OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Jexcanrun camer, 25 Mr, rpaHyJibl AJ1sl IPUTOTOBJICHUS PAcTBOpaA I IpUeMa BHYTPb.

2.  KAYECTBEHHBIV 1 KOJTUYECTBEHHBI COCTAB

JelicTBytomee BemecTBO: JAeKckeTonpodeHa tpomeramonl — 36,90 wMr (3KBHBaJICHT
nexkckeronpodena) — 25,00 mr.

Kasxnprit makeTuk (caiie) comep kT aekckeronpodena rpomeramonta — 36,90 mr,
(3xBHUBaJIeHT JekckeTonpodena) — 25,00 mr.
BcnoMoratenpHbie BElIECTBa, HAJTMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O

npenapara: caxaposa (cm. pazjaensl 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA
I'panysel U1 IPUTOTOBIIEHUS PACTBOPA Ul IPUEMA BHYTPb.

['panysbl HempaBUIIbHON (OPMBI KENTOTO LIBETA C IUMOHHBIM 3aI1aXOM.

4.  KIMHHNYECKHUE JAHHBIE

4.1. Tloka3aHusi K NpUMEHEHHIO

CumnromaTrueckoe JedeHue OojeBoro cuHApoma (ci1abo W YMEpPEeHHO BBIPAKEHHOTO)
Pa3IN4HOIO IMPOUCXOKACHUA, B T.4. MBIIIICYHO-CKECJICTHAsA 60J'IB, AJIBIroaAuCMCHOPCA
(6Gone3HeHHbIE MEHCTPYaIHH ), 3yOHast OOJIb.

[Ipemapat mpegHa3zHA4YeH JUIsi CUMIITOMATHYECKOTO JICUEHUS, YMEHBIIICHHs 00N U BOCTIAJICHUs

Ha MOMCHT IPUMCHCHMU .

4.2.  Pe:xxum 103UPOBAHUS U CMIOCO0 MPUMEHEHUS

PexuMm no3upoBaHus

B3pocnsie
B 3aBUCHMOCTH OT IPOMCXOXKACHUS U TSKECTH OOJIEBOTO CHHAPOMA, peKOMEHayeMast J03a JJis
B3POCIIBIX COCTAaBJISIET 25 MTI' IeKcKeTonpodeHa uepe3 Kaxaple 8 4. MakcuMalibHasi CyTOYHas

mo3a — 75 mr.



[ToGounsle 3¢ddexTsl mpemapara MOXHO MUHMMM3MPOBATH IPU IPUMEHEHUH HAUMEHbILIEH
3 PEKTUBHON J03bI B TEUYCHHE MUHUMAIBHOTO MEPUOJA, HEOOXOJUMOro s KYINHPOBAHUS
cUMITOMOB (cM. pa3zaen 4.4).

[Ipenapat JlexcanruH camer He MNpeAHAa3HA4YeH A JAJIUTEIbHOM Tepamnuu, Kypec JI€4eHUs
[penapaToM JOJDKEH ObITh OTpaHHWYEH IEPUOAOM IPOSBIECHUS CUMITOMOB, HO HE JIOJDKEH
npeBbILIaTh 3-5 AHEH.

Oco0BbIe IPVIIILI TAIUEHTOB

Ilayuenmul nodcunoco eospacma
[TanpeHTaM MOXXWJIOrO BO3pacTa cieAyeT NPUHMMAaTh npenapar JlekcalruH caiier, HauuHas ¢
OoJsiee HU3KOM 03Bl (MakCUMajbHasi CyTO4Has no3a coctaisieT 50 mr). Jlo3a MoxeT ObITh
yYBEJIMYEHA 10 PEKOMEHI0BAHHOM I B3POCIBIX TOJBKO B CIIy4ae XOpOIIEH NEpPeHOCHUMOCTH. B
CBS3M C TIOBBIIIEHHON BEPOSTHOCTHIO PAa3BUTHS MOOOUYHBIX A()(PEKTOB MALMUEHTH MOXKUIOTO
BO3pacTa JOHKHBI HAXOAUTHCS MO/ OCOOEHHO TIIATEIbHBIM HAOIIOICHUEM.
Tayuenmsi ¢ noueunoii HeOOCMamMoOYHOCMbIO
VY nanueHToB ¢ NOYEYHOM HEJIOCTATOYHOCTBIO JIETKON CTENEHU TSKECTH — XpOHUUYECKast 00JIe3Hb
nouek (XBII), cramus 2 (ckopocTsh KmyboukoBoii dumbrpamun (CK®) 60-89 mn/mun/1,73 m?),
HavaJbHAs MaKCUMAaJlbHAsI CyTOYHAsl 1032 J0JDKHA OBITh CHIDKEeHa A0 50 MI/cyT.
IIpumenenne npemnaparta JlekcaarvH cameTr y NalUeHTOB C IMOYEYHOM HENO0CTATOYHOCTHIO
cpenHeit n Tsokenoit crenenn Tsokectn (XBIT, cramuu 3a (CK® 45-59 mu/mun/ 1,73 M?), cramgum
36 (CK® 30-44 mn/mun/1,73 m?), cragus 4 (CK® 15-29 mn/mun/1,73 M?), cragus 5
(CK® < 15 mn/mun/1,73 M%) IpOTHBOIIOKA3aHO.
Ilayuenmul ¢ neuenounol HeOOCMAMOYHOCMbIO
[TaiueHTaM € MEYEHOYHOM HEIOCTATOUYHOCTBHIO JIETKOM M CpEJHEH CTENEHU TSKECTU CIEAYeT
NpUHUMATh TpemapaT JlekcanruH camier, HadyuHas ¢ Oojiee HHU3KOH 03Bl (MaKCHMallbHas
cytouHasi go03a cocraBiser 50 mr). Pexomenayercs TmareabHOe HAOMIOIEHHWE 32 COCTOSTHUEM
nanuenta. [Ipumenenwe mnpenapara JlekcaJiruH camer y NalUeHTOB € MEYEHOYHOM
HEJ0CTAaTOYHOCTBIO TSKEJION CTENEHU TSHKECTH IPOTHUBOIOKA3aHO.

eTH
D¢ bekTuBHOCT, W 0€30MacHOCTh MPUMEHEHHsS Tmpenapara JlexcanruH camer y JeTeil He
u3y4Janach, IpUMEHEHHE MpernapaTa y AeTeid MpOTUBOIOKa3aHO.

Cnooco0 rnpuMeHeHus

BnyTps.
CogpepxumMoe OJHOrO IaKeTHKa pacTBOPSAIOT B CTAKaHE BOABI, pa3MeEUIMBas [0 IOJHOTO

pacTBOpeHHs (IT0JIy4aeTcsl MOMYNPO3PaYHbIA PACTBOP JKEITOTO I[BETA C JMUMOHHBIM 3aI1aX0OM).



[TosryueHHBIH pacTBOp clieyeT IPUHUMATh HEMOCPEACTBEHHO MOCJe MPUTOTOBIICHUSI.
OnHOBpeMEHHBIN TpUEM MHINU 3aMeJIIeT BCAaChIBAHUE JEKCKETONpOQeHa, MOITOMY B cliydae
ocTpoii 60 peKOMEHIyeTCsl IPUMEHEHHE Tperapara He MeHee 4eM 3a 15 MuHyT 70 mpuema

MHIIHA.

4.3. IIporuBomoka3aHus

- TUNEPYYBCTBUTEIBHOCTh K  JIEKCKeTOompodeHy, ApyruM KOMIIOHEHTaM  IIperapara,
NEPEYUCIIEHHbBIM B pasfene 6.1, u J00bIM HECTEPOMJIHBIM MPOTUBOBOCHIAIUTEIBHBIM
npenaparam (HIIBIT);

- pa3BUTHE NPUCTYNIOB AacTMbl, OpOHXOCHa3Ma, OCTPOrO0 PHUHUTA WM HOCOBBIX IIOJIMIIOB,
NOSIBJICHUE KPAIMBHULIBI WM aHTMOHEBPOTHYECKOIO OTEKa MPU NPUMEHEHUU MpEenaparoB C
AQHAJIOTMYHBIM JeiicTBUeM (Hampumep, aneruncanuuuioBoi kuciaotel (ACK) u apyrux
HIIBIT);

- (Qoroamiepruueckue WM (POTOTOKCHYECKHE PEaKIUH TPH MPUMEHEHUH KeTorpodeHa HIn
¢ubparoB B anamHe3e;

- JKeNyJ0OYHO-KUIIEYHbIe KPOBOTEUEHHUS, S3Bbl WU Mepdopalud B aHaMHE3e, BKIOYAs
CBSI3aHHBIE C IpeAlecTByomuM npuMenenuem HIIBIT;

- XpOHMYECKas JUCHEICHS;

- DPO3MBHO-S3BEHHbIE MOpakeHUs kemynouHo-kumeyHoro Ttpakta (KKT) B craaum
000CTpeHus;

- JKEJIy/J0YHO-KHILIEYHble KPOBOTEUEHHUS; JIpyrHe AaKTUBHbIE KPOBOTEYEHHS (B TOM 4YHCIeE
M10JI03PEHHE HAa BHYTPUUEPEITHOE KPOBOUBIIUSHUE);

- Oone3ns Kpona, sI3BeHHBIN KOJIUT;

- T€YEHOYHas Hel0CTaTOYHOCTh TskeNoi cremnenu Tsokectu (10-15 G6amnoB no mkane Yaiina-
[Te10);

- TIporpeccupylomiye 3a001eBaHus IOYEK, MOATBEPKICHHAs TUIIEPKATHEeMUS;

- xponuueckas Oosie3ub mnouek (XbBII): cragus 3a (ckopocTh KIyOOUKOBOM (UIbTparun
(CK®) 45-59 wm/mun/1,73 m?), cramus 36 (CK® 30-44 mn/mmn/1,73 M%), cragus 4
(CK® 15-29 mn/mun/1,73 M?), cragus 5 (CK® < 15 mn/mun/1,73 M?);

- TepUOoJ MOCJIe TPOBEACHHS A0PTOKOPOHAPHOTO HIYHTHUPOBAHUS;

- TsDKenasi cepJieuHas HeZJOCTaTOYHOCTb;

- TEeMOpparuyecKuil Auare3 U Ipyrue HapylleHHs CBEPThIBAHUS KPOBU;

- TsDKennoe 00e3BOKMBaHHE (BCIEICTBHE PBOTHI, AMAPEU WM HEJOCTATOYHOTO MOTPEOJICHUS

KHUIKOCTH);



- Bo3pact 70 18 5eT (B CBA3M C OTCYTCTBHUEM JAaHHBIX 110 OE30TaCHOCTH);
- OepeMeHHOCTH B cpoke Oosiee 20 HeeNb U IEPUO TPYAHOTO BCKAPMITHBAHUS,
- nedunuT caxapa3bl/M30MalbTa3bl, HEMEPEHOCUMOCTh (PYKTO3bI, TIIIOKO30-TaJaKTO3HAs

MajbaObCcopOITus.

4.4. OcoOble yka3aHusi H MepbI IPEIOCTOPOKHOCTH NPHU NPHUMeEHEeHUH

C 0CTOPOKHOCTBLIO

[lepen mpumeHeHueM IMpernapaTa HpU HaJIMYUK COCTOSHUM, yKa3aHHBIX B JaHHOM paselle,
CJIeTyeT MPOKOHCYJIbTUPOBATHCS C BPAUYOM.

3a0oJieBaHus [I€YEHHU B aHAMHE3€, IeYeHOYHAsl TopPupus (BKIIOUYas OCTPYIO MEPEMEKAIOILYIOCS
nopdupuIo), XpoHWueckas OonesHb mouek, cramgus 2 (CK®  60-89 wmm/muu/1,73 m?),
XpOHHUYECKasl cepAeuHas HEeJOCTaTOYHOCTb, apTepualbHas TUIEPTEeH3Hs, 00e3BOXKUBAHUE,
3HAYUTENIbHOE CHIDKEHHE O0beMa MHUPKYIHUPYIOMIeH KpoBU (B T.4. MOCIE XUPYPTUUYECKOTO
BMEULIATENIbCTBA), Y MOXKWIbIX IMAalMEHTOB crapiie 65 ser (B T.4. MOIydarollue IUYPETHKH,
OcJ1a0JIEHHBIE MallMEHThl U MAlUMEHThl ¢ HU3KOW Maccoi Tena), y MalueHTOB HEMOCPEICTBEHHO
nocie OOMIMPHBIX XHUPYPrHUYECKHX BMELIATENbCTB, OpOHXHaJIbHAs AacTMa, OJHOBPEMEHHOE
NPUMEHEHHUE TJIIOKOKOPTUKOCTEPOUAOB (B T.4. MPEJHU30JIOHA), AHTUKOATYISIHTOB (B T.4.
BappapuHa), AaHTHArperaHToB (B T.4. alETWI-CAJUIWIOBON KHCJIOTHI, KJIOMUAOrpENa),
CEJICKTMBHBIX ~MHTHOMTOPOB OOpaTHOro 3axBara CEpOTOHMHA (B T.4. LUTaJONpama,
¢yokceTnHa, apOKCeTHHa, cepTpajinHa), UIIEMHUYECKas 00J1e3Hb cepaua,
1epeOpoBaCKyNsApHbIe 3a00JIeBaHUs, TUCITUIHNIEMUS/TUNICPIUNIUIEMUS, CaxapHbld auader,
3aboneBanus nepudeprHuecKux aprepuii, Kypenue, Hanuuue uHpexkuun Helicobacter pylori,
cucreMHas kpacHas Bonuanka (CKB) u nmpyrue cuctemubie 3a0071€BaHUS COCIUHHUTEIIBHOU
TKaHU, HapylIEHUs KpOBETBOpeHHUs, JuuTenbHoe npuMeHenue HIIBIL, TyGepkyines,
BBIPa)KEHHBIN OCTEONOPO3, AIKOTOJIU3M, TSDKEJIbIe COMaTHYeCKHe 3a00JIeBaHusl.

Oco0Oble yKa3aHus

[Ipy npumMeHEeHHM Y TAIMEHTOB C AJIEPTUYECKUMHU peakUMsMH B aHaMHE3e HE00XO0IUMO
CO0JII01aTh OCTOPOKHOCTb.

Crnenyer uzberaTb npuMeHeHUs npenapara Jlekcaiarus camet B couetanuu ¢ aApyrumu HIIBII, B
TOM YHUCJIC CEIEKTUBHBIMUA HHIHONTOpaMu Iiukiookcurenassl (L[OI-2).

HexenatenbHble moO0UHBIE 3P PEKTH MOKHO CBECTH K MUHUMYMY IIpH IPUMEHEHUH IpernapaTa
B HauMeHblIled S(GQEeKTUBHOW J03e NpU MHUHMMAJIbHOM JUIMTENbHOCTH MPUMEHEHHMS,

HEOO0XOAUMOM JJIst KyITUPOBAHHS CHMITOMOB.



be3zonacuocts npuMenenus B otHomeHun XXKKT

Hmerorcss cooOlIeHNsT O BO3HMKHOBEHMM JKEJYyJOYHO-KUIIEYHBIX KpPOBOTECUEHMM, $3B WIH
nepdoparuii (B HEKOTOPBIX CIIydasX C JIETAIbHBIM HCXOIOM) Ha (pOHE NpPUMEHEHHS JOOBIX
HIIBII Ha pa3HbIX 3Tamax JiedyeHHs, Kak C MOSBICHHEM CHUMIITOMOB-TIPEJIBECTHUKOB, Tak U 0e3
HUX, a TaK)XK€ BHE 3aBUCUMOCTH OT HAJIM4YUsI CEPbE3HBIX KEITYJOUHO-KUIIEYHBIX OCIOXKHEHUHN B
aHaMHe3e. B ciydae pas3BUTHUA JKEIyJOYHO-KHUIIEYHOIO KPOBOTEYEHUS HIM SA3BEHHOI'O
nopakeHus: Ha (OHE NpUMEHEeHHs npemnapata JlekcanruH camer, ero MNpHUeM CIleayeT

MIPEKPATUTb.

Puck pa3BuTHS KeNyI0YHO-KUIIEYHOTO KPOBOTEUCHH S, IENTHYECKOHN S3BbI WK ee mepdopanuu
noBeiaercs ¢ yBenuueHueM no3bl HIIBII, y manueHToB ¢ s3BOil B aHamHe3e, OCOOEHHO
OCIIO’)KHEHHOW KPOBOTCUCHHEM WM Tepdoparueil, a Takke y MAlHeHTOB MOXWIOTO BO3pacTa
(cm. paznen «[IpoTuBOTIOKA3aHUSY).

ITaryeHThl MOXKUIOr0 BO3pacTa

VY nanueHToB MOXHJIOr0 BO3pacTa MOBBIIIEHA YaCTOTa BOSHUKHOBEHUS TOOOYHBIX 3PPEKTOB Ha
¢one npumenenuss HIIBII, ocoOeHHO Takux Kak KeEJIyJI0YHO-KUIIEYHOE KpPOBOTEUEHHUE U
po0oIeHUE SA3Bbl, KOTOPHIE MOT'YT MPEACTABIATh YIPO3y AJIs KU3HU. JIeueHne 3Tux nalueHToB
cileflyeT HayMHATh C HaMMEHbIIeH BO3MOXHOW J03bl (cM. pazfen «Pexxum 103upoBaHHs U
croco0 MPUMECHEHUSY).

[Tpy Hanuuuu y malnyeHTa B aHamMHe3e 330(aruTa, racTpuTa W/WMIU SI3BEHHOM OoJie3HH mepen
HAyvaJIoM JieueHus JekckeronpodeHom (kak u B ciayyasx ¢ Apyrumu HIIBII) cnenyer yoenuthcs,
4TO 3TH 3a00JIE€BaHUs HAXOIATCA B CTaJAUU PEMHCCUHU. Y MAIMEHTOB C HAJIWYMEM CHMIITOMOB
naronorun XXKT wnmn xponnuyeckumu 3aboneBanusimu JKKT cienyer ocymiecTBisTe KOHTPOIb

JUIA BBISIBIICHUSA HapymeHI/Iﬁ MUIICBApPCHUA, 0c00€EHHO KECITYAOYHO-KUIIICYHBIX KpOBOTCLIGHI/II\/'I.

Jns 5TUX ManveHToB, a TakXe MAalUeHTOB, KOTOPbIE HYKIAIOTCI B OJHOBPEMEHHOM
npumeHeHnn ACK B HHM3KHX 103aX WIM B IPUMEHEHUH JIPYTUX NPENaparoB, YBEIUYMBAIOIINAX
PUCK BO3HUKHOBEHMs HapymeHuil co ctoponsl JKKT, cimenyer paccMoTpeTrh BO3MOKHOCTh
KOMOMHHUPOBAHHOHN Tepamnuu ¢ IMpernaparaMu-MpoTEeKTOPaMH, HaIpUMep, MU3OMPOCTOIOM WU
MHTUOUTOpaMH MPOTOHHOI MOMIIBI (CM. pasaen «B3aumoseiicTBue ¢ qpyruMu J1eKapCTBEHHBIMU

npernaparamMy U Ipyrue BUIbI B3aUMOICHCTBHIA).

[Tpumenenue HIIBII mpotuBomnoka3ano nammentaM c¢ 3adoneBanusmu JKKT B anamHe3e, TaKUMU
KaK S3BEHHBIM KOJUT, Ooyie3Hb KpoHa, MOCKONBKY CYIIECTBYET PHUCK OOOCTpPEHHUs ITaHHBIX

3200J1€BaHUM.



[TaniueHTHI, y KOTOPHIX B aHAMHE3€ MMEIH MecTo mobOouHble nercTBus co ctoponsl JKKT, B
0COOEHHOCTH, TOXHJIbIE TMAIUEHTHI, JOJDKHBI COOOWmaTh Bpadyy O JIOOBIX HEOOBIYHBIX
cumnromax co croponsl KKT (ocobeHHO 0 cumMnToMax, KOTOpbIe MOTYT CBHJETEIHCTBOBATH O
eIy JOYHO-KUIIEYHOM KPOBOTEYEHUH), OCOOEHHO Ha HayaJIbHBIX cTaaudax jeueHus. Cienyer ¢
OCTOPOXXKHOCTBIO Ha3HayaTh IIpernapaT NalueHTaM, OJHOBPEMEHHO INPUHUMAIOLIMM CPEICTBA,
KOTOpBIE MOTYT YBEJIWYMTh PUCK BO3HHUKHOBEHHS $3Bbl WM KpPOBOTEUYEHMs: IEpOpajbHbIC
KOPTUKOCTEPOU/IbI, AHTUKOATYISHTH (Hampumep, BapdapuH), CENeKTUBHBIE HMHIHOUTOPHI
0o0paTHOro 3axBaTa CEpOTOHMHA WIN aHTUarperanTsl, Hanpumep, ACK.

be3onmacHOCTh TpUMEHEHHS B OTHOIICHHUH NOYEK

[Tatmentam ¢ HapymeHneM (QYHKIMH MOYEK Ipenapar cieayeT Ha3HAa4aTh ¢ OCTOPOXKHOCTHIO,
nockonbky Ha ¢one npumenenuss HIIBIT Bo3MOxHO yxymmeHue (QYHKIUU TOYEK, 3alepiKKa
KUAKOCTH B OPraHU3MeE U Pa3BUTHE OTEKOB.

Crnenyer cobmrofaTh OCTOPOKHOCTh IpH INPHUMEHEHMM Ipenapara Jlexcanrun camer y
IAMECHTOB, OJHOBPEMEHHO INPUHUMAIOIIMNX JAUYPETUKHA U IALMEHTOB, Y KOTOPHIX BO3MOKHO
pa3BUTHE THUIIOBOJIEMHMHU B CBSI3U C IOBBIIIEHHBIM PHUCKOM HE(QPOTOKCMYHOCTH. B mepuop
JeYeHHsI HEOOXOMMO O0ECIeUnUTh aJeKBATHOE MOTpeOiIeHNe XKUAKOCTH sl MPEJOTBPALCHUS
00€3BO’KMBAaHUS U YCUIICHUS TOKCUYECKOTO IeHCTBHSI HA MOYKH.

Kak wu npyrue HIIBII, npenmapar JlekcanruH cameT MOKET HPUBOJIWTH K MOBBIIIEHUIO
KOHIEHTpAllUl KpPEeaTHHHWHA M a30Ta MOYEBUHBI B IUIa3Me KpoBU. Kak u Jpyrue MHrHOUTOPHI
CHHTE3a MpOCTarjaHnHOB, Npenapar J(ekcaliruH camier MOXXKeT OKa3bIBaTh MOOOYHOE JIeHCTBHE
Ha MOYEBBIACTUTEIbHYIO CHCTEMY, YTO MOXET NPUBECTH K Pa3BUTHIO TIOMepyloHedpHTa,
WHTEPCTUIIMAIBHOTO HeQpHUTa, MAMWIITPHOTO HEKPO3a, HEPPOTUUYECKOTO CHHIPOMA U OCTPOH
MOYEYHON HENOCTATOYHOCTU. [lOXWiIble NaIlMeHThl OCOOEHHO IOABEPKEHBbl HAPYIIECHUIO
¢yHkunu novek (cM. pazzaen «Crnocod NpuMEHEHHUs U J103b1»).

be3omacHOCTh IpUMEHEHMS B OTHOIIICHUH IEUYECHU

[TaruenTam ¢ HapyieHneM (YHKIUU TEYEHH Iperapar clielyeT Ha3HauyaTh C OCTOPOKHOCTBIO.
Kak n npu npumenenun npyrux HIIBII, mpenapar mokeT BbI3bIBaTh KPaTKOBPEMEHHOE W
HE3HAUYUTEIIbHOE IOBBIIICHUE HEKOTOPBIX TI€UCHOYHBIX» IIOKA3aTeJIeH, a TaKXKE BBIPAKEHHOE
NOBBIIIIEHNE AaKTUBHOCTU acmapTaramuHoTpaHcdepasbl (ACT) u anaHuHaMHUHOTpaHC(epasbl
(AJIT). Ilpu yBenuyeHHH yKa3aHHBIX MOKa3aTesel JieYeHHe MpenapaToM cleAyeT MPeKpaTuTh.
[Toxumble mareHTsl 0COOEHHO MOABEPKEHBI HAPYIIEHUIO QYHKIUH ITEUEHH.

be3onacHOCTh NPHMMEHEHHS B OTHONIICHHMH CEPIACYHO-COCYAUCTON CHCTEMbl K MO3TOBOIrO

KpOBOOOpAaLLIEHUS

[Ipy npuMeHeHWW Yy TANUEHTOB C AapTEpUATBLHON TUIMEPTEH3WEW W/WIM CepACUYHON

HEJIOCTAaTOYHOCTBIO JIETKOW WM CpeJHEH CTENEeHW TSKECTH B aHaMHE3e Heo0X0oauM
6



COOTBETCTBYIOIIMHA KOHTPOJIb U pekoMeHaauuu. OcolOyio OCTOPOKHOCTh HEOOXOAUMO
coOiroaaTh Mpy JIEUEHUH NAlMEHTOB C CEpJAEYHO-COCYAUCTHIMU 3a00JI€BaHUSIMU B aHAMHE3E, B
YAaCTHOCTH, C MPEIIISCTBYIONUMU SMU30JaMH CEPJCYHON HEJOCTATOYHOCTH, TaK Kak Ha (oHe
npuMmeHenuss HIIBII Moxer yBeaM4yuBaTBCA PHUCK Pa3BUTHUA CEPACYHOM HEIOCTATOYHOCTH,

OIIMCAHEBI CIy4an 3aACPKKHU XKUIKOCTU U OTCKOB, CBA3AaHHBIX C IPUMECHCHUEM HIIBII.

KimHndeckue uccaenoBaHus U 3MHUIEMUOJIOTUYECKUE TaHHBIE IT03BOJISIIOT CENAaTh BBIBOJ O TOM,
yro HIIBII, ocoG0eHHO B BBICOKHX J103aX M MPH JUIUTEIILHOM NPUMEHEHUHU, MOTYT MPUBOJUTDH K
HE3HAYNTEIIbHOMY MOBBIIICHUIO PUCKA Pa3BUTHs apTEPUATBbHBIX TPOMOO30B (TaKUX KaK OCTPBIN
UHGApKT MUOKAapAa UM MHCYJbT). JIaHHBIX AJI UCKIIIOUEHHs] PUCKA YKa3aHHbBIX COOBITUH IpU
OPUMEHEHUN JIeKCKeTolpodeHa HeIO0CTaTOYHO. Y  MNAaIlMEeHTOB C  HEKOHTPOIUPYEMOM
apTepualbHOM TUIEepTEeH3HeH, nemuyeckon 6omnesnpto cepana (MBC), 3acroitHoil cepaedHoi
HEIOCTaTOYHOCTHIO, 3a00JI€BaHUAMHU TEPUPEPUIECKUX apTEPUi H/HIN LEepeOpOBACKYIISIPHBIMU
3a00jeBaHUsAMHU Ipernapar JlekcairuH cameTr cieayeT MPUMEHATh C  OCTOPOXKHOCTBIO.
AHaJIOTMYHBIM TOJXOA NPUMEHHM K HalMeHTaM C (akTopaMH pPHUCKAa Pa3BUTHUS CEpICUHO-
COCYAMCTBIX 3a0ojeBaHUll (Hampumep, apTepuaigbHas TUIEPTEH3Us, TUIEPIUNUIAEMUs,

caxapHblii [uabeT, KypeHue).

Hecenextusubsie HIIBII criocoOHBI yMeHbIIATh arperanno TPOMOOLUMTOB U YBEJINYUBATh BpeMs
KPOBOTEYEHMS 3a CYET IMOJABICHUSA CHHTE3a NPOCTArJIaHIMHOB, B CBSI3M C 4YEM Ha3HAYCHUE
JeKcKeTonpodeHa nanueHTaM, IPUHUMAIOIIMM IpenapaThl, BIUAIOLINE HAa FreMocTa3 (Halpumep,
Bap(apuH WK Jpyrue KyMapuHbl, WM TeNapuHbl), HE peKOMEH0BaHO.

[Toxxunple manueHTbl OCOOEHHO MOJBEP)KEHbl HapylIEHUSM (YHKLIHU CepIevyHO-COCYIUCTON
CHUCTEMBI.

MacKHpOBKa CHMIITOMOB OCHOBHOTQ I/IH(beKI_II/IOHHOFO 3a00JIeBaHUS

[Tpuem npenapata [lekcaarus camer MOXeT MacKUpOBaTh Ba)KHbIE CUMIITOMbI MH(EKLINH, YTO
MOYKET TIPUBECTH K YIUTHHEHUIO CPOKOB MOCTAHOBKH TPABWIIBHOTO JHWArHo3a U OTCPOYCHHOMY
Havyary aJieKBaTHOW Teparuy M yXyAIIEHUIO UCX01a HH(PEKITMOHHOTO 3a00IeBaHus. Y Xy IIIIEHUE
HaOmroanoce Ha (oHe OakTepHaabHON BHEOOJIHPHMYHOW MHEBMOHMM M IPH OaKTepHaTbHOM
OCJIOKHEHHU BETpsSHOM ocmbl. B ciydae Ha3HaueHus mpenapara JleKCairuH cameTr IpH
WH(PEKIIMOHHOM 3a00JIEBaHUM [IJIi CHWKEHHUS TEMIEpaTyphl Tella WM oOJerdyeHus O0oiu,
pEeKOMeHIyeTcsl o0ecrieueHne MOHUTOpPUHra WH(pEKIMoHHOro 3aboieBanus. Ha amOynaropHoM
JTame, B CIIydae €CJId CHUMITOMBI COXPAaHSAIOTCS WIM YXYALIAIOTCS, MAIMEHTy HEeO0OXOIHMMO
00paTUTHCS K Bpayy.

B 0coObIx cityyasix BO3MOYKHO Pa3BUTHE TSKENBIX MHPEKIMOHHBIX OCJIOXKHEHHH CO CTOPOHBI

KOXKM M MSTKMX TKaHed Ha ¢oHe BeTpsHOM ocmbl. [IoMHOCTBIO HMCKIIOUHUTH BEPOSITHOCTH
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B3auMocBs3u mpumeHeHuss HIIBII ¢ pa3ButHeMm yka3aHHBIX WHGEKIIMOHHBIX OCIOXHEHUH B
HacTosimiee BpeMs HEBO3MOKHO. [losTomMy mnpu BeTpsHOW oOclie TpUMEHEHHUE IMperapara
JlekcanruH caier cieayer u30erars.

B cnyuae mnpuHATHS BpauoM peUIeHUS O JAJIUTEIBHOM MPUMEHEHHU JIeKCKeTorpodeHa
HEO0OXOUM KOHTPOJIb IMOKa3zareneil nepudepudeckoid KpoBU U (PYHKIHOHAIBHOTO COCTOSTHUS
MEYEHU U TIOYEK.

Ouenb penko Ha pone mpumenenus HIIBII ormeuanuch cepbe3HbIe KOKHBIE PEAKIUH, BKIFOUYAs
skconuatuBHbl  nepMmatut, cuHiapoM CrtuBeHca - J[[DKOHCOHA, a Takke TOKCHUYECKUU
SMUJIEPMANIbHBIM HEKPOJIM3, HEKOTOPBIE U3 KOTOPBIX 3aKOHUWJIMCH JIETAJbHBIM HCXOAOM. Puck
Pa3BHUTHS TAKMX PEAKIUH y MalMEHTOB, IMO-BUIUMOMY, HaHOOJIee BBHICOKHI B Hadaje JICUYCHUS,
T.K. OOJBIIMHCTBO OMUCAHHBIX SIBJICHUI HAOMIOAAIUCH B MEPBBINA MecsI] Tepanuu. [Ipu nepBom
MOSIBJICHUH KOXKHOW CBITH, TMMOPAKEHUU CIU3UCTHIX O00O0JIOUEK WIIH JIIOOBIX APYTUX MPU3HAKOB

THUIICPYYBCTBUTCIBHOCTU IIPUMCHCHUC IIPCIIapaTa I[eKCB.J'IFI/IH CallIeT CJICAYCT MMPCKPATUTD.

Ocobast ocTOpOXKHOCTh TpeOyeTcsl MpH Ha3HAuUeHUM IpenapaTa HalMeHTaM C BPOXIEHHBIMU
HapymeHusMd MeTtabonm3Ma mnopdupuHa (HampuMep, MPH OCTPOH  IepeMeKaroIencs
noppupuu), ¢ 00E3BOKUBAHHEM, HEINOCPEACTBEHHO TIOCIE OOIMPHBIX XHUPYPTUYECKHUX

BMCIIATCIILCTB.

Ecnn Bpau cuuTaer, 4ro JJIMTENbHOE NPUMEHEHHE NEKCKETONpodeHa HeoOXOAUMO, CIeayeT

PEryjIIpHO KOHTPOJIUPOBATH (bYHKLII/II-O INCYCHH, ITIOYCK U ITOKA3aTCIN 0611_[61"0 aHaJIn3a KpOBHU.

B ouenb penkux ciaydasx HaOMIOAAIUCh TSDKENbIE peakIMK TMIIEPUyBCTBUTEIBHOCTH (HAIIpUMeED,
aHadumakTuueckuil mok). [Ipu nepBhIX NMpU3HAKaX TSHKEION peakUH IMIIEpUyBCTBUTEIBHOCTH
HEOoOXOIUMO TpeKpaTuTh MnpueM mnpenapara Jlekcanrun camer. HeoOxomumo Havath

CHUMIITOMAaTHYCCKOC JICUCHUC T10/] Ha6J'[IOI[€HI/I€M KBaJ'II/I(bI/IHI/IpOBaHHOFO crieguajaucTra.

[TanpeHTHI, CTpajaIIMe AacTMOW B COYETAaHHH C XPOHWUYECKUM PHUHUTOM, XPOHMYECKUM
CUHYCUTOM W/WIM TMOJIMIIAaMU HOCA, MOJBEPKEHbI 00Jee BBICOKOMY PHUCKY aJUIEprHUeCKHUX
peakuuii Ha ACK n/umu HIIBII, yem octanpHast nomynsuus. [IpuMeHeHne npenapaTa MOXeET
BbI3BaTh TMPUCTYN acTMbl HJIM OpOHXOCHa3sM, OCOOEHHO y TAalMEeHTOB C aJUIePrUUYeCKUMHU

peakuusamu Ha ACK wnm HIIBIL.

[Ipenapar Jlexcanruu cameT ciaeayeT ¢ OCTOPOKHOCTHIO HA3HAYATh MAllMEHTaM C HapyIICHUSIMHU
KPOBETBOPEHUS, CHCTEMHON KpPAaCHOW BOJYAHKOW WJIM IPYTUMH CHUCTEMHBIMHU 3a00JICBaHUSIMHU

COEIMHUTEIILHON TKaHU.



[Ipenapar [ekcanrun camer coaepxut caxapo3y (0,25 xneOHbIX eauHHI] B | makeTuke). ITy
uHPOpPMALIMI0 HEOOXOAWMO YYMTHIBATh MNAIlMEHTaM C caxapHbIM jauaberom. [lamumentam c
HACJICICTBEHHOW HENEPEHOCHMOCTBIO  (PYKTO3bI, JIe(UIIMTOM caxapa3bl-U30MajbTa3bl U
CHHIPDOMOM  MainbaOCOpOIMM  TIIFOKO3BI-TaKTO3bl  mpemapat  JlekcanruH — camier

IMPOTHUBOIIOKA3aH.

C€THu

bezonacHocTh mprMeHEHUs y IeTEeN HE YCTAHOBIICHA.

4.5. BzaumojeiicTBHEe ¢ JAPYrMMH JIeKAPCTBEHHLIMH MpenapaTaMd M JApyrue BH/bI
B3aUMOAeHCTBUI
[lepeuncnenHble HMKE B3aUMOJICHCTBUA XapakTepHsbl a1 Bcex HIIBII.

Heoicenamenvnvie KOM6MHG141/I1/I

C opyeumu HIIBII, sexntouasn cenekmusnvie uneubumopwvl L{OI-2 u canuyunramsl 6 GblCOKUX
dozax (bonee 3 2/cym): OmHOBpeMeHHOe mpuMeHeHHe Heckonbkux HIIBII, Bcnemcreue
cuHepruieckoro 3ddexra, MOXKET MOBBIIIATh PUCK pa3BUTHs si3BeHHOro nopaxenus XKT u
KEITYA0YHO-KUIIIEYHOTO KPOBOTECUECHHUS.

C aumuroazcynanmamu: HIIBII Moryr ycunuBaTh 3¢(eKT aHTUKOAryJisHTOB, TaKuUX Kak
Bap(apuH, B CBSI3M C BBICOKOH CTENEHBIO CBS3BIBAHUS C OClKaMU TUIa3Mbl  KPOBH,
MHTHOMpOBaHUEM (DYHKIIMK TPOMOOLUTOB U opakeHueM ciu3uctor 06onouku XKKT. B ciayqae
HEOOXOJUMOCTH OJHOBPEMEHHOTO MpUMEHEHHs TpeOyeTcs THIaTeNbHbI KOHTPOJIb 3a
COCTOSIHWEM TTalleHTa U PETYJISIPHBI MOHUTOPUHT JTA0OPATOPHBIX TTOKA3aTeIeH.

C eenapurom.: IpU OAHOBPEMEHHOM IMPHUMEHEHHUH TIOBBIMIACTCS PUCK PAa3BHTHUS KPOBOTEUYCHUS
(B cBsi3u ¢ uWHrHOUpoBaHMEeM (YHKIUU TPOMOOIIMTOB W TOBPEXKIAIONIUM JIEHCTBUEM Ha
cimszuctyto obonouky JKKT). B ciydae HeoOXOOUMOCTH OJHOBPEMEHHOTO MPUMEHEHUS
TpeOyeTcss TIIATeIbHBIM KOHTPOJb COCTOSHHS TAIlUCHTa W PETYISPHBIA  MOHHUTOPHHT
71ab0paTOPHBIX MOKa3aTeNeH.

C anroxokopmuxkocmepouoamu: Ipyu 0OJHOBPEMEHHOM ITPUMEHEHHUH MOBBIIIAETCS] PUCK S3BEHHBIX
MOPAXKCHHUH KEITYT0YHO-KUIIIEYHOTO TPAKTa U KPOBOTEUCHUH.

C npenapamamu numus (onvcano B oTHomeHun Heckonbkux HIIBIT): HIIBII moBbrmarot
KOHIICHTPAIIMIO JINTHS B TUIa3Me KPOBU BIUIOTH JIO TOKCUYECKOH (CHIDKAETCS BBIBEIICHHUE JTUTHUS
yepe3 TMOYKH), B CBS3M C 4YeM KOHICHTPAIMIO JHMTHS B IUTa3ME€ KPOBH HEOOXOIMMO
KOHTPOJIMPOBATh B Haydaje JICUEHHUs JEKCKETONPO(EeHOM, MPU KOPPEKIMH €ro 03bl U OTMEHE

npemnapara.



C memompexcamom 6 6vicokux 0ozax (15 me/me0 unu 6onee): BO3MOXKHO TOBBIIICHUE
reMaToJIOTMYEeCKOH TOKCUYHOCTH METOTpPEKcaTa B CBSI3W CO CHIDKCHHEM €ro IOYEYHOTO

KJIIMpEHCa Ipu 0HOBpeMeHHOM npumeHennu ¢ HIIBII.
C cuoanmounom u cynvonamuoamu’. BOSMOKHO YCUIIEHUE UX TOKCHUECKOTO AeHCTBHUS.

KOM6MHGHMM, mpe6w0u;ue OCnoposHcHocmu

C ouypemuxamu, uHeUOUMOPAMU aAHSUOMEH3UHNpespawawe2o Gepmenma (UHSUOUMOPDDL
AlI®), aumubuomuxamu u3 2pynnvl AMUHOSIUKO3UOO8 U AHMALOHUCMAMU Deyenmopos
aneuomensuna 1. nmexckeronpodeH mpu OMHOBPEMEHHOM NPUMEHEHUM MOXET YMEHbBIIATh
3h(deKT IUYypEeTUKOB W JAPYTUX THUIOTCH3WBHBIX CPEICTB. Y HEKOTOPBIX MAIMEHTOB C
HapylieHneM (QYHKIUU MOYeK (Hampumep, Y MAalHeHTOB C 00E€3BOKUBAHUEM WM Y TOKUJIBIX
NAlMEHTOB C HapylmieHueM (YHKIMH TI0YeK) OJHOBPEMEHHOE MPHUMEHEHHE CpPEJICTB,
OKa3bIBatoluX wuHruoOupywomee BiausHue Ha LOI, wunruburopo AIl®, aHTaroHucros
peuenTopoB anruotreH3wHa |l WM aHTUOMOTHMKOB W3 TPYNIBl aMHUHOTIMKO3UIOB MOXKET
OPUBECTH K YTSDKENEHUIO TEUEHUs IOYEeYHOM HEeIOCTaTOYHOCTH (KaK MPaBHIIO, HOCHUT
00paTUMBIN XapakTep).

[Tpr oTHOBpEMEHHOM MPHUMEHEHUHU JIEKCKeTonpodeHa U JTUYPETHKOB HEOOXOAMMO YOeTUThCS,
YTO y MalMeHTa OTCYTCTBYIOT MPHU3HAKH 00€3BOKMBAHUS, a TAKKE KOHTPOJIHUPOBATH (PYHKIHIO
MOYEK B HaJaJie MPUMEHEHUsS U BO BpeMsl JIieueHUs (IEPUOTUUECKH).

OnHoBpeMeHHOE MpUMEHEHHEe TpenapaTa JlekcalruH calier u KaauiicOeperarimx JMypeTHKOB
MOKET MPHUBECTH K Pa3BUTHUIO TUIEpKanueMuu. HeoOXoauMo peryispHO KOHTPOIHUPOBATH
coJiepaHue Kalius B IJIa3Me KPOBH.

C memompexcamom 6 HU3KUX 0o03ax (meHee 15 me/Hed): BO3MOXKHO TOBBIIIEHUE
reMaTOJIOTMYECKOM TOKCUYHOCTH METOTPEKCaTa B CBSI3M CO CHUXXEHHUEM €ro IOYEeYHOIo
knupeHca Ha (oHe omHoBpemMeHHoro mnpumeHeHus c¢ HIIBII. B TedeHue mnepBbIX Hemenb
OJTHOBPEMEHHOTO TPUMEHEHUsT HEOOXOIUM €XKEHEACNbHBIA TMOJCUeT KIETOK KpoBu. [lpu
HaJUYUM HApyHICHUS (YHKIUHA TOYEK Ja)XKe JIETKOW CTEMeHH, a TakKe JUIaM IOXKHUIOTO
BO3pacTa HeoOX0IMMO TIIATeNbHOE HA0II0IeHNE Bpaya.

C nenmoxcuguinunom: BO3MOXHO TIOBBIIICHHE PUCKA Pa3BUTH KpoBoTedeHWil. HeoOxomum
THIATETHHBIA KIMHUYECKUH MOHUTOPHHT M PETyJIsipHasi TPOBEpKa BPEMEHU KPOBOTCUCHHSI.

C 3udogyounom: CyIIeCTBYeT PHUCK YCHUJIEHHS TOKCHYECKOrO JEeHCTBUS Ha SPUTPOLUTHI,
00YCIIOBJICHHOTO BO3/ICHICTBHEM Ha PETUKYJIOLHUTHI C PA3BUTUEM THKEION aHEMHH Yepe3 HEJIeITI0
nocie Havana npumenenuss HIIBII. Heobxomumo mnpoBeneHue oOIiero aHaiu3a KpPOBU C

MOJICYETOM KOJIMYECTBA PETUKYJIOIUTOB uepe3 1-2 Henenu nocie Havana tepanuu HITBIL.
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C eunoenuxemuyeckumu cpeocmeamu 0asa npuema eHymps: HIIBII Moryr ycuiuBath
TUTOTJIMKEMUYECKOe JICHCTBUE TMPENnapaToB CYIb(OHUIMOUYEBUHBI BCIICICTBUE BBITCCHEHUS
Cynb(OHIIMOYECBHHBI U3 MECT CBSI3BIBAHUS C OCJIKAMHU IIa3MbI KPOBH.

Kombunayuu, komopwie HeoOX00uUMo RPUHUMAMb 80 GHUMAHUE

C f-aopenobrokamopamu. nupu onHoBpeMeHHoM mnpumeHenuu c HIIBII wmoxert
YMEHBIIATHCS  AHTUTHINEPTEH3UBHBIK  3ddext  B-anapeHOOIOKaTOpOB  BCIEACTBUE
WHTHOMPOBAHUS CUHTE3a MPOCTArIaHINHOB.

C yuxnocnopunom u maxpoaumycom: HIIBII Moryr yBemnuuBath HE()POTOKCHYHOCTH, UYTO
OIIOCPEIOBAHO JICHCTBUEM PEHAIBHBIX IMpOCTarjaHAvHOB. [IpyM 0JHOBpEMEHHOM NPHUMEHEHUU
HEO00XO0IMMO KOHTPOJIMPOBATh (PYHKIIHIO MOYEK.

C mpomborumuxamu: TOBBIIAETCA PUCK Pa3BUTHS KPOBOTEUCHUS.

VYBenuuuBaeTcs pUCK Pa3BUTHUS JKEITYIOYHO-KHUIIEYHBIX KPOBOTEUEHUN IPU OJHOBPEMEHHOM
NPUMEHEHUH C WHTUOMTOpaMH OOpaTHOrO 3axBaTa CEPOTOHMHA (IMTANONpam, (IIyOKCETHH,
cepTpasivH) 1 antuarperantamu (Bkiatoyast ACK u kinonugorpen).

C npobeneyudom: BO3MOKHO TOBBIIICHUE KOHILIEHTPALUU JEKCKeTonpodeHa B IUia3Me KpOBH,
YTO MOKET OBbITh O00yCHOBIEHO HHruOHUpylImUM 3(pdekToM mnpodeHenuga Ha TMOYEUHYIO
TyOyJSIPHYIO CEKPEUHI0 M KOHBIOTAIMIO C TIIIOKYPOHOBOW KHCIIOTOH; MOMKET MOTpeOoBaThCs
koppekuunsa n1o3e1 HIIBII.

C cepoeunvimu enukosudamu: onHoBpeMeHHoe npumeHenue c¢ HIIBIT moxker mpuBomuth K
MOBBIIIEHUIO KOHIEHTPAIUU CEP/ICYHBIX MNIMKO3UIO0B B TUIa3Me KPOBHU.

C mugenpucmonom: CyHIECTBYET TEOPETUUYECKUUW PHUCK M3MEHEHHS S(PGEKTHBHOCTH
MU(ENpPUCTOHA TNOJ JCHCTBHEM HMHTUOUTOPOB MPOCTArIaHIUHCUHTETa3bl. OrpaHuYeHHbIE
JaHHBIE MTO3BOJISIIOT MPEANONIOKUTh, YTO OJHOBpEMEHHOE puMeHeHune mudenpucrona ¢ HIIBIT
B JIeHb MIPUMEHEHHUs MpOCTariaHANHa HEe OKa3bIBae€T HEOJIAroNpHUsTHOTO BIUSHUS HA JIEHCTBUE
MU(ENPUCTOHA WM MpOCTarjaHAMHA B OTHOIIEHWM CO3pEBaHUS IIEHKH MaTKu WU
COKpPAaTUMOCTM MATKM M HE CHHXAeT KIWHUYECKYI0 dS(PQPEKTUBHOCTh CpPEACTB AJIs
MeIMKaMEHTO3HOTro abopra.

C Xxunononamu. NAaHHBIE, TOJYYEHHBIE B DKCIEPUMEHTAIbHBIX HMCCIENOBAHUAX HA JKUBOTHBIX,
YKa3bIBalOT HAa BBICOKMU PHUCK Pa3BUTHSA CyAOpoOr mpu oxHoBpeMeHHOM npuMmenenuun HIIBII ¢
XUHOJIOHaMU B BBICOKHX J03aX.

C menoghosupom: mpu ogHoBpeMeHHOM mnpuMeHeHun ¢ HIIBII wmoxer mnoBbIIaThes
KOHIIGHTpallMsg a30Ta MOYEBUHBI M KpeaTMHHUHA B IUIa3M€ KpPOBHU, IOITOMY [UJIsl OLICHKHU
BO3MOJKHOT'O BJIMSIHMSI OJHOBPEMEHHOI'O IIPUMEHEHMSI JAaHHBIX JIEKAPCTBEHHBIX CPEICTB
HEO0OXOMMO KOHTPOJIMPOBATH (DYHKITHIO MTOYCK.

C Oegpepacupoxcom: nipu omHoBpeMeHHOM mpuMmeHeHun ¢ HIIBIT MokeT MOBBIIIATHCS PHUCK
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tokcuueckoro BoszaeiicTBus Ha JKKT. Ilpm npumeneHum nexckeronpodeHa COBMECTHO C
nedepacupoKcoM HE0OXOIUMO TIIATEIFHOE HAOII0ICHUE 32 COCTOSIHIEM IMallMeHTA.

C nemempexceoom: nipu ognoBpemeHHoM npuMmenennn ¢ HIIBII MoxeT cHMKaThCsl BhIBEICHHE
nemeTpekcena; nosromy npu npumenennn HIIBIT B Bbicokux m03ax HE0OX0AMMO cOOIIOIAThH
0CO0YI0 OCTOPOKHOCTD. Y MAI[MEHTOB C MOYEYHON HEJAOCTATOYHOCTBIO JIETKOW CTENEHH TSKECTH
(xpoHmdeckas Gone3np mouek, cragusa 2 (CK® 60-89 mn/mun/1,73 m?) cnenyer m3berarh
OIHOBpeMeHHOro npuema nemerpexcena u HIIBII B Teyenne aByx nHeW 10 U IBYX JHEH MOcCie
puemMa neMeTpeKcea.

B ciayuyae HEoOXOAMMOCTH OJHOBPEMEHHOTO NpUMEHEHHs mpemnapara JlekcairuH camer c
BBIILICIIEPEUNCIICHHBIMU JIEKAPCTBEHHBIMU CPEACTBAMU CJIEAYET HPOKOHCYIbTHUPOBATHCS C

BpayuoM.

4.6. DepTHIBHOCTDH, 0€PEMEHHOCTH H JAKTAIMS

[Ipemapar Jlekcanrun cameT MpOTHBOINOKa3aH Mpu OepeMeHHOCTH B cpoke Oosiee 20 Hemenb
(cm. paznmen 4.3.).

bepemeHHOCTD

[TonaBneHue cuHTE3a MPOCTArfJaHAMHOB MOKET HEOIArompusTHO MOBIUSATH Ha OEpPEeMEHHOCTH
u/unu pa3Butue IUioAa. JlaHHbBIE, TMOJIyYEHHBIE MPH SMUIAEMHOJIOTHYECKHX HCCIIEIOBAHUSX,
BBI3BIBAIOT OMACCHMS KacaTeIhbHO TOTO, YTO HA PAHHHUX CpPOKaxX OCPEeMEHHOCTH NpPHUMEHEHHUE
MpermapaToB,  IMOJABISAIONIMX  CHHTE3  INPOCTATIAHIUHOB, MOXET  IOBBINIATH  PHCK
CaMOIIPOU3BOJILHOTO abopTa, BO3HUKHOBEHHUS Yy IUIOJA TMOpPOKa CcepAlla U TacTPOIIU3HCA.
AOGCOTIOTHBIN PUCK aHOMAIIUU CEPJIEYHO-COCYAUCTON CUCTEMBI TIOBBIIIANCSA MeHee ueM ¢ 1% 1o,
npuomM3uTeNbHO, 1,5%. Cuntaercs, 4To pUCK MOBBIIIAETCS C MOBBIMICHUEM JI03bI TIpernapara u
JUTMTETFHOCTH €0 MPUMEHEHWs. Y  KUBOTHBIX Ha3Haue€HHWE WHTHOWUTOpAa CHHTE3a
MPOCTATJIaHJAMHOB TPHUBOIMIO K YBEIUYCHHIO J10- W TOCTUMIUIAHTAIIMOHHBIX TOTEPh W
MOBBIICHUIO YMOPUOHAIBHON cMepTHOCTH. KpoMe Toro, ObLITM MOTY4YeHbI JaHHBIE O TOM, YTO Y
JKUBOTHBIX, TONYYaBIIMX HWHTUOUTOP CHUHTE3a NPOCTArJaHIWHOB B TMEPHOJ OpraHOTeHe3a,
MOBBIIAJIACH YACTOTAa BO3HUKHOBEHHUS pA3IMYHBIX IOPOKOB Ppa3BUTHS IUIOZAA, BKIIFOYAs
AHOMAJIUU CEPJICTHO-COCYIUCTON CHCTeMBbl. TeM He MeHee, TP HCCIEAOBAHNUAX Ha KHUBOTHBIX
MPU3HAKOB TOKCHYHOCTH JI€KCKeTOmpodeHa B OTHOIICHHH PENPOAYKTUBHONH CHUCTEMBI HE
BBISIBJICHO (CM. pazzaen 5.3).

Haunnas c 20-i1 Hemenu OepeMEHHOCTH, NpPHUMEHEHHE JEKCKeTonpo(deHa MOKET BBI3BAaTh
OJIMTOTHIPAMHUOH KaK pe3ysbTaT HapylieHUs (QYHKIUU MOYEK IUIoAA. DTO MOXKET MPOU30UTH

BCKOpE TIIOCJIE Hayajla JIEYeHUsT M OOBIYHO IIpeTeprieBacT oOpaTHOE pa3BUTHE TMOCTE
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npekpaieHus jeueHus. Kpome toro, Obui cOOOHIEHHSI O CY)KEHHUU apTepUAIbHOIO MPOTOKA
1oCJI€ JICYEHUS BO BTOPOM TpHMECTpe OEpeMEHHOCTH, HO B OOJBIIMHCTBE CIy4aeB IOCIHE
IIPEKPALIEHUS JIEYEHHUs] UMEJI0 MECTO BO3BpAIICHUE K HOPME.

[ToaTomy B cpoke 10 20 Henenn GepeMeHHOCTH 0e3 KpalHel HeOOXOAMMOCTH JEKCKETOmpodeH
Ha3HayaTh HE CIEIyeT.

[Ipy TpuUMEHEHHH JEeKCKeTONpoQeHa KEHIIMHAMH, IUIAHUPYIOUIMMH OepeMeHHOCTb, JH00
KCHIIUHAMU B TIEPBOM M BTOPOM TpPHUMECTpax OEpEeMEHHOCTH PEKOMEH]IyeTCS HauMEHbINas
BO3MO)XKHAs /1032 U MUHUMAaJbHAsl AJIUTENBbHOCTDH JiedeHus. [locne npuema nexckeronpodeHa B
TEYCHHE HECKOJbKUX AHeW, HauuHas c 20-i Hexenu OEpPEeMEHHOCTH, CJelyeT MPOBOJIUTH
AQHTCHATAJILHBIK MOHHUTOPHHI HAa MPEAMET OJIMTOTUIPAaMHHOHA M CYXEHHUS apTepHaIbHOTO
npotoka. llpu oOHapyXeHHH OJUTOTHAPAMHHOHA WM CYKEHHUS apTepHaTbHOTO MPOTOKA
JIEKCKEeTOnpo(eH clie[yeT OTMEHUTb.

[Ipy npuMeHEeHWH UHTUOUTOPOB CHUHTE3a MPOCTATIAHIUHOB B TPEThEM TPHUMECTpPE
OepeMEeHHOCTH Yy IJI0/1a MOKET UMETh MECTO:

-TOKCHYECKOE  BO3JICHCTBHE Ha KapAHOMYJIBMOHAIBHYIO CcUCTeMYy (TIpeXIeBpeMEHHOE
CY’)KEHHUE/3aKpbITHE apTepUATbHOTO IPOTOKA U TUIIEPTEH3Us B CUCTEME JIETOYHOMN apTepHH);
-novyevyHasi AMcPyHKIUS (CM. BBIIIIE).

B koHIIe GepeMEeHHOCTH y MaTepH U y HOBOPOXKIEHHOTO BO3MOKHBI CIIETYIOIINE SIBICHUS:
-yIJMHEHWE BPEMEHHM KPOBOTCUCHHS — aHTHArperanuoHHBIA d3(dekr, KOoTOopsli MOXeT
BO3HUKHYTH JIaXKe MPU MIPUMEHEHUH Tpernapara B OUeHb HU3KHX J1033X;

-TIOJIaBJICHUE COKPATUTEIbHOW AKTUBHOCTH MATKH, MPUBOJSIIIEE K 3aJe€pKKEe POJOB WIH
3aTSHKHBIM POJIAM.

JlakTanus

CBeneHuii 0 MPOHUKHOBEHUH JEKCKETOMPOQeHa B MAaTEPUHCKOE MOJIOKO HeT.

[Ipumenenue mnpemapara JlekcanruH camer B NEpPUOA  TPYAHOTO  BCKapMIUBaHUS
MIPOTUBOMNOKA3aHO.

DdepTUiabHOCTD

[Tpenapat [Jlexcanrun camter, kak u apyrue HIIBII, MoxxeT cHMXaTh KEHCKYIO (hepTUIBHOCTD,
MIO9TOMY €ro He PEKOMEHJIyeTCS Ha3HayaTh >KEHIIWHAM, IUIAaHUPYIOUIUM OepeMEeHHOCTh. Y
KEHILMH, HUMEIOUMX MpoOJeMbl C 3a4aTHEeM WM MPOXOASIIMX OOCiIeIOBaHHE B CBSI3U C

OecrioiveM, clieyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI AEKCKETONpOodeHa.

4.7. BJuausiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH M padoTarth ¢

MEXaHU3MaMHU
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[Ipenapar [lexcanruH camier MOKET BBI3bIBaTh MOOOYHBIE ACUCTBUS, TaKuMe Kak OIIyIIEHHE
OIJIYHIEHHOCTH, HapylIeHHE 3pEHMsI WIM COHJIMBOCTb. B Takux ciydasx BO3MOXKHO CHM)KEHUE
CHOCOOHOCTH K OBICTPOMY pearupoBaHUIO, OPUEHTUPOBAHHIO B JIOPOKHOW CHUTyallud U

YIIpaBJICHHUIO MCXaHU3MaMHU.

4.8. HexeaaTe/bHbIe peaKIuu

[ToGounsie 3(h(deKThI, CBA3b KOTOPBIX C JEKCKETONMPO()EHOM MO JaHHBIM KIMHHYECKUX
UcclieIoBaHui (JIekapcTBeHHas ¢opMma - TabJeTKH) MpHU3HAHA, KaK MUHUMYM, BO3MOXKHOM, a
Takxke Mo0ouHbIe YPPEKThI, COOOIIEHUS O KOTOPhIX ObUIM MOJIYYEHBI MOCIE BBIXOAA HAa PHIHOK
npenapata Jlekcanrus camer B (opMe TpaHyIl JUisl IPUTOTOBJICHHUS PAaCTBOPa, IPUBEIACHBI HIKE
B COOTBETCTBHHM C CHCTEMHO-OPraHHOW Kiaccupukanueid u kiaccudukanuein BcemupHoi
Opranuzauuu 3apaBooxpanenus (BO3) nmo Hucxozsieil yactore BO3HUKHOBEHHUS: OYE€Hb YacTO
(> 1/10), gacro (>1/100, < 1/10), mewacro (>1/1000, < 1/100), penko (> 1/10000, < 1/1000),
oueHb penko (< 1/10000), Bkirogast OT/Ie/IbHBIC COOOIICHUS.

B cBs3u ¢ TeM, uT0 Cmax IekckeTonpodeHa npu npueMe B GopMe TpaHydl JUIsl IPUTOTOBIICHUS
pacTBopa JAJs MpUeMa BHYTPh B IUIa3Me KPOBHU BBILIE, YeM IpH NpHeMe B (opme TablIeToK,
HEJb3sl UCKJIIOYUTH TOBBIICHUE pPUCKA Pa3BUTHUA MOOOUYHBIX 3((eKToB ( B T.4. CO CTOPOHBI
KKT).

Yame Bcero Habmogatorcss mobounbie 3¢ dexTsl co croponsl JKKT. Bo3MoxkHo pa3ButHe
HNEeNTUYECKON sI3BBbI, Mepopaluu WM KEeTYAOYHO-KUIIEYHOIO KpPOBOTEUEHUS, HHOT/A C
JeTalbHBIM HCXOAO0M, OCOOCHHO y MOKMIBIX HanueHToB. Ilo mmerommumces naHHbIM, Ha (oHe
NPUMEHEHUs IIpernapaTa BO3HMKalIM TOIIHOTAa, pBOTa, JAWapes, METEOpHu3M, 3amop,
JTUCTENTUYECKUE SBJIEHUS, 00Jb B KMUBOTE, MEJEHA, KpOBaBas pPBOTA, S3BEHHBIM CTOMATHT,
oboctpenue konuta u Oonesnnm Kpona. Pexxe ormeuancs ractput. Takke cooOmanoch o
NOSIBJICHUH OTEKOB, IOBBIILIEHUH AapTEPUAIBHOTO JABJIEHUS M Pa3BUTUU  CEPICYHOM
HejocraroyHocty npu npumenennn HIIBIT

CornacHo pe3yiabTaTaM KIMHUYECKMX MCCIEAOBAHUNA U SIUIAEMHOJIOTMYECKUM JaHHBIM,
npumenenne Hekotopsix HIIBII, ocoGeHHO B BBICOKMX J/03aX W B TEUYEHHUE JJIUTEIHHOTO
BPEMEHHU, MOXKET COMNPOBOXIATHCSI HEOOJBIIUM YBEIMYEHHUEM pPHUCKA PA3BUTHS IaTOJOTHH,
BBI3BaHHOH TpomOO030M apTepuii (Hampumep, HHpapKTa MHOKAp/Aa WIM MHCYIbTA) (CM. pa3aen

«Oco0bIe yKa3aHus ¥ MEPBI MPETOCTOPOKHOCTH MPU TIPUMEHEHUNY).
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Kak w npu npumenenuu npyrux HIIBII, B03MOXHO pa3BuUTHE CIEAYIOMHMX MTOOOYHBIX
3 PEeKTOB: aCeNTHUYECKUH MEHHHTHUT, Pa3BUBAIOIIMKCS MPEUMYIIECTBEHHO Y MAIEHTOB C
CHCTEMHOW KpacHOW BOJYAHKOW WJIM JPYTMMH CHUCTEMHBIMU 3a00JIEBAaHHSIMHU COEIMHUTEIHHON
TKaHM, I'eMaTOJIOTHYeCKUe HapylleHHs (TpOMOOIMTONEHUYECKasl MypIlypa, arjacThyeckas u
reMOJIUTHYECKas aHEMUU, B PEAKUX CIydasX — arpaHyJIOIUTO3 U THIIOILUIa3Usl KOCTHOTO MO3Ta).
Jns HaOnrofieHUs 3a COOTHOUICHHWEM IOJIb3BI M PHCKA IMPH MPUMEHEHHH JIEKAPCTBEHHOTO
npemnapara Heo0X0JMMO COO0IIaTh O BOZHUKHOBEHUH MOOOYHBIX 3 dexToB. Ecian HabmogaroTcs
no6ouyHbie A((EeKThI, OmMcCaHHBIC BHIINIEC, JHOO OHM HAOMIOMAOTCA B 00Jiee BHIPAKCHHOU
CTEMEeHH, WM €CIU Bbl OTMETWJIM JI0Oble apyrue mnodounbie APQEeKThl, TO, MOXKaIyicTa,
HEMEJUIEHHO coolmmTe 00 3TOM BamieMmy JiedamieMmy Bpady. PaOOTHHMKHM 31paBOOXpaHEHHS
JOJDKHBI COOOIATh O CIIydasx BO3HHUKHOBEHHsI MOOOYHBIX 3(PQPEKTOB Uepe3 HAIMOHAIBHYIO

cuctemy apMaKoHaa30pa.

Hapywenus co cmopoHbl Kposu u tumpamuieckoii cucmembvl
Ouenb pedko. HEUTPOTICHUS, TPOMOOIIUTOIICHHUS.

Hapywenus co cmopoHbl uMMyHHOU cucmembl

Peoxo: orex ropranu,

Ouenb peoko: aHaPUIIAKTHYECKUE PEAKIINHY, BKIIIOYAs aHAPUITAKTUYECKUN TIOK.
Hapywenus co cmopoHvl 0OMena geujecms u numaHus

Peoko: anopekcus.

Hapywenus ncuxuxu

Heuacmo: 6ecconnuna, omymieHne 0eCroKoucTBa.

Hapywenus co cmopoHbl HepHOU cucmembl

Heuacmo: ronoBHas 60J1b, OLIYIIEHUE OTIYIIEHHOCTH, COHJIMBOCTH;
Peoxo: napecre3un, 0OMOpPOK.

Hapywenus co cmoponvl opeana 3penus

Ouenb pedko. HEYETKOCTh 3PEHUSI.

Hapywenus co cmoponul opeana ciyxa u rabupunmuvie HapyuleHus
Heuacmo: Ton10BOKpY>KeHHE/OlIyILIEHUE BpaIlleHUS,

Ouenwb peoko: 3BOH B ylIax.

Hapywenus co cmoponul cepoya

Heuacmo: ourynienue cepaneOueHus;

Ouenb peoxo: TaxXuKapIusl.

Hapywenus co cmopoHbl cocyoucmoui cucmemul

Heuacmo: npuinBsl;
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Peoxo: nioBblIeHNE apTEPUATIEHOTO J1aBJICHMUS;

Ouenb pedko. CHUKEHUE apTePHATILHOTO JaBJICHHUS.

Hapywenus co cmoponul OvixamenvHotl cucmemsl, 0peanos 2pyOHOU KIemKU U CPe0oCmeHUs
Peoko: 6panumnHo?;

Ouenb pedko. OPOHXOCTIA3M, OJIBIIIKA.

Hapywenus co cmopoHul dceny0ouno-KuueyHo2o mpakma

Yacmo: TOUIHOTA W/WIK PBOTA, OOJIb B XKHUBOTE, JHAPEs], TUCIICTICHS,

Heuacmo: ractpur, 3amop, CyxocTb BO pTy, METEOPHU3M,;

Peoxo: nentuyeckas s13Ba, I3BEHHOE KPOBOTEUECHUE WM TIepoparius s3BbI;

Ouenv peoxo: NaHKPEATHUT.

Hapywenus co cmoponvl neuenu u yHcenuesbleo0auux nymeti

Peoxo: noBpexeHNE KIETOK MEUYCHU.

Hapywenus co cmopoHwl Kodicu 4 NOOKOHNCHO-HCUPOBOU KIemuamKu

Heuacmo: xo)Hasi CHIIb;

Peoxo: xpanuBHHIIA, aKHE, IOBBIIICHHOE MOTOOT/ICIICHHCE;

Ouenv peoko. cunapoM CtuBeHca-/[KOHCOHA, TOKCHYECKHH AIUAEPMAIbHBIN HEKpPOJIU3
(cunapom Jlaiienna), orek KBuHKe, OTek uia, peakius ¢oToCeHCUOUIN3AIUU, KOKHBIN 3Y/I.
Hapywenus co cmoponvl ckenemno-mululedHou U cOeOUHUmenbHOU MmKaHU

Peoko: 601b B crinHe.

Hapywenus co cmoponwl nouexk u mMouesvbi800auux nymeiti

Peoxo: monuypusi, octpasi moue4yHast HeJJOCTATOYHOCTb;

Ouenv peoxo: HepPUT WK HEPPOTUUECKUN CUHIPOM.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOJTOYHBIX Hcele3

Peoxo: napyuieHre MEHCTPYalIbHOTO IMKJIa, HapylIeHne QYHKIIMU TPeaCTaTeTbHOM KeNe3bl.
Cucmemmbie HapyuileHUs U peakyuu 8 Mmecme 86e0eHuUsi npenapama

Heuacmo: yromisieMocTb, 00I1b, aCTEHHSI, PUTHIHOCTH MBIIII, 00IIee HeJOMOTaHHE;

Peoko: nepudepruyeckne oTeKH.

HononnumenvHsie Memoowvl UCC1e008aHUsL

Peoxo: n3meHeHune nokasaresei GyHKIMOHAIBHBIX P00 MEUeHH.

COO6HI€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxxHo coo01marte 0 mo03peBaeMbIX HeKeIaTeNbHBIX PEeaKIMIX MMOCIe PeTUCTpalliy Mpenapara
C T1enbi0 O00eCHedeHHs HEMPEPHIBHOTO MOHHUTOPUHTA COOTHOIICHHS  <«II0JIb3a-PUCK)
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pa0OTHUKAM PEKOMEHIYETCsl cOoOmaTh O JTHOBIX

IMOoA03pE€BACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIiapara 4€pe3 HAIlMOHAJbHBIC
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CHUCTEMBl COOOILEHUS O HEXKeJaTeNbHbIX pEeaKIUsIX ToCyAapcTB — ujIeHOB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.

Poccuiickas @enepanus

OenepanibHas ci1yx0a 1o Ha3opy B cdepe 31paBOOXPaHEHUs

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

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

https://roszdravnadzor.gov.ru

Pecniy0Onuka ApmeHus

I'HKO «lleHTp 3KCnepTU3bl JIEKApCTB U MEAULIMHCKUX TEXHOIOTUI»
Anpec: 0051, r. Epean, nip. Komuraca, 1. 49/5

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

OnexTpoHHas noyra: vigilance@pharm.am

Caiit B nH()OPMALIMOHHO-TEIEKOMMYHUKAITHOHHOM ceTn «MHTepHeT»: WWW.pharm.am

Pecniy6nuka benapych

VII «lleHTp 3KCnepTU3 U UCIBITAHUI B 3[paBOOXPAHECHUN»

Anpec: 220037, r. Munck, ToBapuieckuii iep., 1. 2a

Tenedon ornena dpapmakonanzopa: +375 (17) 242-00-29, daxc: +375 (17) 242-00-29
DnexkTpoHHas moyra: repl@rceth.by, rceth@rceth.by

Caiit B uHGOpMaIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTu «MHTepHeT»: www.rceth.by

Pecnyonmuka Kazaxcran

PI'TI Ha IIXB «HauuoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULUHCKUX
u3nenuit» Komurera MeaMUMHCKOrO W (apMaleBTUYECKOro KOHTpoiss MuUHHCTEpCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

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

Tenedon: +7 (7172) 235-135

OnexTpoHHas noyra: farm@dari.kz

Caiit B nH(GOpMaIllMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTn «HTepHeT»: www.ndda.kz

Keipreizckas Pecrybnmka
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JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEIULUHCKUX U3JIenuil npu MuUHUCTepCTBe
3npaBooxpanenus Koiproizckoit PecriyOnuku

Anpec: 720044, r. bumkexk, yi. 3-s M, 1. 25

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

Tenedon/dpakc obmero ornena: +(996 312) 21-05-08

OnekrponHas moura: dismi@pharm.kg

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKAMOHHOM ceTn «MHTepHeT»: www.pharm.kg

4.9. TIlepeno3dupoBka

CHMIITOMBI

CumnTombl TIepeAO3UPOBKU Tpemnapara JlekcanruH camer HEU3BECTHBl. AHAJIOTHYHBIC
JIEKapCTBEHHBIE TIpenapaThl BeI3bIBalOT HapylieHus co croponsl JXKKT (pBora, aHopekcusi, 00Jb
B JKMBOTE) U HEPBHOW CHCTEMbI (COHJIMBOCTH, T'OJOBOKPY>KEHHUE, JE€30PUEHTAIIMs, TOJIOBHAS
00J1B).

JleueHme

[Mpu cnmyyaiiHoM wWiIM W30BITOYHOM MPHEME Ipernapara ClIeayeT He3aMeIIUTEIIbHO HavaTh
CUMIITOMAaTUYECKOE JIEYEHUE, COOTBETCTBYIOLIEE COCTOSHUIO ManueHTa. [Ipu npueme B3pocibiM
Wi peOeHKOM IpernapaTa B 103e 0ojee 5 MI/KT HeOOXOAMMO B TE€UYEHHE Yaca MPUHATh BHYTPb
aKTUBUPOBAHHBIA yroyib. JlekckeTonmpodeH MOKET BBIBOAUTHCS M3 OpPraHU3Ma C IOMOIIBIO

JIAAJINA3a.

5. ®APMAKOJIOTHYECKUE CBOMCTBA

5.1 dapmakoaMHAMHUYeCKHe CBOHCTBA

@dapMakoTepaneBTUYECKass TIpyINIa: [POTUBOBOCHAIUTENbHBIE M INPOTHUBOPEBMATHUECKUE
Ipenaparsl; HECTEPOUIHBIE NMPOTHBOBOCHAINUTEIBHBIE U IPOTHBOPEBMATHYECKUE IPENaparhl;
IIPOU3BOHBIE MPOITMOHOBON KHCIIOTHI.

Kong ATX: MO1AE17

JlekcketonpodeHa TpoMeTamol, TPOMETaMHMHOBAas COJb S-(+) PHAHTHOMEpa MPONHOHOBOM
KHUCJIOTBI, OTHOCHTCS K HECTEpOHMJIHBIM MPOTHUBOBOCHAIUTENbHBIM mnpenapatam (HIIBII).
Okxka3sbiBaeT 00€3001MBaoIIee, TPOTUBOBOCIIAIUTENBHOE U XKAPOIIOHUKAIOIIEE IEHCTBHE.

Mexanuszm geiicTBus

MexaHu3M AeWCTBUS IEKCKETONpo(deHa cBs3aH C YMEHBIICHHEM CHHTE3a MPOCTArJIaHInHOB 32
CYeT TOojAaBJeHUS akTUBHOCTH mmkinookcurenas (IIOI-1 m IL[OI'-2). ITlpemapatr uHruOupyer

MPEBpAILICHUE apaxUJAOHOBOM KHUCIOTHI B HuKIMdeckue sHaonepokcunbl PGG2 u PGH2,
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Kotopele mnpoaymupyor npoctarmanauHel PGEl, PGE2, PGF2a u PGD2, a Ttakxke
npoctrauukiana PGI2 u tpom6okcansl (TxA2 u TxB2). Kpome Toro, mHruOupoBaHHe CHHTE3a
IPOCTArJaHAMHOB MOXET BIMATh HA APYTHE€ MEIUATOPhl BOCIAICHHSA, TaKUE KaK KHHHUHEI,

obecneuynBast HE TOJILKO IIPSAMOE, HO U OIIOCPECAOBAHHOC I[CﬁCTBPIC.

dapmakogngamuyeckue 3P HeKTel

Nurubupyromee aeiictBue nexkckeronpodena B oTHomieHun aktuBHoctu [[OI-1 m I[OI'-2

IPOIEMOHCTPUPOBAHO Y Ja00PATOPHBIX )KUBOTHBIX U Y JIIOJCH.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Knunudeckue wuccieqoBaHus Ha pPa3iMYHBIX KIMHUYECKUX MOJENSAX OONHM MOoKa3ai, 4YTo
JIeKckeTonpodeH o00JagaeT BBIPAKCHHON aHAJIBIeTHYECKOH aKTHBHOCTHIO. [lo  JaHHBIM
uccienoBanmii ooezbommBatonuii ¢ dekr Hacrynaer yepe3 30 MUH TOCTIe TIpHieMa Tperapara,
MPOJOHKUTENHFHOCTh 00€300/IMBaroIIero AecTBus coctaBisier 4 - 6 4. Habmronapmieecs 6onee
OBICTpOE BcachlBaHWE JACKCKETomnpodeHa Mpu mnpuemMe B (GopMme TpaHyn sl NPUTOTOBICHUS
pacTBopa JUIsl IpreMa BHYTPh B CPABHCHHUH C TAOJICTUPOBAHHOW (HOPMOI MOXKET MPOSIBISITHCS B

0osee ObICTPOM HACTYIJIEHUH 00e300auBatoiero 3ddexra.

5.2. ®dapmMakoKHHeTHYeCKHe CBOICTBa

AOcopOuus

JlexckeronpodeH mocie npuemMa BHYTPb OBICTPO BCachIBaeTCs M3 JKEITYJOYHO-KHILIEYHOIO
tpakta (OKKT), Bpems noctikenus MmakcuMainbHO koHUeHTpauu (TCmax) B popme rpanys st
IIPUTOTOBJIEHUS pacTBOpa AJIs pueMa BHYTph cocraiuseT 0,25-0,33 4.

CpaBHeHue (hapMaKOKMHETHUECKHUX IOKa3aTenel JekckeronpodeHa B ¢opMe TabIETOK U B
dbopMe TpaHys A IPUTOTOBJIEHMS pacTBOpa JJisl IpUeMa BHYTPh B J03€ 25 Mr MoKa3ajo, 4To
00e nexapcTBeHHbIE (HOPMBI 00IAJAI0T CXOAHOM OMOAOCTYMHOCTBIO MO MOKA3aTeNIo IJIONIAb
noj KpuBo# «koHIeHTpaus-Bpems» (AUC). Makcumanbras koHIeHTpalus (Cmax) B IU1a3me
KpPOBH TIOCJI€ Mpuema JAeKckeTornpodeHa B ¢opMe IpaHyd AJis MPUTOTOBIEHUS pacTBOpa IS
npuema BHyTpb Ha 30% BbIIIIE, yeM TIpHu TipreMe B opMe TaOIeTOK.

OnHOBpeMEHHBIN TpUEM THIM 3aMeUIseT BcachlBaHUE JIeKcKeTonpodeHa (yBelIndMBaeTcs
TCmax, cHIKaeTcs Cmax), ipu 3ToM 3HaueHne AUC He n3meHnsieTcs.

[Io nmaHHBIM  (apMaKOKMHETHYECKUX  HCCIEIOBAaHMM TpU  MHOTOKPAaTHOM  IpueMe

nekckeronpodena 3naueHus nokazareneit AUC mocie mpuema mocieaHeit 10361 He OTINYAIOTCS
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OT 3HAYEHHWI MOCJe €ro OJHOKPAaTHOrO IMpHEeMa, YTO YKa3blBA€T HA OTCYTCTBUE KyMYJSLUU
npemnapara.

Pacnopenenenne

[Tepuon monypacnpeneneHust nekckeronpodena cocrapisier okojo 0,35 4. CpenHee 3HaueHUE
o0bema pacrpeneneHus JaekckeTornpodena coctaBiser MmeHnee 0,25 n/kr kak y mpemapara ¢
BBICOKOH CTETICHBIO CBS3BIBAHUS ¢ OeKamMu 1ia3Mbl KpoBu (99%).

Buorpancdopmarus

[Tocne mpumeHeHUs AeKcKeTonmpodeHa B Moue OOHAPYKUBACTCS TOJBKO €ro ONTHYECKUN
S-(+) u3omep, YTO CBUACTEIBCTBYET 00 OTCYTCTBUHU TpaHC(HOPMAILIMH IperapaTa B ONMTHYCCKUI
R-(-) u3omep B opranm3me uenoBeka. OCHOBHBIM IIyTeM MeTa0oiM3Ma JIeKCKeTonpodeHa
SIBIISICTCS] €70 KOHBIOTAIUS C TIIFOKYPOHOBOW KHCIIOTOH C IMOCIICYIONUM BBIBEICHUEM TTOUYKAMH.

OIUMUHALKA

[Tepuon nonyBeiBeaenus (T1/2) Aekckeronpodena cocrapiuseT 1,65 u.
5.3 JlanHbIe JOKJIMHNYECKO 0€30MaCcHOCTH

B Xxozme craHgapTHBIX HEKJIMHUYECKHUX HCCIIEAOBAaHUM — MccieqoBaHUM (papMakoIoruyeckon
0€30I1aCHOCTH, TEHOTOKCUYHOCTH U UMMYHO(apMaKOJIOTUU — 0c000i OMacHOCTH Ul 4eJIOBEKa
HE BBISBIECHO. M3yueHue XpOHWYECKOM TOKCHYHOCTHM Ha MbIIIaX U 00€3bsHaX IMO3BOJIUIIO
ONpeeNIUTh YPOBEHb OTCYTCTBMsI HaOmtogaembix HexenartenbHbIX 3¢ dexkroB (NOAEL) npu
7103ax, B 2 pa3a NpeBbIIAIOIINX MAKCUMAIbHYIO 103y, PEKOMEHIOBAaHHYIO YeNIOBEKY. Y 00e3bsiH
IpY BBEIEHUM NpenapaTa B 0ojee BBICOKMX J103aX OCHOBHBIMHU HeXeJaTelbHbIMH 3(deKkTamu
OBLIM KPOBb B Kajle, CHI)KEHUE TPUOaBKKU MaccChl Tela, a IPU caMOM BBICOKOW J103€ — MOSIBICHUE
9PO3UM B KEITYAOYHO-KUIIEYHOM TpakTe. DT 3PPEKThl NPOSABISIIMCH IPU 103aX, IPU KOTOPBIX
BO3/elcTBUEe mpemnapara Obuio B 14-18 pa3 Bblle, 4eM 0OpU MaKCUMalbHOW [03e€,
PEKOMEH1yEMOH AJIs1 IPUMEHEHHUS y YEJIOBEKA.

HccnenoBanus KaHIIEPOT€HHOTO MOTEHIMAIa Ha )KUBOTHBIX HE MTPOBOMIINCE.

Kak u Bce HIIBC, nexckerompodeH B COCTOSHHUU BBI3bIBATH H3MEHEHHUE IOKa3aTesnei
BBDKMBAaEMOCTH HMOpPHOHAa W TIUIOJA Y JKUBOTHBIX (9KCIEPUMEHTAJIbHBIE MOJENH) Kak
OIOCPEIOBAaHHO (ITOBPEKIAIOIIEE BO3AEHCTBUE HA JKEINYJOYHO-KUILIEYHBIN TPAKT MaTEPH), TaK U

HENOCPEJICTBEHHBIM 00pa3oM (MpsSMOE BIHUSHUS Ha pa3BUTHE SMOPHOHA/TIOAA).

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1 IlepeueHb BCIIOMOraTe/IbHBIX BelleCTB
AMMOHHMS TTIMIUPPU3HHAT

HeorecniepuanH-1uruapoxaikoH
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Kpacurens xuHomuHOBBIH xkenThiii (E104)
Apomaruzarop JTUMOHHBII

Caxapo3sa

6.2. HecoBMecTHMOCTH

He npumenunmo

6.3. Cpok rogHocTu (CpOK XpaHeHHs )
4 rona.
6.4. Oco0ble Mepbl PETOCTOPOKHOCTH NMPH XPAHEHUH

JlexapcTBeHHBIN TIpenapar He TpeOyeT CrelruaIbHbIX YCIOBUM XpaHEHUS.

6.5. Xapakrep U coJep:kaHHe NEPBUYHON YIIAKOBKH
['panysbl /U1 IPUTOTOBIIEHUS PACTBOPA I IIpUEMa BHYTPb, 25 MT.
[To 2,5 r rpanyn B makeTUke U3 (HOJIBIYU ATIOMUHUEBON/TIOTUATUIICHA HU3KOW TUIOTHOCTH.

ITo 4, 10, 20 unu 30 NaKETUKOB C JIMCTKOM-BKJIAJIBIIIIEM B KAPTOHHOM MaykKe.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH TPH  YHUUYTOKEHUHM  HMCIOJH30BAHHOTO
JIEKAPCTBEHHOI'0 NMpenapara WM 0TX0[0B, NMOJYYEHHbIX NPH NPUMEHEHUM Npenapara u
APYrue MAHMMYJISIIMY C MIPenapaTomM

Het oco6bIx TpeGoBaHUil K yTUIN3AIMH.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

Menapunu UnTtepnauan Onepeiinns JlrokcemOypr C.A.

L-1611 JTrokcemOypr, ABento ne na [ap, 1

7.1. TlpeacraBuTeJib iep:KaTe/isi PerucTPAIMOHHOIO YA0CTOBEpPeHus

[IpereH3un norpedUTENEeH HAOPABIATE 110 aIPeECY:

Poccuiickas ®enepanns

00O "bepaun-Xemu/A. Menapuau"

Anpec: 123112, r. Mocksa, I[Ipecnenckas Habepexnas, a. 10, BL[ «bamras na HaGepexxHoiiy,
biok b

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

dakc: +7 (495)785-01-01
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Dnektponnas noura: office-russia@berlin-chemie.com

Pecniy6ninka Apmenust

[TpencraButenbecrBo bepnun-Xemu Al

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

OnektponHas noyra: office-armenia@berlin-chemie.com

Pecniy0nuka benapychb

[IpencraButensctBo bepnun-Xemu Al

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

Onekrponnas modra: be-bel-minsk@berlin-chemie.com

Pecrryonuka Kazaxcran

Oununan AO "bepnun-Xemu AI™ B Pecniy6nuke Kazaxcran

Anpec: 050051, r. Anmartsl, yi. Jlyranckoro, 1. 54, kortemk Ne 2
Tenedon: +7 (727) 244-61-83, +7 (727) 244-61-84, +7 (727) 244-61-85

Onekrponnas noura: Kazakhstan@berlin-chemie.com

Keipresckas PecniyOmnmka

[IpencraBurensctBo bepnuu-Xemu Al

Anpec: 720011, r. bumkek, ya. [llormokosa, 1. 121/1, BII «Red Centre», oduc 415, 417
Tenedon: +(996 312) 30-60-81, +(996 312) 30-61-42, +(996 312) 30-60-38

dakc: + (996 312) 30-61-85

DnexkTponHas moyra: bekyrbis@berlin-chemie.com

Toprosble HAMMEHOBAHMS, 3apErUCTPUPOBaHHbBIE B rocyaapcrBax-yieHax EADC:
®

Poccuiickas @enepanus — [Jekcanrun

Pecniy6mnuka Benapycs — Jlexcanrun®

Pecniy6nuka Apmenns — Jlekcanrua®camer

Keipreisckas Pecry6mmka — Jlexcanrun®carmer

Pecny6mnuka Kasaxcran - Jlexcanrun®carmer
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8. HOMEP PETMCTPALIMOHHOT'O YJIOCTOBEPEHMS
JITT-Ne(000671)-(PT-RU)

9. JIATA NMEPBUYHOM PETMCTPAIIMM (IOATBEPXJIEHWSI PETHCTPAILIMN,
NEPEPEI'MUCTPALIUN)

Jara nepoii peructpanuu: 06.04.2022

10. JATA NIEPECMOTPA TEKCTA

OOmiass XapakTepUCTHUKA JIEKQpCTBEHHOro Ipemnapata JlekcaiaruH camer JOCTynHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHYECKOTO COr03a B HWH(OPMALMOHHO-

KOMMYHHUKAIMOHHOM ceTn «HTepHeT»: https://eec.eaeunion.org
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