OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA

Hexcanrus, 25 Mr, TaOJIETKH, TOKPHITHIC TIICHOYHOH 000JI0YKOH.

2. KAYECTBEHHBIA U1 KOJTUYECTBEHHBIA COCTAB

JleiicTBytolIee BEMIECTBO: AEKCKETOMPOodeHa TPOMETaMOI.

Kaxxngas TabneTrka, MOKpHITasl TUIGHOYHON o0onoukoi, comepxut 36,90 mr nexckerompodeHa
TpoMeTamoia (3KBUBaIEHT AekckeTonpodena — 25,00 mr).

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.

Kpyribie 1BOSIKOBBITYKJIIbIE TAOIETKH, TOKPHITHIE INIEHOYHON 000JI04YKOi 6€TI0T0 1BETa, C pUCKON
Ha 00€MX CTOpOHAX TaOJETKH.

TabneTKy MOKHO Pa3IeluTh Ha PAaBHBIC JO3BI.

4, KJIUHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat J{ekcanruH moka3aH K MPUMEHEHHUIO Y B3pOCIIbIX cTapiie 18 neT.
MpeltieyHo-cKkeneTHass 00ib (cabo WM yMEPEHHO BBIPaXKCHHAs), alIbrOJUCMEHOpes, 3yOHas
00JIb.

HpenapaT Hpe]lHa?;Ha‘-ICH JIA CUMIITOMATHYECKOI'O JICUCHU ], YMGHBHIGHI/ISI 6OJ'II/I 1 BOCITIAJICHUA HA

MOMCHT IIPUMCHCHMUS.

4.2. Pe:kum 103MPOBAHNUSA M CIOCO0 MPUMEHEHHUSI.

Pexxum go3upoBaHus

Jlnst KynupoBaHUsi CUMIITOMOB ClIeAyeT MPUMEHSATh HAMMEHbIIYIO (P PEKTUBHYIO 103y B TEUEHUE
MHWHUMAJIBbHOI'O BpEMCHHU.

B 3aBuCHMOCTH OT MPOUCXOXKIEHUS U TSHKECTH OOJIEBOTO CHHIPOMA, peKOMEHAyeMas 103a s
B3pOCIIBIX cocTaBlsieT 12,5 mr nexckeronpodeHa

(1/2 tabnetku npenapara Jlekcanrun) uepes 4—6 4 mwim 25 mr pekckerompodena (1 Tabmerka

npenapara JlekcanruH) kaxasie 8 .



MakcumalibHasi CyTO4Has 103a — 75 MT.

JlexcketonpodeH He NpeAHa3HAa4YeH Js UIMTENbHOW Tepanuu, Kype JIeUeHHs IpenapaToM
JOJIDKCH 6BITB OFpaHI/I‘-ICH HepI/IOI[OM HpOSIBHGHI/IH CHUMIITOMOB, HO HC JOJDKCH HpeBBII_HaTB
3-5 nueii.

[To6ounbie 3¢ dexThl mpenapaTa MOXHO MHUHUMH3UPOBATh NPH NPUMEHEHHH HaWMEHbIIEH
3 PEKTUBHON J03bI B TEYCHHE MUHUMAIBHOTO MEPUOJA, HEOOXOJUMOIo s KYINHPOBAHUS
CUMIITOMOB.

Oco0nIe T'pYHOIIbI TAIKMEHTOB

Ilayuenmur nodcunoco eospacma
[TaruenTaM MNOXWJIOrO BO3pacTa cleAyeT IMpUHUMATh mpenapar JlekcanruH, HayuHas cC
MUHUMAaJIbHOM pPEKOMEHJ0BaHHOM [03bl. MakcumalibHasg CyTOuHas jo3a cocrasisieT S50 mr.
B ciyuae xopoiell mepeHOCUMMOCTH MOTYT MPUMEHSTHCS 103bl, PEKOMEHI0BAaHHBIE I 001Iei
MONYJISALIHH.
THayuenmor ¢ Hapywenuem hyHKyuu novex
VY nauueHToB ¢ MOYEUYHOM HEAOCTATOYHOCTBIO JIETKOM CTENEHU TSHKECTU (XpOHUYEcKast 00JIe3Hb
nouek, cragus 2 (CK® 60-89 mn/mun/1,73 M?)) neuenme mpemapaToM JleKcanTHH clepyer
HAYMHATHh C MUHUMAJIbHON PEKOMEHOBAHHOW 03Bl MOJ HaOJI0/IeHHeM Bpada. MakcuMmanbHast
CcyTouHas f03a cocTaBiser 50 Mr.
[Ipumenenue mnpenapara JlekcadruH Yy MalMEHTOB C XPOHHUYECKOW OOJE3HBIO IMOYEK
cramuit  3a (CK® 45-59 wmn/mun/1,73 M%), 36 (CK® 30-44 wmn/mun/1,73 M?), 4 (CKD
15-29 ma/mun/1,73 M%) u 5 (CK® <15 mn/mMus/1,73 M?) IpoTHBOIIOKA3aHO.
Ilayuenmul ¢ napywenuem ynkyuu nevenu
[TanmeHTaM ¢ MEYEHOYHON HEIOCTATOYHOCTBHIO JIETKOM M CPEIHEM CTENEHH TSKECTH CIEAYEeT
IPUHUMATh npenapar JlekcanrnH, HauMHas C MHUHUMAJIbHOM PEKOMEHIOBAaHHOW JO3bI IOJ
HaOJroieHneM Bpada. MakcuMmalibHasi CyTO4Hast 103a cocTabisieT 50 Mr.
IIpumenenne npenapara /[ekcalruH y MalMeHTOB C NMEYEHOYHOM HEIOCTATOYHOCTBIO TSKEJION
CTEMNEeHH TSXKECTH MPOTUBOIOKA3aHO.

eTH
bezonacHocts u 3¢ dexTuBHOCTS y Aereil B Bozpacte oT 0 10 18 et He ycraHOBIEeHBI. [laHHbIe
OTCYTCTBYIOT.
IIpenapar /lekcairun npoTruBoIokasaH y aerei B Bozpacre ot 0 1o 18 mer.

Crooco0 rmpuMeHeHus

[Ipenapar JlekcadruH NOpPUHUMAIOT BHYTpPh. TaOleTKW MPOrIaTHIBAIOT IIETUKOM, 3aluBas

JIOCTaTOYHBIM KOJIMYECTBOM >KUJIKOCTH (HampuMmep, cTakaHOM BOJbI). OHOBpPEMEHHBINH MpUeM



MU 3aMEJISIeT BCaChbIBaHHE JIEKCKETOIpo(deHa, o3ToMY B cllydae OCTpOil 6011 peKOMEHAyeTCs

IIPUMEHEHHUE IIpernapara He MeHee 4eM 3a 30 MUHYT /10 IprueMa IUILH.

4.3. IlpoTHUBONOKA3aAHHS

TUIEPYYBCTBUTEIBHOCTh K JAekckeronpodeny wiu apyrum HIIBIT unu k mobomy u3
BCIIOMOT'aTeJIbHBIX BEIIECTB, IEPEUNCICHHBIX B paszene 6.1;

pa3BUTHE NPUCTYIOB aCTMbI, OpOHXOCIa3Ma, OCTPOrO PUHHUTA WJIA HOCOBBIX IOJIMIIOB,
MOSIBJICHUE KPAlMBHULIBI WM AHTHOHEBPOTHMYECKOTO OTEKa B CIy4YasX NPUMEHEHUs
MpenapaTroB ¢ AHAJIOTMYHBIM JeHCTBUEM (HanpuMep, aneruiacanuimioBoi kuciiotsel (ACK) u
npyrux HIIBIT);

doroamnepruueckue uin GOTOTOKCUYECKHE PEAKIIUU B MIEPUO/] JI€UEHUSI KEeTOMPOGEHOM UITU
¢ubparamu B aHaMHe3e€;

JKEIYJ0YHO-KUIIIEYHbIE KPOBOTEUYEHHUS, $3BbI WMIU Tepdopalr B aHAMHE3€, BKIIOYAsS
CBSI3aHHBIE C IpeAlecTByomuM npuMenenuem HIIBIT;

3PO3UBHO-S3BEHHBIE MOPAKEHUS KEIyI0YHO-KUIIIEUHOTO TPAKTa B CTaAUU 000CTPEHUS;
KEITYJ0YHO-KUIIIEYHbIE KPOBOTEUEHHUS; JIPYIHe AaKTHUBHBIE KPOBOTEUEHHUs (B TOM YHCIE
MOI03PEHNE Ha BHYTPUYEPEITHOE KPOBOUBIHUSHUE);

BOCTIAJIUTENbHBIE 3a00J1eBaHus KulieyHuka (6one3ns KpoHa, si3BeHHBI KOJIHT);

MeYeHOYHAass HEJOCTaTOYHOCTD TsKeNon creneHu TskecTu (10—15 6amnos no mkane Yaina-
[110);

nporpeccupyloiiye 3a001eBaHus MOYEK, MOATBEPKACHHAS THIEPKATUEMHUS;

XpoHUYecKass OoJie3Hb MoueKk: cTaauu 3a (CKopocTh KiyOoukoBoW ¢uibTpanuu CKO)
45-59 mn/mur/1,73 M?), 36 (CK® 30-44 mu/vun/1,73 M2), 4 (CK® 15-29 mn/mun/1,73 m?),
5 (CK® <15 mn/vun/1,73 M?).

MEepPHOJI TTOCIIE MPOBEAEHUS A0PTOKOPOHAPHOTO ITYHTUPOBAHUS;

TSDKETask ceplieuHas HeJOCTaTOUYHOCTh;

reMOpparudecKuil JuaTe3 U Apyrue HapyIIeHUs] CBEPThIBAaHUS KPOBH;

TsDKETI0e 00e3BOKMBaHUE (B pe3ynbTaTe pPBOTHI, AUAPEH WM HEIOCTATOYHOTO TMpHUEeMa
YKUJIKOCTH);

XpOHHUYECKAs TUCTICTICHS,

OCpEeMEHHOCTh B TEUEHHWU TPEThETO0 TPUMECTpAa M TIEPHOJ TPYAHOTO BCKAapPMIIMBAHUS

(cM. pazzmen 4.6).



4.4. OcoOble yKka3aHHus 1 MepPbl NPeI0CTOPOKHOCTH PH MPUMeEHEeHUH

C 0CTOPOKHOCTBLIO

3a0oseBaHus ICUEHN B aHaMHe3€e, ITe4eHoYHast mophupus (BKIOYAsk OCTPYIO IePEMEKAIOIIYIOCs
nopdupnio), XpoHIHdeckas 601e3Hb nouek, cramus 2 (CK® 60—89 mn/mun/1,73 M?), XpoHHUECKast
ceplieuHass HeIOCTaTOYHOCTh, apTepHalibHas TUNEPTEH3Us, O00E€3BOKHBAHHE, 3HAUYUTEIHHOE
CHIDKEHHE o0beMa IUPKYJIUpYIOIIed KpoBH (B TOM 4HCIE TIOCIE XHUPYPIHYECKOTrO
BMEIIIATENILCTBA), Y MAIMEHTOB, HEMOCPEACTBEHHO IOCTe OOIIMPHBIX XUPYPrHYECKHX
BMENIATENbCTB, HAPYLICHUS KPOBETBOPEHUS, Y MOXKWIBIX MAIMEHTOB crapiie 65 ner (B T.u.
MOJIYYaAIOLUX JUYPETHUKU, OCIAOJIEHHBIX MAlMEHTOB M MAllMEHTOB C HHU3KOH Maccol Tena),
OpoHxManpHas acTMa, OJHOBPEMEHHOE NPUMEHEHHE TIIOKOKOPTUKOCTEPOHAOB (B T.4.
MPEIHU30JI0HA), AHTHKOAryiasHToB (B T.4. BapdapwHa), aHTUArperanroB (B T.4.
AETUIICATUIIMIIOBON KUCIIOTHI, KJIOMUOTPENa), CENEKTUBHBIX HHIMOUTOPOB 0OpaTHOTO 3axBarTa
CEepOTOHMHA (B T.4. HUTanonpama, (IyoKCeTHHA, MApOKCETHHA, CEepPTpalHHa), UIIeMHYECKas
Oone3nb cepana, IepeOpoBacKyISIpHbIC 3a00JCBaHMS, JUCTHITHIESMUS/ TUIICPIUITHICMUS,
caxapHblii nuaber, 3abosieBaHUsl NEpPUPEPUUYECKUX aApTEpUN, KypeHUe, HaIuyue HHPEKIUU
Helicobacter pylori, cuctemnas kpacnas Bomyanka (CKB) u npyrue cuctemnsle 3a00JeBaHUS
COCIMHUTENbHON TKaHW, juuTeiabHoe npumenenue HIIBII, TtyOepkyne3, BbIpakKeHHBIN
0CTEOIIOPO3, ATKOTOJIM3M, TSHKEIIbIe COMaTHYECKHE 3a00JICBaHNSI.

Oco0ble yKa3aHus

[Ipy npuMeHeHMH Yy NAaIMEeHTOB C aJUIEPTUYECKMMM pPEaKIMsIMU B aHaMHe3e HEeoOXO0JIUMO
CO0JII0JIaTh OCTOPOXKHOCTb.

Cnenyet u3beraTe NpUMEHEHUS MpenapaTa JAekckeTonpodena B coueranuu ¢ apyrumu HIIBII, B
TOM YHCJI€ CEIEKTUBHBIMU HHTHOUTOpamu L[OI'-2.

HesxenarenbHble mo6ouHble 3(h(HEeKThl MOXKHO CBECTH K MUHUMYMY IpU MPUMEHEHHUH Tpernapara
B HauMeHblled d(QEeKTUBHOW J03e NpU MHUHMMAIbHOM JUIMTENBHOCTH HPUMEHEHHUS,
HEOOXOUMOM ISl KyUPOBaHHUs O0JIEBOr0 CUHIPOMA.

bezonacnocmo npumenenus 6 omnowenuu KKT

Nmerotcs cooOlieHnss 0 BO3HMKHOBEHUM JKEITyJOYHO-KUIIEYHBIX KpPOBOTEUEHHH, $3B WU
nepdoparuii (B HEKOTOPBIX CiIydasX C JIETAIbHBIM HCXOJOM) Ha (pOHE NpPUMEHEHHS JIOOBIX
HIIBII Ha pa3HbIX 3Tamax Jie4yeHHs, Kak C MOSBJICHUEM CHMIITOMOB-TIPEJBECTHUKOB, Tak U 0e3
HUX, a TaK)X€ BHE 3aBUCHUMOCTH OT HAJIWYMS CEPhE3HBIX KEIIyJT0YHO-KUILIEYHBIX OCJIOKHEHUN B
aHaMmHe3e. B cimywae pa3BUTHS KeNTyJOYHO-KUIIEYHOIO KPOBOTEUEHHsS] Ha (OHE MPUMEHEHHS

JeKCKeTOonpodeHa, ero NprueM cleayeT MPeKpaTUTh.



Puck pa3Butus xeinyA04HO-KUIIEYHOTO KPOBOTEUEHUS, IENTUYECKON S3BbI WM €€ nepopanun
noBbImaercs ¢ yeenaumueHueMm no3el HIIBIL, y mamueHTtoB ¢ sA3BOH B aHaMHe3e, 0COOEHHO
OCJIOKHEHHOM KPOBOTEUEHHEM WK Tiepdoparyei, a Takke y NaleHTOB MOKHUIIOr0 BO3PacTa.
Tlayuenmui nodcunozo 6ospacma

VY nanueHToB MOKUIIOr0 BO3PACTa MOBBIIIEHA YaCTOTa BOZHUKHOBEHUS TOOOYHBIX AP HEKTOB Ha
¢one npumenenuss HIIBII, ocoOeHHO TakuX, KaK >KEJIyIOYHO-KHIIEYHOE KPOBOTCUCHHE U
IpO0OIEHUE SI3BbI, KOTOPbIE MOT'YT IIPEACTABIATh YIrPO3y AJIs KU3HU. JIedeHne 3TUX NalMeHTOoB
cllelyeT HaYMHATh ¢ HAMMEHbIIEH BO3MOKHOM JTO3BI.

[Tpy Hamuuuu y nmanueHTa B aHaMHe3e 330(aruTa, racTpuTa W/MIM S3BEHHOW OOJIe3HH mepen
HAYaJIOM JIeUeHHUs JeKckeTonpodeHoM (Kak U B ciaydasx ¢ apyrumu HIIBII) cienyer yoeaurscs,
YTO 9TH 3a00JI€BaHHUA HAXOIATCS B CTAAMHM PEMHUCCHU. Y TANMEHTOB C HAJIMYHMEM CHMIITOMOB
naronoruu JXKKT nnu xponnueckumu 3a6oneBanusmu JKKT crienyer ocyiiecTBisTh KOHTPOIIb
JUIs BBISIBIICHHSI HAPYILIEHUH MMUIEBApEHUs, OCOOCHHO JKEeJIy1I0YHO-KHILIEUHBIX KPOBOTEUEHUH.
HIIBII cnenyer c OCTOPOXHOCTBIO Ha3zHadyaTh OOJBHBIM C JKEIYJOYHO-KUIIEYHBIMU
3a00JIeBaHUAMHU B aHaMHeE3€ (SI3BEHHBIN KOJUT, 60se3Hb KpoHa), MOCKOIBbKY CYIIECTBYET PUCK
0o0ocTpeHus JaHHBIX 3a00JICBaHUM.

JI14 9TUX NalMEHTOB, a TAKXKE MMALIUEHTOB, KOTOPBIE HYKJAIOTCS B OJHOBPEMEHHOM IIPUMEHEHUH
ACK B HHM3KHMX /033X WM B TNPUMEHEHMM JPYIMX IPErnapaTroB, YBEIUYMBAIOIIMX PUCK
BO3HMKHOBEHHMs1 HapymeHuit co croponbl JKKT, crnexyer paccMOTpers BO3MOKHOCTH
KOMOMHUPOBAHHOHN Tepanuu ¢ IMpernaparaMu-MPOTEKTOPaMH, HapuMep, MHU3OMPOCTOJIOM WU
MHTUOUTOPAaMU IPOTOHHOM MOMITBI.

[TaniueHThl, y KOTOPHIX B aHAMHE3€ MMENIH MeCTo moOouHbie nerctBus co croponsl KKT, B
0COOEHHOCTH, MOKUJIbIE MAIMEHTHI, JOJKHBI COO0IIATh Bpady O JHOOBIX HEOOBIYHBIX CUMIITOMAaX
co croposbl JKKT (ocoO0eHHO 0 cuMnTOMax, KOTOpble MOTYT CBUAETEIBCTBOBATD O JKEITYA0YHO-
KHIIEYHOM KPOBOTEUYEHHH ), 0COOEHHO Ha HaYaJIbHBIX CTa/IUAX JICUCHHMS.

CrnenyeT ¢ OCTOPOKHOCTHIO Ha3HAUaTh Ipernapar naiyueHTaM, OJHOBPEMEHHO TPUHUMAIOIIUM
CPEJICTBA, KOTOPHIE MOTYT YBEJIMYUTh PUCK BOSHUKHOBEHHUS S3Bbl WJIM KPOBOTEUECHHUS:
HepopalbHble KOPTUKOCTEPOUIbI, AHTHUKOATYJISIHTHI (Hampumep, BaphapHH), CEIEKTUBHBIE
MHTUOUTOPBI 00PaTHOTO 3aXBaTa CEPOTOHMHA WM aHTUArperanTsl, Hanpumep, ACK.
beszonacnocms npumenenus 6 omnowenuy novex

[TaruenTtam ¢ HapylieHHeM (YHKIIMH MOYEK Mperapar clielyeT Ha3HayaTh C OCTOPOKHOCTHIO,
nockonbky Ha ¢one npumenenuss HIIBIT Bo3MoxHO yxymauieHue (yHKIHMU MOYEK, 3a/epKKa
KHUJIKOCTH B OpraHu3sMe M pa3BuUTHE OTeKoB. CiemyeT coOI0AaTh OCTOPOXKHOCTh MpPH

MPUMEHEHUH Iperapara y NaueHTOB, OTHOBPEMEHHO IPUHUMAIOIIUX JUYPETUKH, U TAIIUEHTOB,



y KOTOpPBIX BO3MOXHO pa3BUTHE THIIOBOJIEMHH B CBA3M C IIOBBIIIEHHBIM PHUCKOM
HE(POTOKCUIHOCTH.

B mnepuon neueHuss HEoOXOAMMO OOECIEUHTH aJIEeKBATHOE TOTPEOICHUE >KUIKOCTU IS
IPEeJOTBpALeHUs 00€3BOKUBAHUS M YCUIIEHHUS TOKCUYECKOTO IEHCTBHS Ha IIOYKH.

Kak u gpyrue HIIBII, npenapar JlekcaJruH MOXET NPUBOAUTH K MOBBIIICHUIO KOHIEHTPALIMHU
a30Ta MOYEBHMHBI M KpeaTMHUHA B IUIa3Me KpoBu. Kak W Jpyrue MHTHOMTOpPHI CHHTE3a
IpOCTarjiaHAXHOB, TpenapaT MOKET OKa3bIBaTh MOOOYHOE JEHCTBHE HA MOYEBBLACITUTEIHHYIO
CHCTEMY, YTO MOKET IIPUBECTH K Pa3BUTHIO TJIOMEPYJIOHE(PPUTA, HHTEPCTUIIMATIBHOIO HEeppuUTa,
HNanWUIIPHOTO HEKPO3a, He(POTHUECKOTO CUHAPOMA U OCTPOH MOYEYHON HEJOCTATOYHOCTH.
[Toxxwitbie manMeHThl 0COOEHHO TOABEPKEHBI HAPYIICHUIO (PYHKITUH TTOYEK.

beszonacnocme npumenenus 6 omuoweHuu neveHu

[TanuenTam ¢ HapyuieHHeM (YHKLUU [IEYSHH IIpenapar cielyeT Ha3HauaTh C OCTOPOKHOCTBIO.
Kak u npu npumenenun apyrux HIIBII, mpemapaT Mo»eT BbI3bIBaTH KPAaTKOBPEMEHHOE MU
HE3HAYUTEJIbHOE YBEIMUYEHUE HEKOTOPBIX «IIE€UEHOUYHBIX MOKAa3aTeseil», a TakKe BbIPAXKEHHOE
nosbimieHre akTUBHOCTH ACT u AJIT. Ilpu COOTBETCTBYIOIIEM YBEJIMYEHUM YKa3aHHBIX
IIOKa3aTelel JIeUeHUE IPenapaToM cleayeT IPEeKPaTUTh.

[Toxuiible nalMeHThl 0COOEHHO MOBEPKEHbBI HAPYILIEHUIO (PYHKIUU ITEYEHH.

besonacnocmv  npumenenusi 6 omHOWEHUU CEPOEYHO-COCYOUCMOU CUCIEMbL U  MO3208020
KpoeoobpaujeHus

VY nanueHToB ¢ apTepualibHOM TUIIepTEeH3UEH W/WIN cepieYHON HeOCTaTOYHOCTBIO OT JIETKOH J10
CpelHel CTeNneHW TSHKECTH B aHaMHe3e HEOOXOAMMO OCYIIECTBIEHHE COOTBETCTBYIOIIETO
KOHTpoJIZ U pexomeHaanuii. Oco0yr0 OCTOPOKHOCTh HEOOXOAMMO COOJIIOMATh TMPHU JICUCHUHU
00JBHBIX C 3a00JI€BaHUSIMU CEpJIlla B aHaAMHE3€, B YACTHOCTH, C MPEIIIECTBYIOIUMU SU30/1aMU
cepAeyHON HenocTaTouyHocTH, Tak kak Tepanus HIIBIT crmocoOHa MOBBICUTH PUCK Pa3BUTHSA
CEpJECYHON HENOCTAaTOYHOCTH; ONMCAHBbI CIydau pa3BUTUSA 3aJEPKKH KUAKOCTU U OTEKOB,
cBs3aHHbIX ¢ mpumeHeHneM HIIBII.

Knununueckue ncciaeoBaHus U SMUAEMHOIOTHYECKHUE JaHHbIE TIO3BOJISIOT CAENATh BBIBOJ O TOM,
yro HIIBII, oco6eHHO B BBICOKMX JI03aX U MPHU JIUTEIHHOM NMPUMEHEHHH, MOTYT MPUBOIMUTDH K
HE3HAUYUTEIIbHOMY YBEJIMYEHHUIO pHCKa BO3HHMKHOBEHHUSI apTepHabHBIX TPOMOO30B (Harpumep,
uH(papKTa MHOKapJa WM WHCYIbTa). [IJig UCKIIIOUeHUsT PUCKAa BOZHUKHOBEHUSI TaKUX COOBITUMN
IIpU IPUMEHEHUH JEKCKEeTONpodeHa TaHHbIX HEJT0CTaTOYHO.

Y DnanuMeHToOB ¢ HEKOHTPOIMPYEMOH AapTEepUalbHOM THIIEPTEH3UEH, 3aCTOMHON CEpACYHOU
HE/IOCTaTOYHOCTHIO, MOATBEP)KICHHON WIIEMHUYECKON OO0e3Hbl0 cepAna, 3a0oJeBaHUSAMU
nepuepuyecKux apTepuil U/WiM coCy10B FOJIOBHOTO MO3TI'a IIpenapar clleAyeT IPUMEHSTh ocie

TH.[&TCJ'IBHOﬁ OIICHKKW COOTHOUICHUA ITOJIB3bI U PUCKA.



[lepen HayamoOM UIMTENBHOTO JICYEHUS MALMEHTOB ¢ (AaKTOpaMH PUCKA PA3BUTHUSA CEPICHHO-
coCcynucToro 3abosieBaHusi (HampuUMep, TPU TIOBBILIEHHOM apTepUAIbHOM JaBJICHUH,
TUIEPIUNUIEMUN, CaXapHOM AualdeTe, KypeHHH) TakKe HEoO0XOoAMMa TIIATENIbHAs OLIEHKa
COOTHOILIEHUS T0JIb3bI U PUCKA.

HecenextuBabsie HIIBII criocoOHBI yMEeHBIIATH arperamuo TPOMOOIIMTOB U YBEIIMUNBATh BPEMsI
KPOBOTEUYEHMsI 3a CUET IOAABJICHUS CUHTE3a MPOCTAIJIaHJUHOB, B CBA3M C UYEM Ha3HAuYEHUE
JeKCKeTonpodeHa nareHTam, IpUHUMAIOIIUM Tpenaparsl, BIUSIOIINE Ha TeMOCTa3 (HarpuMep,
Bap(apuH WK Apyrue KyMapuHbl, WK IeNapuHbl) HE PeKOMEHJOBAHO.

[Toxxuiible ManueHTbl OCOOEHHO MOABEPXKEHbl HAPYLIEHUAM (YHKIHUHM CEpIe4YHO-COCYAUCTON
CUCTEMBI.

Kooicnvie peaxyuu

Ouens penko Ha ¢pone npumeHenus HIIBII ormeuanuch cepbe3Hble KOJKHBIE PEAKLMHU, BKIKOYas
9Kkc(hoNMaTUBHBIM  aepmatuT, cuHIApoM CruBeHca - JPKOHCOHA, a TaKkXKe TOKCHYECKHUM
ANUAEPMAIBbHBIN HEKPOJIU3, HEKOTOPbIE U3 KOTOPBIX 3aKOHYMJIUCH JIETAIbHBIM MCXOJO0M. Puck
Pa3BUTHS TAKUX PEAKIMH Y TAIIMEHTOB, TO-BUIUMOMY, HanboJiee BEICOKUI B Havaje JICYCHNUS, T.K.
OOJIBIIMHCTBO ONHUCAHHBIX SBJICHUI HaOMIONAIMCh B MHEpBbI Mecsal Tepanuu. Ilpu mepBom
HOSIBJICHUM KOKHOM CBIIM, MOPAXKEHUM CIMU3HUCTBIX 000JI0YEK WM JIIOOBIX JIPYTHUX MPHU3HAKOB
TUIEPYYBCTBUTEILHOCTH IPUMEHEHUE IIpenapara JeKCKeTonpodeHa cieyeT NpeKpaTuTh.
Mackupoeka cumnmomos uHghekyuonHvix 3a001e6anull

JlexcketonpodeH crnocobeH MacCKUpoBaTh CHMITOMBI HEKOTOPBIX MH(EKIIMOHHBIX 3a001€BaHuUl,
4YTO MOXET MPHUBOAMTH K OoJiee MO3JHEMY Ha3HAUEHHIO COOTBETCTBYIOLIETO JIEUEHHUS, U TeM
CaMbIM YXYJIIaTh UCXO0J MH(EKIIMOHHOTO 3a00ieBaHus. DTO HAOII0JAI0Ch MTPU OaKTepruaibHON
BHEOOJbHUYHON MTHEBMOHUHU U 0aKTEpUAIbHBIX OCJIOKHEHUSAX BETPSHOM OCIIBL.

Korna npenapar nexckeronpodeH BBOIUTCS Ui 001eryeHust 601, BbI3BaHHON MH(EKIIMOHHBIM
3a00JIeBaHUEM, PEKOMEHJIyeTCsl KOHTPOJIMPOBATH COCTOSIHME MalueHta. B amOynaTOpHBIX
yCIIOBUSX (BHE OOJIBHUIIBI) TAIIUEHTY CIIEYET MPOKOHCYIbTUPOBATHCS C BPAUOM, €CIIH CUMIITOMBI
COXPAaHSIIOTCS W yCYTyOJISIOTCS.

B 0co0bIX citydasix BO3MOXKHO Pa3BUTHE TSHKEIBIX WH(MEKIHMOHHBIX OCIOKHEHHH CO CTOPOHBI
KOXKM M MSITKUX TKaHeld Ha (oHe BeTpsHOi ocmbl. [I0MHOCTBIO HCKIIOYUTH BEPOSTHOCTh
B3aumocBsa3u npumenenuss HIIBII ¢ pasBuTuemM mnomoOHBIX HH(EKIUMOHHBIX OCIOXHEHHH B
HacTosllee BpeMs HEBO3MOXHO. [loaToMy mnpu BeTpsHON ocre NpuUMEHEHUs Ipenapara

I[CKC&J'IFI/IH CJICOyCT n30eraTh.



Hononnumenvnas ungopmayus
Oco0ast 0cTOPOKHOCTH TPeOYeTCs IPU HA3HAYCHUH Mpenapara O0IbHBIM C:
e BPOXIECHHBIMH HapylIEHHsIMH MeTabonu3ma mnopdupuHa (Hampumep, NpU  OCTPOU
nepeMexaromieiics: moppupun);

e 00e3BOKMBaHUEM;
® HENOCPEICTBEHHO I10CJI€ OOIIMPHBIX XUPYPIrUUECKUX BMEIIATEIbCTB.
Ecnu Bpau cumrtaer, 4ro JUIMTENBHOE NMPUMEHEHHUE JEeKCKeTorpodeHa HeoOXOAUMO, CIenyeT
PETyJsIpHO KOHTPOJIUPOBATh (DYHKIIHIO MEYESHH, IIOUEK U TIOKa3aTeIn 00IIero aHaan3a KpoBH.
B ouenp penkux ciydasx HaOMIOAAIUCH TSXKENbIE OCTPbIE PEAKIMM TUIEPUyBCTBUTEIBHOCTH
(HampuMmep, aHaguiuakTHueckud 1ok). [Ipu mepBBIX NpU3HAKax TSHKEIOW — peakluu
TUIEPYYBCTBUTEILHOCTH HEOOXOIMMO MIPEKPATUTD IPUEM IIpenapaTa [lexcanrus.
HeoOxonnMo HayaTh CHUMITOMATHYECKOE JIEUYEHHUE 1107 HAOIIOJEHUEM KBATU(PHUIMPOBAHHOTO
CIEIUAJINCTA.
[TanuenTsl, cTpajaroliie acTMOW B COYETaHUU C XPOHUYECKUM PHHHUTOM, XPOHHYECKUM
CHHYCHTOM W/MJIM TIOJIMIIAMH HOCA, TOJBEPXKEHBI 00Jiee BBICOKOMY PHCKY aJIEPTUYECKHX
peaxmmii Ha ACK w/mmu HIIBII, wem ocranphas nomymsanus. [IpuMeHeHune mpenapara MOKET
BbI3BaTh MPUCTYN AacTMbl WM OpOHXOCIAa3M, OCOOEHHO Y MAIMEHTOB C aJUIePrUYEeCKHUMHU
peakuusimu Ha ACK wnu HIIBIL.
B npenapare conepxutcs meree 1 Mmoib Hatpus (23 Mr) Ha 1 TaGneTKy, HOKPHITYIO MJICHOYHOU
000JI0YKO, T.€. IpenapaT NPaKTUYECKH HE COACPKUT HATPHUSL.

€TH

bezomacHoCTh MNPUMCHCHUA Y JIETeN He YCTAaHOBJICHA.

4.5. BzaumojeiicTBue ¢ IPYriMH JIeKapCTBeHHBIMH NpenapaTaMu U Apyrue BUAbI
B3aMMOAEHCTBHI
Hwxecnenyromue B3anmoaencTsus xapakrepusl 1 scex HIIBILL

Heowcenamenvhule KOM6uHauuu

C opyeumu HIIBII (sxkniouas cenexkmuenvle uneubumopwt LJOI'-2) u canuyuramamu 6 6blCOKUX
dozax (bonee 3 2/cym): omHOBpeMeHHoe mpuMmeHeHne Heckonbkux HIIBII BcrnencTBue
CHHEPTUYecKOro 3¢ ¢eKTa MOBBIMIACT PUCK PA3BUTHS JKEITYIOYHO-KHIIEYHOTO KPOBOTEUCHUS U
SI3BBL.

C anmuxoaeynaunmamu: HIIBII moryT ycunupath 3pQexT aHTHKOAryJIsiHTOB, TAKUX Kak BaphapuH
B CBSI3U C BEICOKOU CTETICHBIO CBS3BIBAHUS C OCJIKaMH T1a3Mbl KPOBH, MHTUOMpPOBaHUEM (DYHKIIUU

TPOMOOIIMTOB U TOPAKECHUEM CIM3UCTON 00O0JIOUKM JKeTyAKa M JBEHAJUATHIIEPCTHOW KUIIKH.



B cnydyae HeoOXoIuMOCTH OJHOBPEMEHHOTO NMPUMEHEHHUS HEOOXOAMM TIIATEIbHBIH KOHTPOJIb
COCTOSIHUS TIALIMEHTA U PEryJISIPHBIII MOHUTOPUHT Ja00paTOPHBIX MOKa3aTeNeH.

C cenapunom: IOBBIIIACTCS PUCK PA3BUTUS KPOBOTEUEHUS (B CBSA3M C MHTMOMPOBaHUEM (PYHKIIUU
TPOMOOLIUTOB W MOBPESKIAIOMIMM JIEUCTBUEM Ha CJIM3UCTYI0O OOOJIOUKY IKeIylKa U
JIBEHAALIATUIIEPCTHON KHILIKH). B ciaydae HeoOXOIUMOCTH OJIHOBPEMEHHOTO MPHUMEHEHUS
CJIEIyET OCYILECTBIATh TIIATEIbHbIN KOHTPOJIb COCTOSIHUS MALIMEHTA U PETYIISIPHBIII MOHUTOPUHT
1abopaTOPHBIX MOKa3aTesei.

C enokokopmukocmepoudamu: TIOBBIIIAETCS PHUCK S3BEHHOTO MMOPAXEHHS KEIyI04HO-
KHILIEYHOT'O TPAKTa U KPOBOTEUEHUH.

C npenapamamu numus: HIIBII noBsIlaroT KOHIIEHTpALUIO JUTUS B IJIa3M€ KPOBH BILIOTH JI0
TOKCHUYECKOW (CHM)KAETCS BHIBEJCHUE JIUTHUS YEPE3 MTOYKH ), B CBSI3U YEM KOHLIEHTPALIMIO JINTUS B
1asMe KpPOBH HEOOXOIMMO KOHTPOJIUPOBAaTh B Haudaje JICUCHHs JIEKCKETONpOPEeHOM, MpHu
KOPPEKIIUU €ro J03bl U OTMEHE Mpenapara.

C memompexcamom 6 6blcokux 003ax (15 me/ned u 0Oonee): BO3MOXKHO TOBBIIICHHUE
reMaToJI0rM4ecKOi TOKCUYHOCTH METOTPEKCATa B CBSI3HM CO CHUKEHHMEM €r0 M0YEUHOro KJINpeHca
npu olHOBpeMeHHOM nipuMmeHenuun ¢ HITBII.

C cuoanmounamu u cyroghonamudamu: BO3MOXHO YCUIICHHE UX TOKCUYECKOTO JICHCTBUSI.

KOM6MHLIZ4MM, mpe6y}0wue oCnmoposiNcHocmu

C ouypemukamu, uneubumopamu aneuomenzunnpespawaoweeo ¢epmenma (AID), anmu-
ouomuxkamu u3 2pynnvl aAMUHOIUKO3UOO08, AHMAOHUCMamu peyenmopos auveuomensuna |l:
JIEKCKETONPO(EH MOXKET OCJIa0IIATh IeHCTBUE AUYPETHUKOB U THIIOTEH3UBHBIX CPEJICTB.

Y HEKOTOPHIX MAIIMEHTOB C HapyIIeHHeM (pYHKIIMHU TOYeK (HarmpuMmep, Mpu 00e3BOKMUBAHUN WIIH
y TOKWJIBIX TAIIMEHTOB C HapylmeHHneM (YHKIIMU TOYeK) MPUMEHEHHE CPEJICTB, OKA3bIBAIOIINX
uHrubupyromee aericteue Ha L[OI, omHoBpemeHHo ¢ uHruoOutopamu AIID, anTaroHucramu
peuenTopoB aHruoTeHsuHa Il wim aHTHOMOTMKAMU-aMHUHOTIIMKO3MJAMH MOXKET MPHUBECTH K
JanbHEHIeMy yXyAIIeHHIO (QYHKIUU TOYEK, YTO, KaK MPaBUIIO, HOCUT OOpaTUMBINA XapakTep.
[Tpu Ha3HAYEHUH JIeKCKeTONpOo(deHa O JHOBPEMEHHO C JHYPETUKOM HEOOXOIMMO yOeIUThCS, YTO
HaIMeHT MOJIy4aeT JOCTAaTOUYHO KUJKOCTH, a TAKKe KOHTPOJIUPOBATh (PYHKIMIO [TOYEK B Hayase
JICYCHHUS.

C memompexcamom 6 HU3KUX 003ax (Menee 15 me/med): BO3MOXKHO TIOBBIIIICHUE
reMaTOJIOTHYECKOW TOKCHIHOCTH METOTPEKCATa B CBSI3U CO CHIDKEHUEM €T0 MTOYEYHOTO KITMPEeHca
Ha (oHe ogHOBpeMeHHoro npumenenus ¢ HIIBII. B Teyenue nepBbIX HeJeNb OJHOBPEMEHHOIO
NPUMEHEHUS HEOOXOJMM eKEHENIEeNbHbI MOJCUeT KIETOK KpoBH. llpyn Hamuuum HapyumieHHs
GYHKIIMM TIOYEK Ja)ke JIETKOM CTeNmeHW, a TakXkKe Yy JIMI[ MOXHWIOr0 BO3pacTa HEOOXOAMMO

THIATEIHHOE HAOIOICHNE Bpaya.



C nemmokcugunnrunom: BO3MOXKHO TMOBBILIICHHE PHCKa pa3BUTUSA KpoBoTeueHus. Heobxomum
TIIATEIBHBIN KIMHUYECKUH MOHUTOPUHT U PEryJsipHasi IpoBEpKa BPEMEHU KPOBOTCUCHHUS.

C 3u008y0unom. CyIIECTBYET PHUCK YCWICHHS TOKCHYECKOTO JEHCTBUSI HA SPUTPOLIUTHI,
00yCIIOBJIICHHOTO BO3/IEWCTBUEM Ha PETUKYJIOLHUTHI, C PA3BUTHEM TSDKEION aHEMHH Yepe3 HeAeIIo
nocie Havana npumeneHus HIIBII. HeoOGxomumo mnpoBeneHue oOIIero aHaau3a KpPOBH C
MO/ICUETOM KOJIMYECTBA PETUKYIOIUTOB uepe3 1-2 Hen nocie Havana repanuu HITBIIT.

C eunoenuxemuuweckumu cpeocmeamu 011 npuema eHymps. HIIBII Moryr ycunuBarth
TUIOTIMKEMHYECKOe JIEHCTBUE TMPEnapaTroB CYIb(OHUIMOYEBUHBI BCJIEICTBUE BBITECHEHUS
Cynb(HOHMIMOYEBHHBI U3 MECT CBSI3BIBAHUS C OCJIKaAMHU I1JIa3MbI KPOBH.

KOM6uHauuu, Komopbie Heobx00UMo NPUHUMAMb 60 BHUMAHRUE

C B-appenobnokaropamu: mpu oaHOBpeMeHHOM mpuMmeneHun ¢ HIIBII moxeT yMeHbIIaThCs
AHTUTUIIEPTEH3UBHBIA 3PdekT [-aapeHoOI0KaTOPOB BCIEACTBHE HWHTHOMPOBAHUS CHUHTE3a
MIpOCTarjIaHAuHOB.

C yuknocnopunom u maxpoaumycom: HIIBII Moryr yBenmnuuBath HE(HPOTOKCHYHOCTH, UTO
OTIOCPEJIOBAHO JCHCTBHEM pEHAJbHBIX MpOCTaryiaHauHoB. [Ipu OJHOBpEMEHHOM MPUMEHEHUHU
HEO0OXOIMMO KOHTPOJIHPOBATh (PYHKIIUIO MOYEK.

C mpombonrumuxamu: TOBBIIAETCA PUCK Pa3BUTHS KPOBOTEUCHHUS.

VBennuupaercs puck pasButus kpooreueHus nu3 JKKT mpum ogHOBpEMEHHOM NPHUMEHEHHMH C
uHaubumopamu obpamno2o 3axeama cepomonuna (LUTAIONpPaM, MAPOKCETHUH, (IIyOKCETHH,
cepTpaiuH) u anmuazpecanmamu (Bkarodas ACK u knonujgorpen).

C npobeneyudom: BO3MOKHO MOBBIIIEHNE KOHIIEHTPAILIUU IEKCKETOMpo(deHa B Tia3Me KPOBH, UTO
MOET OBITh O0YCIIOBIEHO MHTHOUPYIOMHM (P dekToM mpodeHenn; /1a Ha TOYEYHYIO0 TYOyIIpHYIO
CEKPEILMIO U KOHBIOTAINIO C IIIOKYPOHOBOM KHCIOTON; MOXKET MOTPeOOBATHCSI KOPPEKIIHS J03bI
JeKCKeTonpodeHa.

C cepoeunvimu enuxozuoamu: HIIBIT MOryT MOBBIIIATh KOHIIEHTPAIMIO CEPICYHBIX TTUKO3UIOB
B IJIa3M€ KPOBH.

C mugenpucmonom: CyYIIECTBYET TEOPETHYECKUUM PHUCK U3MEHEHHS A(P(EKTUBHOCTH
MUGENPUCTOHA MO JCHCTBHEM HWHTUOUTOPOB TMPOCTArIaHIWHCHUHTETa3bl. OrpaHUuYeHHBIC
JaHHBIE MTO3BOJISIOT MPEIOJIOKHUTh, YTO OJHOBpEeMeHHOe nmpuMeHeHne mudenpucrtona ¢ HIIBIT
B JICHb IPUMEHEHUS MPOCTarjaHANHA HE OKa3bIBACT HEOJArOMPHUATHOTO BIUSHUS Ha JCHCTBUE
MHU(DeTprCTOHA UITK TTPOCTArjIaHANHa B OTHOIIICHUH CO3PEBAHUS MIEHKH MATKH WJIM COKPATUMOCTH
MaTK{ U HE CHMKAET KIIMHUYECKYIO 3(PPEKTUBHOCTH CPEACTB ISl METUKaMEHTO3HOTO abopTa.

C Xunonowamu: JTaHHBIE SKCIEPUMEHTAJIbHBIX HCCIEAOBAHMI Ha >KMBOTHBIX YKa3bIBalOT Ha
BBICOKMH PUCK pa3BUTHS CyAOpOr Npu oaHoBpemMeHHOM npuMeHeHun HIIBII ¢ xuHononamu B

BBICOKHX J03aX.
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C menoghosupom: mpu opHoBpemeHHOM mnpumeHeHnu ¢ HIIBII Moxker moBbImatbes
KOHIIGHTpallMs a30Ta MOYEBUHBI M KpEaTMHMHA B IUIa3M€ KpPOBH, IO3TOMY ISl OLICHKHU
BO3MOKHOTO BJIUSIHHSI OJIHOBPEMEHHOI'O IPUMEHEHUS JaHHBIX JIEKAPCTBEHHBIX CPEJCTB
HEO0OXOIUMO KOHTPOJIHPOBATh (PYHKIIUIO MOYEK.

C oegpepacupoxcom: npu ogHoBpeMeHHOM npuMmeHeHnn ¢ HIIBII moskeT moBbwIIaThCS pUCK
tokcuueckoro BosxaedcTBus Ha JKKT. Ilpu mpumenenun nexckeTonmpodeHa COBMECTHO C
nedepacupoKcoM HE0OXOIUMO TIIATEIFHOE HAOII0ICHUE 32 COCTOSIHIEM IMallMeHTA.

C nemempexcedom: nipu onHoBpeMeHHOM npuMmeHeHuu ¢ HITBIT MokeT cHUXaThCsl BBIBEACHUE
nemeTpekcena, nodroMy npu npumenenun HIIBIT B BbicOkHMX A03ax HEOOXOAMMO HPOSBISATH
0CO0YI0 OCTOPOKHOCTb. Y MAI[MEHTOB C NOYEYHON HEJAOCTATOYHOCTBIO JIETKOW CTENEHH TSKECTH
(xponnueckass 6onesnp mouek, craaus 2 (CK® 60-89 wmua/mun/1,73 m?)) cienyer msberatsb
oaHOBpeMeHHoro npuema nemerpekcena u HIIBII B Teyenne nByx nHeM 10 U ABYX IHEH IOCIe

ImprueMa reMETpeKCeaa.

4.6. ®epTUIBLHOCTDH, 0€PEMEHHOCTD M JIAKTALMSA

JlekckeTonpodeH NpOTUBOMNOKA3aH B TEUEHUHM TPEThEro TpUMeECTpa OEpeMEHHOCTH U MepHoja
IPyIHOTO BCKapMJIUBaHus (cM. paszzen 4.3).

bepeMeHHOCTB

[TonaBnenune cuHTE3a MPOCTArJIaHAMHOB MOKET HEOJIaroNnpUsATHO BIMITH HA OEpEMEHHOCTD 1/WIN
pasBuTHE HSMOpHMOHa M  IUIoAA. Pe3ynbTaThl  SMUAEMHUOJOTHYECKUX  HCCIEOBaHUM
CBUJETEJBCTBYIOT, YTO IPENaparhl, NOJABISIONINE CUHTE3 MPOCTAIIAHINHOB, IPUMEHIEMbIE Ha
paHHUX CTaausAX OEpPEeMEHHOCTH, CIIOCOOHBI YBEIMYMBATH PUCK CaMOIIPOU3BOJBLHOTO abopTa, a
TaK)K€ pa3BUTHUS y IUIOJA MOPOKA CepAlla U He3apalleHUs MepeiaHel OpIOIIHOM CTEHKH; Tak,
aOCOMIOTHBIH ~ PUCK  Pa3BUTHUS AaHOMAJIMM  CEepIEeYHO-COCYIMCTOM CHCTEMBI BO3pacTal,
npubim3uTensHo, ¢ MeHee ueM 1 % 10 1,5 %. Cunraercs, yTo pUCK BO3PACTAET C YBEJINYCHUEM
JI03BI U JJTUTEIIbHOCTH IPUMEHEHHUS.

VY JKMBOTHBIX Ha3HaUYE€HUE MHIMOUTOpA CUHTE3a IPOCTAarjJaHAMHOB MPUBOMIIO K YBEJIMYEHHIO J10-
U TOCTUMIUIAHTAIIMOHHBIX MOTEPh U TMOBBILICHHIO 3MOpHOHaNBHON cMmepTHOCTU. Kpome Toro,
ObUIM TIOJy4yeHBbl JaHHBIE O TOM, YTO Yy JKMBOTHBIX, MOJYYaBIIMX HMHIHOUTOP CHHTE3a
MPOCTArjaHAMHOB B TEpPUOJI OPraHOreHe3a, MOBBIIIATACh YaCTOTa BO3HUKHOBEHHUS Pa3IMYHBIX
MOPOKOB Pa3BUTHSI IJI0]1a, B TOM YHCJIE, U €T0 CEPJEUHO-COCYIUCTON CUCTEMBI.

Tem He MeHee, IPU UCCIIEAOBAHUIX HA )KMBOTHBIX IPU3HAKOB TOKCUYHOCTH JIEKCKeToNpodeHa B

OTHOLIEHUH PENPOAYKTUBHOM CHUCTEMBI HE BBISIBICHO (CM. paszzaen 5.3).
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Hauwnas c¢ 20-ii Hemenn OEpeMEHHOCTH, TNPHMEHEHHE JEeKCKeTonmpodeHa MOXET BBI3BATh
OJIUTOTUAPAMHHOH, OOYCIIOBJIEHHBIH HapylmeHHeM (YHKIUM TOYeK Iulofa. IJTO MOXKET
IPOM30UTH BCKOPE IOCTIe Havaja JeueHHUs] U 00BIYHO 0OPAaTUMO TIOCIIE €0 MPEKPAICHHUS.

Kpome Toro, Obun cOOOIIEHHS O CIIydasiX CYKEHHs apTepUaIbHOTO MPOTOKA MOCIIE JIEUEHUs! BO
BTOPOM TPHUMECTpE, OOJBIIMHCTBO M3 KOTOPBIX PA3PEUIMIUCh MOCIE MPEeKpaleHUs JCUEHUSs.
[TosTOMY B T€UeHHUE IEPBOTO U BTOPOTO TPUMECTPOB OEPEMEHHOCTH HE CIIEIyeT Ha3HAaYaTh IPUEM
npernapara, €clii B 3TOM HET sBHOW HeoOxoaumocTu. Ecim pekckeTonpodeH HCHoib3yeTcs
JKEHIIMHOM, MBITAIOLIEHCS 3auaTh peOeHKa, WM BO BpeMsl MEPBOrO W BTOPOrO TpHUMECTpa
OepeMeHHOCTH, TO J03a JO0JDKHA OBITh KaK MOYKHO HIJKE, a MPOJIOJDKUTENILHOCTD JICUEHUS KaK
MOKHO Kopode. [locie mpuema nexckeronpodeHa B TeUCHUE HECKOJIBKHUX JHEH, HaunHas ¢ 20-i
Henenu OepeMEHHOCTH, CIEAyeT PacCMOTPETh BOMPOC 00 aHTEHATaIbHOM MOHUTOPHHIE Ha
IpeIMeT OJIMTOTHUAPAMHUOHA U CYKEHUs apTepHalbHOoro mportoka. [Ipu obHapyxeHuu
OJIMTOTHAPAMHHUO3a UM CYXKEHHsI apTepuaibHOro MPOTOKA MpUeM JeKCKeTonmpodeHa clieayer
OTMEHUT.

B Ttperprem TpumecTtpe OEpeMEHHOCTHM BCE€ WHIMOUTOpPHI CHHTE3a IPOCTArJIaHJUHOB MOTYT
MOJIBEPraTh IJI0]] CIEAYIOIIUM PUCKAM:

- TOKCUYHOCTH Uil CEpACYHO-JIETOYHON CHCTEeMBbI (MPEXIEBPEMEHHOE CY)KEHHE/3aKPhITHE
apTepHaJIbHOTO NPOTOKA U TMIEPTEH3Us B CUCTEME JIETOYHON apTepHH);

- TUCHYHKIIMH TTOYEK (CM. BBILIE);

B KOHIIe OEPEMEHHOCTH Y MaTe€pU U Y HOBOPOKAECHHOTO BO3MOKHBI CIIEAYIOIINE SBICHUS:

- BO3MOXXHO€ YJJIMHEHHE BPEMEHU KPOBOTEUEHUsI, 00YCIIOBIEHHOE HHIMOMPYIOIIUM JIelicTBUEM
Ipernapara Ha arperanuio TpoMOOIIMTOB, KOTOPOE MOKET MPOSBIATHCS JlaXke MPU €ro nNprueMe B
OUYEHb HU3KHX /1033X;

- TOAABJICHME COKPATUTENBbHOW AaKTUBHOCTM MAaTKH, NPUBOJAIIEEC K 3ama3ibIBaHUIO MU
3aTSATUBAHUIO POJIOB.

JlakTanus

Caenenuil 0 IPOHUKHOBEHUH JIEKCKETONpodeHa B MaTEpPUHCKOE MOJIOKO HeT. J{ekcketonpoden
IIPOTUBOINOKA3aH B MIEPUOJI TPYIHOTO BCKapMIIMBaHUA (CM. paznen 4.3).

DepTUabHOCTD

[Tpenapart [excanrun, kak u aqpyrue HIIBII, MokeT cHIKATh &KEHCKYIO PepTUIBHOCTh, TOITOMY
€ro He  pPEeKOMEHIyeTCs  Ha3HayaTh  OKCHIIMHAM, I[UIaHUPYIOIIMM  OepeMEeHHOCTb.
VY JKEHIIMH, MMEIOUIMX MpoOJeMbl ¢ 3a4aTHeM WM MPOXOJAIIUX 00CIeJOBaHHE B CBSA3M C

OecrutoiveM, clieyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JEKCKETOMpodeHa.
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4.7. BausiHde HA CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CPeACTBAMH H PadoTaTh ¢
MeXaHNu3MaMu

Jlexckeronpo)eH MOXKET BBI3BIBATH TOOOYHBIC JIEHCTBUSA, TaKHe Kak TOJIOBOKPYXEHHE,
HapyIICHUEe 3pEHUs] WIK COHJIMBOCTh. B Takux ciaydasx BO3MOXKHO YXYAIIEHHE CIIOCOOHOCTH K
OBICTPOMY pEarupoBaHUI0, OPUEHTHUPOBAHUIO B JOPOKHOM CHUTyallUM M CIIOCOOHOCTH K

YIIpaBJICHUIO MCXaHU3MaMU.

4.8. HexxesaTesIbHbIE peaKIIUU

Pesrome mpoduiist 6e3onacHOCTH

Yame Bcero HabmoaroTcsi HexenarenbHble peakiuuu co cropoHsl KKT. Bo3moxkHo pasButue
NEeNTUYECKON sI3BBI, Mepopanuu WM SKEeTYAOYHO-KUIIEYHOTO KpPOBOTEUEHHS, HWHOTIA C
JETaNbHBIM HUCXOJIOM, OCOOCHHO Yy MOKUIIBIX ManueHToB. [lo mMerommmcs naHHbIM, Ha (GoOHE
MPUMEHEHHUs Ipenapara MOTYT MOSBISATbCA TOLIHOTA, PBOTA, IUapesi, METEOPHU3M, 3aIop,
JUCIENTUYECKUE SIBJIEHUS, 00Jb B JKMBOTE, MEJEHA, KpPOBaBas pBOTA, SI3BEHHBII CTOMATHT,
oboctpenue konuta u 6osie3an Kpona. Pexxe Habmonaercs ractput. Takxke UMEI0TCsS COOOIIEeHUS
00 oTeKkax, apTepuaTbHONU THIIEPTOHNUHU U CEPJICYHON HelocTaToOuHOCTH Ha (pone aeuenus HIIBII.
Kak u npu npumenenun apyrux HIIBII, Bo3MokHO pa3BUTHE CIEAYIOMUX MTOOOYHBIX 3PPEKTOB:
ACENTUYECKUM MEHWHIHUT, PA3BUBAIOLIMNCA NPEHMYLIECTBEHHO Yy ITalMEHTOB C CHCTEMHOMU
KpacHOM BOJYaHKOW WM JPYTUMH CUCTEMHBIMH 3a00JIEBaHUSMHU COCIUHUTEIHLHON TKaHH,
reMaTojIorHueckue HapymeHus (TpoMOOIMTONEHHWYECKass MypIypa, ariacThyeckas U
FeMOJUTHYECKAs aHEMUH, B PEAKUX CIy4asX - arpaHyJIOLUTO3 U TUIIOMIIA3Us KOCTHOTO MO3Ta).
Bo3moxHbI Oysie3Hble peakiiiy, B ToM ymciie cuaapoM CtuBeHca-/[)KOHCOHA U TOKCUYECKHI
AMUJEPMAIBHBIA HEKPOIH3 (OUYEHBb PEKO).

CormacHo pe3ynbTaTaM KIMHUYECKUX MCCIECIOBAHUM H SNUIAEMHUOJIOTMYECKUM JaHHBIM,
npuMmeHenne HekoTopbix HIIBII, oco6eHHO B BEICOKHX /103aX U B TEUEHUE JJIUTETFHOTO BPEMEHH,
MOJKET COIPOBOXKIAThCS HEOONBIIMM YBEIMYEHHEM pPHCKA pPa3BUTHUS MATOJOTUH, BBI3BAaHHON

TpoMO030M apTepuil (Harpumep, HHGapKTa MUOKap/1a WM UHCYJIbTA).

PesromMe HexenaTeabHbIX PeaKIIil

Bo3MmoskHBIE HEXemaTelbHbIe pPEakiid MPH MPUMEHEHHH Iperapara MPUBEACHbI HUXKE I10
HUCXOAIIEH 9acTOTe€ BOSHUKHOBEHMsI: 04eHb yacTo (> 1/10), yvacmo (<1/10, >1/100), neuacmo
(<1/100, >1/1000), peoxo (<1/1000, >1/10000), ouens peoxo (<1/10000), yvacmoma neussecmna
(Ha OCHOBaHUHM MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOIKHO), BKIIOUASL OMOEIbHbIE COOOUJCHUS.
Hapywenus co cmopoHbl Kposu u tumpamuueckoii cucmemvl

Ouenb peoko: HEUTPOIICHUSI, TPOMOOITUTOTICHUSI.
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Hapywenus co cmoponvl uMmynHoU cucmembl

Peoko: oTek ropranu;

Ouenb pedxo.: anapUIAKTUIECKUE PEAKLIUH, BKIIIOYas aHAPHIAKTUIECKUH IIOK.
Hapywenus memabonuzma u numanus

Peoko: anopekcus.

Tcuxuueckue napyuenus

Heyacmo: 6eccoHHHUIIa, OLTyIIeHNE OECITOKOMCTRA.

Hapywenus co cmoponvl HepeHoti cucmembl

Heuacmo: ronoBHast 00J1b, COHTUBOCTb, TOJIOBOKPYKEHUE;

Peoxo: mapecrezun, 00OMOPOK.

Hapywenus co cmopoHbl opeana 3peHus

OueHb pedxo: HEUETKOCTh 3PEHHUS.

Hapywenus co cmoponvl opeana ciyxa u 1abupunmHvle HapyueHus
Heuacmo: BepTuro;

Ouenwb peoko: 3BOH B yIIax.

Hapywenus co cmoponwvl cepoya

Heyacmo: omyiienue cepaneOueHus;

Ouenb pedko: TaXUKapaAus.

Hapywenus co cmopoHbl cocyoucmou cucmembl

Heuacmo: nipunusbl;

Peoxo: oBBIIIEHNE apTePUATIBHOTO JaBICHHUS;

Ouenb pedko: CHUKEHUE apTePUATLHOTO JTABJICHHS.

Hapywenus co cmopoHbl opeanog 0vixanus, 2pyOHOU KIemKU U CpedoCmeH s,
Peoxo: GpagunHos;

Ouenb pedxo: OpOHXOCIA3M, OJIbIIIKA.

JKenyoouno-kuweynvle Hapyuienus

Yacmo: TOMIHOTA W/WITK pBOTA, OOIH B )KUBOTE, IUCIICTICHS, THAPEST;
Heuacmo: racTput, CyxoCTh BO PTY, 3a1I0p, METEOPU3M;

Peoxo: 3po3uBHO-3BEHHBIE MOpaXXKeHU kenynouHo-kumeyHoro tpakta (JKKT), kpoBoTeuenue
U3 A3BBI WK €€ nepdoparus;

Ouenb pedko. TaHKPEATHT.

Hapywenus co cmoponuvl neuenu u sHcenyebl@o0Auux nymeu
Peoxo: nopaxeHnne ne4eHw.

Hapywenus co cmoponsl Kodtcu u NOOKONCHbIX MKAHel

Heuacmo: KOXHasl ChIIIb;
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Peoxo: xpanuBHuULa, yTpeBasi Chillb, HOBBIIIIEHHOE MTOTOOTEIICHUE;

Ouenv peoko: cunapoMm CruBeHca-/[PKOHCOHA, TOKCHYECKHH SNUACPMATBHBIA HEKPOJIH3
(cunapom Jlaiienna), aHTHOHEBPOTUYECKUN OTEK, OTEK JIHMIA, peakuus (OoTOCEHCHUOWIH3AINY,
KOKHBIU 3Y/1.

Hapywenus co cmoponvl mblueunotl, CKkeiemuoul u cOeOUHUmMenbHOU MmKaHu

Peoxo: 6onb B ciniHe.

Hapywenus co cmoponvl nouexk u Mo4egblgo0sauux nymei

Peoxo: nonuypusi, octpast moyeyHasi HeIOCTaTOYHOCTb;

Ouenb peoxo: HEHPUT WK HEPPOTUIECKUM CHHIIPOM.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOJTOYHBIX JHcele3

Peoxo: HapylIeHue MEHCTPYaIbHOTO IIUKJIA, HApYIIEHUE (PYHKIMH MTPEICTATEIbHOM KeNe3bl.
Obwue HapyweHus u peakyuu 8 Mecme 88e0eHUs npenapama

Heuacmo: yromisieMocTb, acTeHHsI, 00JIb, pUTHIHOCTD MBIIIIII, O0I[ee HEJJOMOTaHUE;

Peoxo: nepudepudeckue oTeKu.

Jlabopamopnvlie u uncmpymenmanvHule OauHble

Peoko: oTknoHeHnue ot HOPMBbI rokasarejiell «II€4CHOYHBIX ) Hp06.

Coo0111eHne 0 mMoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo01maTh 0 10103peBaeMbIX HeXXeIaTeIbHbIX PEAKLUAX II0CIIEe PErUCTPALlUY IIpenapara ¢
LEeNbI0  O0ecrevyeHns: HEMpEephIBHOIO MOHUTOPHHIA COOTHOIICHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHAyeTCs COOOIIaTh O JIHOOBIX
MIO103PEBAEMBIX HEXKENATENBHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara 4epe3 HaluuOHAJIbHbIC
CUCTEMBl COOOILEHUSI O HEKeJIaTeJbHBIX pPEaKIUsIX TrocylapcTB — uieHoB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccuiickas ®enepanns

®denepanpHas cayx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas IJI0IIaib, 1. 4, cTp. 1
Tenedon: +7 (800) 550-99-03

DnekTpoHHas movta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHET»:

https://roszdravnadzor.gov.ru
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PecniyOinka ApmeHust

I'HKO «LleHTp 3KcrepTU3bl JEKAPCTB U MEAULIMHCKUX TEXHOJIOTHID)
Anpec: 0051, r. EpeBan, np. Komuraca, 1. 49/5

Tenedon: + (374 10) 20-05-05, + (374 96) 22-05-05

DnekTpoHHas rmoyra: vigilance@pharm.am

Caiit B mH)OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOH ceTn «/HTepHeT»: WWw.pharm.am

Pecniy6sinka benapych

VII «lleHTp 3KCrepTU3 U UCTIBITAHUI B 3IpaBOOXPAHECHUI»

Anpec: 220037, r. Munck, ToBapuiieckuit ep., 1. 2a

Tenedon ornena dpapmakonanzopa: +375 (17) 242-00-29, daxc: +375 (17) 242-00-29
Onekrponnas moura: rcpl@rceth.by, rceth@rceth.by

Caiit B nH()OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: WWW.rceth.by

Pecrryonuka Kazaxcran

PI'TI na ITXB «HanuoHabHBINA LEHTP SKCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIMIIUHCKUX
u3nenuii» Komurera MEIUIMHCKOTO W (apMameBTHYSCKOTO KOHTpoJisi MUHHCTEpPCTBA
3apaBooxpanenust Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrana, yi. A. ImanoBa, 1. 13

Tenedon: +7 (7172) 235-135

OnekTponHas mouta: farm@dari.kz

Caiit B mH)OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: www.ndda.kz

Keipreizckas PecryOnmka

JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB W MEIUMIUHCKUX U3Jenuil npu MuHHCTEpCTBe
3npaBooxpanenust Keiproizckoit PecriyOmmku

Anpec: 720044, r. bumkek, yi. 3-g quHMS, 1. 25

Tenedon: + (996 312) 21-92-78

Tenedon/dakc obmiero oraena: + (996 312) 21-05-08

OnektpoHHas nouta: dlsmi@pharm.kg

Caiit B mH)OpPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: Www.pharm.kg

4.9. Ilepeno3npoBka
CumMnTOMBI

CumMnTomsl iepe103upoBKH npenapara J{ekcaaruH Hen3BeCTHBI.
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AHaJOTHYHBIE JICKapCTBEHHBIE Tpenaparsl BbI3bIBalOT HapymieHus co ctopoHsl KKT (pBoTa,
aHopekcHs, OO0Jb B OKMBOTE) M HEPBHOM CHCTEMBbI (COHJIMBOCTH, TOJIOBOKPY>KEHHE,
JIe30pUEHTAINS, TOJIOBHAs 00JIb).

Jleuenue

[Ipu cnyuyaiiHoM uiauM U30BITOYHOM MIpUEME IIpenapara CielyeT He3aMeIJIUTeNbHO HaydaTh
CUMITOMAaTUYECKOE JIEUEHUE, COOTBETCTBYIOLIEE COCTOSHUIO NauenTa. [Ipu npueme B3pocibiM
Wi peOCHKOM TpenapaTa B J03e Oosee 5 MI/Kr He0OXOIMMO B TEUEHHE Yaca NPUHATh BHYTPh

AKTUBHUPOBAHHBIN YroJib; TeMOANANN3 Maio3(hheKTHUBEH.

5. ®APMAKOJIOTHMUECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIiCTBA

dapmakoTepaneBTHUeCKasi IpyNna: MPOTUBOBOCHAIMTENbHbIE U MPOTUBOPEBMATUYECKUE
npenaparbl; HECTEPOUIHbIE MPOTUBOBOCHAIUTENbHBIE M NPOTUBOPEBMATUYECKHE IpPENapaThl;

IIPOU3BOHBIEC TPOITMOHOBOM KHCIIOTHI.

Koxg ATX: MO1AE17

MexaHu3M ASHCTBUS

MexaHu3Mm AelcTBUS IEKCKETONpOo(eHa CB3aH C YMEHbUICHUEM CHHTE3a MPOCTArIaHInHOB 3a
CUeT MojaBiieHHs akTUBHOCTU mukiookcurenas (L[OI'-1 u ILIOI'-2). Ilpenapar uHrudbupyer
IIPEBpaLICHNE apaxUA0HOBON KUCIIOTHI B IMKinyeckue sugonepokcuns PGG2 n PGH2, kotopsie
npoayuupytot npocrarnanauasl PGEL, PGE2, PGF2a u PGD?2, a taxxe npocrauukiand PGI2 u
TpoMbokcansl (TxA2 u TxB2). Kpome Toro, nHrubupoBanue CUHTE3a MPOCTArjJaHAMHOB MOXKET
BJIUATH HA JPyTrUe MEAUATOPbl BOCMAJIEHMs], TAKHE KaK KUHUHbI, 00ecrieunBas He TOJIBKO MPsIMOE,
HO U OIIOCPEI0OBAaHHOE JECHCTBHE.

WNurubupytromee aeictBue nekckeronpodeHa B oTHomeHuu aktuBHoctH L[OI-1 u L[OI'-2
MPOJEMOHCTPUPOBAHO Y Ja0OPATOPHBIX KUBOTHBIX U Y JIOJCH.

dapmakoagnaammudeckne YO HeKTol

JlekcketonpodeHa TpoMeTaMosl, TPOMETAMUHOBAsI COJIb MPOMHMOHOBOM KHCIOTBI, OTHOCUTCS K
HECTEPOMIHBIM NPOTUBOBOCHIAINTENbHBIM ITpeniapaTam (HIIBII).
O6mamaer 06€300MBAIOIINM, TPOTHBOBOCTIATTUTEIHHBIM U KAPOTIOHMIKAIOIIUM JIEHCTBUEM.

Knuanueckas 3¢ dekTHBHOCTE 1 0€30ITaCHOCTh

Knunudeckue wuccieqoBaHusi Ha Pa3IMYHBIX KIMHMYECKUX MOJENAX OONu TMOKa3ald, 4TO
JIeKcKeTonpodeHa TpoMeTaMoll 00lagaeT BBIPAKCHHON aHAIBIeTHYECKOW aKTHBHOCTHIO.
[To manabIM uccaenoBanuil o0e30ommBaromuii d3¢hdext HacTymaeT yepe3 30 MUH MMOCIE MpueMa

npenapara, mpoI0JKUTEILHOCTh 00€300IMBAOIIETO NEUCTBHUS COCTABISIECT 4—6 4.
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5.2. @apmMakoKMHeTHYeCKHE CBOICTBA

AOGcopouust

Bpewmst noctrmxenns MakcuManbHOUW KOHIEHTpauu# (Tcmax) AeKCkeTonpodeHa B mia3Me KpOBH
mocJie mpuemMa BHYTpb cocTaBisieT B cpeaHeM 30 muH (15—60 muH). OnHOBpEMEHHBIN MpHUeM
UMM 3aMeJIsIeT BcachiBaHUe JiekckeTonpodena (yBennunBaercs: Tcmax, cHUXKaETCS Cmax), IpU
ATOM IUIOMIA/Ib 1O KpUBOH «KoHILeHTpauus-Bpems» (AUC) He u3meHsercs.

Pacnopenenenne

[Tepuon mosypacnpenenenus aekcketonpodena cocrapisger okono 0,35 4. Cpennee 3HaueHUe
o0bema pacrpeneneHus JaekckeTornpodena coctaBiser MmeHnee 0,25 n/kr kak y mpemapara ¢
BBICOKOM CTENEHbIO CBsI3bIBaHMsI ¢ Oenkamu Iu1asMbel  KpoBH  (99%). Ilo nmaHHBIM
(apMaKOKMHETUYECKUX MCCIEIOBAHNIN TIPU MHOTOKPATHOM IIpHEME JIEKCKeTonpodeHa 3HaueHust
nokazareneil Cmax 1 AUC mocrie nmpuema nocieaHe 1036l He OTIIMYA0TCS OT 3HaAYEHHUH MocIe ero
OJIHOKPATHOTO IIPHEMa, YTO YKa3bIBaeT Ha OTCYTCTBHUE KyMYJISIIMU IIpenapara.

Buorpancdhopmariusa

[Tocne mpuema nexckerornpodeHa B Moue OOHAPYKUBACTCS TOJIBKO €r0 ONTHYECKUN H30Mep
S-(+), 4T0 cBHAETENHCTBYET 00 OTCYTCTBUM TpaHCc(opMalmu MpernapaTa B ONTHYECKHI H30Mep
R-(-) B opranusme yenoBeka. OCHOBHBIM MyTeM MeTabOIM3Ma JEKCKETONPOGeHA SIBIACTCSA €ro
KOHBIOTAIIMSI C TJIFOKYPOHOBOM KUCIIOTON € TOCEAYIOIINM BBIBEJEHUEM ITOYKAMHU.

DIMMUHALIUA

[Tepuoxn nmonyBeiBenenus (T1/2) nekckeronpodena cocrapusiet 1,65 4.

6. ®PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHBIX BelleCTB
TabneTku, NOKPHIThIE MIICHOYHOH 000I0UKOH.
Aopo:

eticmsyrowee sewyecmao:

Hexckeronpodena tpomeramon — 36,90 wmr,
(9xBHBaJIEHT AekckeTonpodena) — 25,00 mr.
Bcnomozamenvhvie eewjecmesa:

LEJUTI0NI03a MUKpOKpucTaiunueckas (tum 101),
KpaxMai KyKypy3HbIH,
KapOOKCHMMETHIIKpaxMai HaTpus (Tum A),
IJIMLIEpUHA JucTeapar.

IInenounasn obonouxa:

THIPOMEIIIIO3a,
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tutana quokeun (E 171),
makporoi 6000,

IMPOMUJIICHTJINKOJIb.

6.2. HecoBmecTUMOCTH

He npumenunmo

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

2 roxa - ommcrep [IIBX/donbra amoMmuaneBas|.
3 rona - 6mucrep [¢osbra aroMuHIEBast/hobra aTFOMHUHUEBASA |.

He IMPUMCHATH 11O UCTCUCHUHN CPOKAa 'OAHOCTHU, YKA3aHHOT'O HA YIIAKOBKEC.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTh B 3alMIICHHOM OT CBETa MecTe MpH Temiieparype He Beime 25 °C. - Omuctep
[[IBX/hoabra amomMuHuEBas .

JlexapcTBeHHBIN TIperapar He TpeOyeT creluanbHBIX YCIOBHU XpaHEHUs. - Omuctep [¢oibra
anoMUHUeBast/(oibra aTtOMUHHUEBAs |.

ﬂeKapCTBeHHOG CpCACTBO XpAaHUTh B HCAOCTYITHOM JJIs JeTen mecte!

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YTAKOBKH
ITo 10 tabnerok B Onucrep u3 [IBX/onsru anomunneBoi min Goiabru anroMUHUEBOW/ (Poabru
AJTFOMUHHUEBOM.

ITo 1, 3 nnu 5 GIUCTEPOB C JIMCTKOM-BKJIA/IBIILIEM B KAPTOHHOU MauKe.

6.6. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH YHHUTOKEHHH HCIOJIb30BAHHOTO
JIEKAPCTBEHHOI'0 Mpenapara WM 0TX0I0B, MOJYyYEeHHBIX MOC/Ie NMPUMEHEHHUs mpenapara u
APYyrue MAaHHIYJISIIUHU € PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHU S
JIroxcemOypr

Menapunu Untepuauran Onepeiirns JlrokcemOypr C.A.

L-1611 JTrokcemOypr, ABeHro jae na ['ap, 1

Tenedon: (+352) 264970
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Dakc: (+352) 26497049

OnexTponHas nmoyra: Miol_regulatory@menarini.lu

7.1 IlpeacTaBuTeNb AEpKATE/s] PETHCTPALMOHHOIO YA10CTOBEPEeHUs!

[Iperen3zun HOTDC6PITCJ'ICI>1 HarpaBJIATH I10 aApCCy.

Poccuiickas @enepanus

000 «bepaunn-Xemu/A.MeHapuHu»

Anpec: 123112, r. Mocksa, Ilpecnenckas nadepexnas, a. 10, BL] «bamns na HaGepexxHoit»,
bnok b

Tenedon: +7 (495)785-01-00

dakc: +7 (495)785-01-01

OnexTponnas noura: office-russia@berlin-chemie.com

Pecniybnuka Apmenus

IIpencraBurenscTBO bepnmua-Xemu Al

Anpec: 0010, r. EpeBan, yin. Apamu, 1. 4, kB. 3
Tenedon: + (374 11) 500-771, + (374 11) 500-773
daxc: + (374 11) 500-772

Onekrponnas noura: office-armenia@berlin-chemie.com

Pecniy6nuka benapychb

ITpencraButensctBo bepinu-Xemu Al

Anpec: 220004, r. MuHck, yn. 3amkoBas, 1. 27, oduc 2
Tenedon: + (375 17) 270-26 -80, + (375 17) 270-26-81
dakc: + (375 17) 270-26-84

Onekrponnas noura: bc-bel-minsk@berlin-chemie.com

Pecnyonmka Kazaxcran

Owman AO «bepnun-Xemu Al'» B Pecniyonuke Kazaxcran

Anpec: 050051, r. Anmartsl, yi. Jlyranckoro, 1. 54, kottemk Ne 2
Tenedon: +7 (727) 244 6183, +7 (727) 244 6184, +7 (727) 244 6185

Onekrponnas noura: Kazakhstan@berlin-chemie.com

Keipreizckas Pecrybnmka
ITpencraButenbecrBo bepinn-Xemu Al
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Anpec: 720011, r. bumkexk, yn. [llonokona, a. 121/1, B «Red Centre», opuc 415, 417
Tenedon: + (996 312) 30-60-81, + (996 312) 30-61-42, + (996 312) 30-60-38
®daxkc: + (996 312) 30-61-85

Dnexrponnas moura: bckyrbis@berlin-chemie.com
8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSI.

JITT-Ne(002508)-(PT-RU)

9. JATA IEPBHYHOM PEIMCTPAIIMM (ITIOATBEPKJIEHUSI PETMCTPAIIUMA,
NMEPEPETUCTPAIINN)
Hara nepoii peructpanuu: 09.06.2023

10. JATA IEPECMOTPA TEKCTA

OO01mas xapaKTeprCTHKA JICKapCTBEHHOTO Mpenapata J[ekcanruH 1ocTynHa Ha WHHOPMAIMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CEeTH

«uTtepHeT» https://eec.eaeunion.org/.
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