUMOCTH JIBIXATEIbHBIX IyTeH,
MoHuTopuHroM DKI' 1 OCHOBHBIX MOKa3aTelel )KU3HEAEATSIbHOCTH BILIOTh 10 HOPMAaJIH3alluu
COCTOSIHMSA TallMeHTa. PeKoMeHyeTcsl mepopajibHOE MPUMEHEHUE aKTHBUPOBAHHOTO YIS HIIH
NPOMBIBAaHUE KETyJKa B TeyeHHe | yaca mocie mpueMa MOTCHIUAIBHO TOKCHYECKOW 03B
uoynpodena. Eciu ubynpoden yxe abcopOupoBaics, MOKeT ObITh HA3HAYCHO IIETIOYHOE IMUTHES
C IIEJTbI0 BBIBEICHHUS KHCJIOTO IPOU3BOIHOrO MOympodeHa noykamu, GOpCUpOBaHHBIN ANYpPE3.
YacTele WM TPOJOJDKUTENBHBIC CYIOPOTH CIEAYyeT KyNUpOBaTh BHYTPUBCHHBIM BBEICHHEM
ouasernaMa WiId Jopasenama. [lpm  yxynmeHuun OpOHXHMANbHOH AacTMBl  PEKOMEHIYeTCs
pUMEHEeHHEe OPOHXOIMIATATOPOB.

eTn
VY nereil cUMNTOMBI NEPEAO3UPOBKM MOTYT BO3HMKATh IOCIE MpHEMa J03bl, NMPEBBIIIAIONICH

400 mr/xr mMaccel Tena.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. @apmakoanHaMHYecKHe CBOIiCTBA

®dapMakoTepaneBTUYECKass TPYMNa: MPOTUBOBOCHAIUTENbHBIE ¥ MPOTUBOPEBMATHUYECKUE
npenapaTLI; HeCTGPOI/II[HBIG HpOTI/IBOBOCHaJ'II/ITeJ'II)HI)Ie n HpOTI/IBopeBMaTI/I‘-IeCKI/Ie HpCHapaTBI;

MPOU3BOAHBIE MPOMHUOHOBOW KHUCIIOTHI.

Kon ATX: MO1AEO1

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘-IGCKI/IC Bd)(bCKTLI

Mexanusm feicTBus HOynpodeHa, MPOoU3BOJHOIO MPOIMMOHOBON KUCIOTHI U3 rpynmnsl HITBII,
00yCJIOBJIeH UHIMOMPOBAHUEM CHHTE3a MPOCTArNIAHAMHOB — MEAMATOPOB OOJHM, BOCHAJICHUS U
runeprepmuueckoil peakuu. HeusOupatenbHo Onokupyer nukinookcurenasy 1 (HOI'-1) u

nukiookcurenasy 2 (LHOI'-2), BcneacTBre 4ero TOpMO3UT CUHTE3 MPOCTArIaH/IMHOB.
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OkazpiBaeT  OBICTpOE  HaNpaBJIEHHOE  JEHCTBHE '%‘o}ﬂﬁﬂ%ﬂ Eﬂ&%&%&ﬁﬁaﬂéﬁiee),

YKAPOTIOHIDKAIOIIEe U MPOTUBOBOCTIANIMTENBbHOE NeiicTBue. Kpome Toro, ubymnpoden odbparumo
UHTUOMPYET arperanuio TpOMOOLIUTOB.

5.2. @apmMakoKHHeTHYECKHE CBOIiCTBA

AOcopbuus

AOGcopOmust — BBICOKasi, ObICTPO M MpakTHYeCKu MmosHocThio BcackiBaeTcss u3 JKKT. Ilocne
npruema 2 Karcyll mpemnapara Haromak uOymnpodeH oOHapyXHBaeTcs B IUIa3Me KPOBU 4Yepes3
10 mMunyt, MakcumanbHasi KoHUEHTpauus (Cmax) UOympodeHna B miia3Me KPOBH JIOCTHTAETCS
yepe3 30—40 muHyT, 4TO B JABa pa3a OBICTpee, YeM IOcje IMpUeMa SKBUBAJICHTHON J03bI
uOynpodeHa B JIEKApCTBEHHOH Qopme TalneTku, MOKphIThie 00010ukoit 200 wmr. Ilpuem
mperapata BMECTE C €I0W MOMKET YBEIWYMBATh BpPEMS JIOCTHKCHHS MaKCUMallbHOU
KOHIEHTPAUH (TCpmax).

Pacupenenenue

Cesi3p ¢ Oenkamu TuIa3Mbl KpoBU Oosee 90 %. MemsieHHO TPOHHMKAeT B MOJOCTh CYCTaBOB,
3aCPIKUBACTCA B CUHOBHAITLHOU KHUIKOCTH, cO3JaBasi B Hell 0oJbIINe KOHOCHTpAalluu, 4€M B
1a3Me KpOBH.

B orpannueHHBIX HccienoBaHUAX HOynpodeH OOHapyKMBAJICS B TPYAHOM MOJIOKE B OYCHb
HU3KHUX KOHICHTpAlHAX.

Buorpancdhopmariusa

[Tocne abcopbuum oxomo 60 % dapmakogornuyecku HeakTUBHOHM R-popMbl MenmeHHO
Tpancopmupyetcs B akTHBHYIO S-popmy. [logsepraercs merabonu3my B EUYEHU.
DIMMUHALIUA

T1p — 2 vaca. BeiBoauTcst moukamu (B HEM3MEHEHHOM Buje He Oonee 1 %) u, B MEHbIIEH
CTENEHH, C )KETUBIO.

JIniia moKMI0r0 BO3pacTa

VY noxuiblx JoJedl He OOHAapyKMBaJOCh 3HAUYMMBIX pa3iuyuil B (apMaKOKMHETHYECKOM

npoduie npenapara o CpaBHEHUIO ¢ 00JIee MOJIOIBIMU JHObMHU.

6. PAPMAIIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHbIX BELIECTB
Kpockapmenno3a Hatpust

Tanpk

KpemHust auokcua KoJuiouanbli (aspocui) (A-380)
Marnus creapat

CocTaB Karcyil TBEPABIX XKeIaTHHOBBIX Nel:
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[PKenatun

Turana quokcun (E171)

Kpacurens xene3a okcup xentoiit (E172)
Wuauroxkapmun (E132)]

unu

[Kenarun

Turtana auokcup (E171)

bpunnuanToBsrii roryooii (E133)

XuHoauHOBBIN skenThIii (E104)]

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHUTh B 3aIUIIEHHOM OT CBETa MeCTe Mpu Temrieparype He Boimie 30 °C.

6.5. XapakTep u coiep:kaHie NEPBUYHON YIAKOBKHU

I[lo 2, 7, 10 wmm 14 kancyn B KOHTYPHYH SYEHKOBYH) VYIAKOBKY U3 IUICHKHU
NOJMBUHUIIXJIOPUIHON ¥ (DOJIBI'H aTFOMHUHUEBOM M€YaTHON JIAKUPOBAHHOM.
1,2,3,4,5,6,7,8 9 wm 10 KOHTYpHBIX STMEUKOBBIX yIMAKOBOK BMECTE C MHCTPYKIIHEH IO

MCIUTUHCKOMY NMPUMCHCHHUIO [TIOMCIIAIOT B MMAYKY KAaPpTOHHYIO.

6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH TNPH  YHUYTOKEHUHM HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTX0A0B, TMOJYYEHHBIX IOcjie NpPHMEHEeHUus
JIEKApPCTBEHHOI'0 Mpenapara, M Apyrue MaHuIMyJIsiiMU ¢ Npenaparom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

AxmmoHepHoe obmiectBo «Menucopo»

Anpec: 614101, ITepmckuii kpai, r.o. [lepmckuid, r. Ilepmb, yi. [Ipuuanshas, 1. 15, k. 1
Tenedon/dakc: +7 (342) 259-41-41

Anpec snekTponHo# mouthl: info@medisorb.ru

7.1. IIpeacTaBuTe/Ib AEPKATES] PETHCTPALMOHHOI0 YI0CTOBEPEeHHUs!
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[Iperen3un norpebuTEIEH HAIPABIATE IO aapeCy:

Poccniickas @enepanvs

AxuunonepHoe obmiectBo «Menucopo»

Anpec: 614101, ITepmckuii kpaid, r.0. [lepmckuit, T. [lepmb, yi. [Ipuyanbnas, a. 1b, k. 1
Tenedon/dakc: +7 (342) 259-41-41

Anpec snekrponHo# moutsl: info@medisorb.ru

8. HOMEP PETHCTPALIIMOHHOI'O YIOCTOBEPEHMSI
JITI-Ne(001695)-(PT-RU)

9. JATA HNEPBHYHOII PETMCTPAIIMU (IIOATBEPKIEHUSI PETUCTPALINM,
MEPEPETUCTPALIMN)

Hara nepoii peructpauuu: 19 suBaps 2023 r.

10. JATA NEPECMOTPA TEKCTA

Ob6mas XapaKTepUCTHKA JIEKapCTBEHHOTO npernapara N6ynpoden Menucop0
JIOCTyITHa Ha WH(OOPMAIMOHHOM TopTaie EBpa3WiiCKOr0 JKOHOMHYECKOTO COm3a B

uH(pOpMaIIMOHHO-KOMMYHUKAIIMOHHOM ceTu «HTepHeT™: https://eec.eaeunion.org.
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