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OBIIAS XAPAKTEPUCTHKA JIEKAPC TBEHHOFEG FPERAPATA = 0007]

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hexckeronpoden JIEKAC, 25 mr, TabneTku, TOKPBITHIE TNIEHOYHOH 000I0UKOH.

2. KAYECTBEHHBIA U KOJTUWYECTBEHHBIA COCTAB
JlelicTByto111€€ BEIIECTBO: JTEKCKETOMPO(DEH.
Kaxxnas Tabnerka comepkut 25 Mr nekckeronpodena (B BUAC IeKCKeTonmpodeHa TpoMeTaMoia).
BcmoMoratenbHbIe BeliecTBa, HAIMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: Jakro3a 6e3BojHas (cM. pa3zaen 4.3, 4.4).
[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEUIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, MOKPBITHIE TNICHOYHOH 000I0UKOM.
TaOJIETKHU, TIOKPHITHIE IJICHOYHOW OOOJIOUKOW, OeNOoro WM MOYTH OENOTo IIBETa, KPYTJIbIE,
JIBOSIKOBBIITYKJION (pOpPMBI ¢ pHUCKOM Ha 0JHOM cTopoHe. Ha momepeunom paspese siapa TablieToK
AMEIOT OEJIBII WIIM IOYTH OENbIN IIBET.

4. K/IIMHUYECKUE JAHHBIE

4.1. Iloxa3zaHusl K IPMMEHEHUIO
[Ipenapar [exckeronpoden JIEKAC nokazan kK MpuMEHEHHIO Y B3POCIBIX cTapiie 18 jeT.
Mprieuno-ckeneTHass 00ab (c1ado WM YMEPEHHO BBIPAKCHHOW), albroANCMEHOpes, 3yOHas
001b.
[Ipenapat mpenHa3HaueH Il CUMITOMATUYECKOW Teparvy, YMEHBIICHUs OONM M BOCHAJICHUS
HA MOMEHT IIPUMEHEHHUSI.

4.2. Pexum 103MpoBaHUS U CIIOCOO MPUMEHEHUS

PexxuM o3upoBaHus

Jlis KynmupoBaHHUS CHUMITOMOB CIEAYEeT MPUMEHSTh HauMEHBITYI0 S((EKTHBHYIO 103y B
TEYEHUE MUHUMAIILHOT'O BPEMEHHU.

B 3aBucumocTH OT MPOMCXOKIEHUS U TSHKECTH 0OJIEBOTO CHHAPOMA peKOMeHayemas J03a s
B3pOCHBIX cocTaBiser 12,5 mr nekckerompodena (1/2 tabmerku) uepe3d 4-6 4 wiu 25 wmr
nexckeronpodena (1 Tabnerka) kaxasie 8§ 4. MakcuMallbHast CyTOYHAsSI 1032 — 75 MT.

[Ipenapar [lexckeronpoden JIEKAC He mnpenHazHaueH il JUIMTENBHOM Tepamuu, Kypc
JICYCHUsl TIPENapaToM JOJDKEH OBITh OTpaHWYEH TEPUOJOM MPOSBICHUS CHUMITOMOB, HO HE
JIOJKEH TPEBBIIIATh 3-5 THEH.

[ToGounbie >QdexTsl mnpenapara MOXKHO MHUHUMH3UPOBATH IPH MPUMEHEHUM HaMMEHbIIEH

3¢ pexTUBHON [103bI B TEUEHHWE MUHUMAIBHOIO IEPHOJA, HEOOXOAMMOIro ISl KyHMUPOBaHUS
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(MOCNEOCBATENEHOCTE 0001)

CHMIITOMOB.

Oco0ble rpynIbl MalueHTOB

Ilayuenmur nodcunozo eospacma:
[TaniueHTaM MOXHWJIOTO BO3pacTa cieayeT npuHuMarh npemapar Jlexkckerompoden JIEKAC
HayMHas ¢ MUHUMAJIBHONW PEKOMEHJIOBAaHHOM J03bl. MakcUMalbHasi CyTOYHAs 1032 COCTAaBJISET
50 mr. B ciydae xopolieit mepeHOCUMOCTH MOTYT HMPUMEHSITHCS J103bl, PEKOMEH/I0BAHHbBIE JIJIsI
o0IIeH MomyJIsIUY.
Ilayuenmul ¢ Hapywenuem ynKyuu novex
VY ManueHToB ¢ MOYEYHOW HETOCTATOYHOCTHIO JIETKOM CTENEeHU TsDKECTH (XpOHHUYecKas 00J1e3Hb
noyek, cragus 2 (cKopocTh Kiny6oukooii punpTpamuu (CK®) 60-89 mn/mun/1,73 M?) neueHue
npernapatoM [lexckeronpoden JIEKAC cnenyer HaunHATh ¢ MUHHUMAILHOW pPEKOMEHIOBAHHOMN
JI03BI IO/ HAOI0IeHHEM Bpaya. MakcuMalbHasi CyTOYHAs 1032 coCTaBisieT SO Mr.
[Tpumenenne mpenapara Jexckeronpoden JIEKAC y mamueHTOB ¢ XpOHUYECKOW OOJIE3HBIO
noyek craguii 3a (CK® 45-59 mn/mun/1,73 m?), 36 (CK® 30-44 mn/mun/1,73 m?), 4 (CKD 15-
29 ma/vun/1,73 M) u 5 (CK® <15 ma/mun/1,73 M%) mpoTHBONOKA3aHoO.
Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu
[TanmeHTam ¢ MEYEHOYHOM HENOCTATOYHOCTBIO JIETKOW M CPEIHEN CTEIEHU TSKECTH CIEAYET
npuHuMath npenapat Jexckeronpoden JIEKAC naunnas ¢ MUHUMaIbHON PEKOMEHIOBAaHHOW
JIO3bI TI0]T HAOMIOICHUEM Bpada. MakcumanbHasi CyTOYHas 7103a cocTtaBisieT S0 mr.
[Ipumenenne mnpemapara [lexckeronpoden JIEKAC 'y mamueHToB ¢ NEYEHOYHOU
HEJOCTATOYHOCTBIO TSXKEIOU CTENEHU TSXKECTU MPOTUBOIOKA3aHO.
eTu

besonacHocth u 3pdexkTuBHOCT y AeTeil B Bo3pacte or 0 g0 18 neT He yCTaHOBJICHBI.
JlaHHBIE OTCYTCTBYIOT.

Hexckeronpoden JIEKAC nportuBornokaszan y nereit B Bo3pacre ot 0 1o 18 mer.

Cnoco0 mpuMeHeHus

[Tpenapar Jlexckeronpoden JIEKAC npuaumaroT BHyTph. TablIeTKH MPOTIaTHIBAIOT HEITUKOM,
3anuBasi JOCTATOYHBIM KOJIMYECTBOM >KUJIKOCTH (HAIpHUMep, CTakaHOM Bojbl). OHOBpEMEHHBIN
IpueM MUIM 3aMelIseT BCAChIBAaHWE JEKCKETONpoQeHa, MOITOMY B Ciydae OCTpoil Oonum
pPEKOMEHIyeTcsl MpPUMEHEHHUE Mpenapara He MeHee ueM 3a 30 MUHYT 10 IpreMa MHIIIH.
4.3. IIporuBOomOKa3aHUA

- TUNEpPYYBCTBUTEIBHOCTh K  JEeKCKeTonpodeHy  WIM  JPYTUM  HECTEPOUIHBIM
MPOTUBOBOCTIATUTENBHBIM Tipenapatam (HIIBIT) win x m00oMy 13 BCIIOMOTaTeNbHBIX BEIIECTB,
IIEPEYUCIIEHHBIX B pa3zaene 6.1;

- pa3BUTHE TPHUCTYIOB AaCTMbI, OpPOHXOCMAa3Ma, OCTPOTO0 PHHHUTA WM HOCOBBIX IOJIUIIOB,
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MOSIBJICHWE KPANTUBHUIIBI HJIM AHTHOHEBPOTHYEEKOTO OTQEQ'QJEA%“M@EEEQJ H&;I'%%TOB

C AHAJIOTMYHBIM JeWCTBUEM (Hampumep, anerwicanuuuioBoil kucinotel (ACK) u mpyrux
HIIBII);
- ¢oroamnepruyeckue Wik (POTOTOKCUYECKUE PEAKIMHU B MEPHOJ JICUCHHs] KETONMPOPEHOM UITU
¢dbubpaTamu B aHaMHE3¢€;
- KEJIyJAOYHO-KUIIEYHbIE KpPOBOTEUEHUS, $3Bbl WM TMeppopaluyd B aHAMHE3e, BKJIIOYas
CBS3aHHBIE C NpeauecTByomuM npumenennem HIIBII;
- 9PO3UBHO-S3BEHHBIC TOPAXKEHUS KemyaodHO-Kuieynoro tpakra (JKKT) B craguu o6ocTpeHus;
- OKeTyJOYHO-KHIIIEYHbIE KPOBOTEUYCHHUS;, IPYrHe aKTUBHBIE KPOBOTEUEHHUs (B TOM HHCIE
M0JI03PEHHE Ha BHYTPUUYEPEITHOE KPOBOU3IIUSIHHUE);
- BOCTIAJINTEIIbHBIE 3a00JIeBaHus KuieuyHuKa (0ose3Hs KpoHa, sI3BeHHBIN KOJIUT);
- MEYEHOYHAs] HEeIOCTATOYHOCTh Tshkenoi crenenu Tspkectd (10-15 GammoB mo mkane Yaitna-
[Ib10);
- Iporpeccupyrone 3a00JeBaHus MOYEK, MOATBEPKICHHAS TUIIEPKATUEMUS;
- XpoHHMYecKkas GonesHp mouek: cramus 3a (CK® 45-59 mn/mun/1,73 m2), 36 (CKD 30-44
mi/mua/1,73 M%), 4 (CK® 15-29 ma/mun/1,73 m?), 5 (CK® <15 mn/mun/1,73 mM?);
- IEPUO/]I TIOCTIE POBEICHUS A0PTOKOPOHAPHOTO IIIYHTUPOBAHMUS,
- TsDKenasl cep/ieyHasi HeIoCTaTOYHOCTh;
- TeMOpparu4ecKuil 1uare3 u Apyrue HapyIIeHUs CBEPTHIBAHUS KPOBH;
- OEPEeMEHHOCTh U JIAKTaIus;
- TshKenoe o00e3BOKMBaHHME (B pe3yibTaTe pBOTHI, AMApEd WM HEIOCTaTOYHOIO Ipuema
YKUJIKOCTH);
- XpOHUYecKas IUCIIETICHUs;
- HACIIEJCTBEHHAs HEMEPEHOCUMOCTh JIAKTO3bl, HAPYIIIEHUE BCACBHIBAHUS TITFOKO3bI-TAIAKTO3bI,
HEI0CTaTOYHOCTh JIAKTa3bl.

4.4. Oco0ble yka3aHusi 1 Mepbl NPeI0CTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

3aboseBaHus MEUYEHN B aHAMHE3e, TIeYeHOUHast TOpGUpHs (BKIIOYAS OCTPYIO MEPEMEKAIOIIYIOCS
nopdupuio), XpoHuueckas OonesHb mouek, cragus 2 (CK® 60-89 wmn/mun/1,73 wm?),
XpOHMYECKasl cepliedyHass HeIOCTaTOYHOCTh, apTepHuajbHas THIEPTEH3UsA, OOE3BOKMBAHHE,
3HAYUTEIBHOE CHIKEHHE 00beMa IUPKYIUPYIOEH KPOBH (B TOM YHCIE TOCIE XUPYPTUIECKOTO
BMEIIATENILCTBA), y TAIMEHTOB, HEMOCPEICTBEHHO TIOCIE OOIIMPHBIX XHPYPIHYECKHUX
BMEIIATENILCTB, HAPYIICHHS KPOBETBOPEHHS, Y TMOXWJIBIX TAIMEHTOB crapmie 65 ner (B T.U.
MOJTYYArOIIUX TUYPETUKU, OCITA0JICHHBIX IMAallMEHTOB W IAllMEHTOB C HU3KOW MAaccoil Tena),
OpoHXHMalbHasE acTMa, OJHOBPEMEHHOE TPUMEHEHHE TJIIOKOKOPTHKOCTEpOUIOB (B  T.U.
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NpEJHU30I0HA), AHTUKOATryJISHTOB (B T.4. Bapd)apﬁggj:-—ﬁ%ﬁb:’c]:gxﬂléﬁ':(%T%.'&;':'NCK,

KJIOMUAOTPENa), CEJNIEKTUBHBIX HHTHOUTOPOB OOpaTHOrO 3axBaTa CEpPOTOHHMHA (B T.4.
uTajgonpama, (IyoKCeTHHa, MapoOKCETHHA, CEepTpalMHAa), HIIeMUYecKas OoJe3Hb Ccepala,
1epeOpoBacKysIipHbIC  3a00JICBaHMS, JAUCIHUIHAIACMUS/ TUTICPIUTIUIEMUS, CaxapHbIA uaderT,
3a0oneBanus rnepudepudeckux apTepuit, Kypenue, Hamuwuue uHbexkuu Helicobacter pylori,
CUCTEMHasl KpacHasi BOJIYaHKAa W JPYTrue CUCTEeMHble 3a00JIEBaHUS COEIUHUTENLHOM TKaHWU,
mmrtensHoe npumenenune HIIBIL, TyOepkyre3, BbIpaKEHHBIH OCTEONOpO3, AJIKOTOJIH3M,
TSDKETIbIe COMaTUYeCcKHe 3a00JIeBaHUA.

Oco0ble yKazaHus

[Ipy mpuMeHEeHHHM Yy NAIMEHTOB C AIEPTUYECKUMHU peakUHUsIMH B aHaMHE3e HEO0OXOIUMO
cO0JII0/TaTh OCTOPOKHOCTD.

Crnenyer u3beratb npuMeHenus npenapara Jlexckeronpogen JIEKAC B couetanuu ¢ apyrumu
HIIBII, B TOM yuCIie CeNeKTUBHBIMH HHIHOUTOpaMu IuKI0ooKcurenassl (LIOI-2).
HexenatenbHble moO0UHbIE 3P PEKTH MOKHO CBECTH K MUHUMYMY NpU MPUMEHEHUH TMpernapara
B HauMMeHblIed d>(QQeKTUBHON J03e TNpH MHUHUMAIBHON JJIMTENBHOCTH MpPUMEHEHUS,
HE0O0X0IMMOM JJIs1 KyTMPOBaHUs 00JIEBOTO CHHIIPOMA.

bezonacnocms npumenenus 6 ommowenuu KKT

Hmerorcss cooOuieHuss 0 BO3HMKHOBEHHUH IKEITyJOYHO-KUIIEUHBIX KPOBOTEUYEHUM, $I3B WIIU
nepdopanuii (B HEKOTOPBIX CIIy4asX C JICTAJbHBIM HMCXOAOM) Ha (hOHE IMPUMEHEHHUs JFOOBIX
HIIBII Ha pa3HbIX 3Tamax JICYCHHUs, KaK C MOSBICHUEM CHMIITOMOB-TIPEIBECTHUKOB, TaK U 0e3
HUX, & TaK)X€ BHE 3aBUCHUMOCTH OT HAJIMYMs CEPHE3HBIX JKEIyI0YHO-KUIIEYHBIX OCIOXHEHUH B
aHamHe3e. B cimyudae pa3BUTHA KeTyJOYHO-KHIIEYHOIO KPOBOTEUEHHUS HAa (OHE NMPUMEHEHUS
npenapara [lekckeronpoden JIEKAC, ero nmpuem cienyer npeKpaTuTh.

Puck pa3BuTHS KeTyJOYHO-KUIIEYHOTO KPOBOTEUCHHUS, IENTHUECKON SI3BBI WJIH €€ nepdopanun
noBblmaercs ¢ ysenaumueHuem no3el HIIBIL, y mamueHToB ¢ 53BOH B aHamMHe3e, OCOOCHHO
OCIIO’)KHEHHOM KpOBOTEUEHHEM WK Tiepdopaineid, a Takke y MalueHTOB MOXKHUIIOT0 BO3pacTa.
Ilayuenmul nodxcunozo eozpacma

VY manueHToB MOXKHUJIOTO BO3PACTa MOBBIIICHA YaCTOTa BOSHUKHOBEHUS MOOOYHBIX YPPEKTOB Ha
¢one npumenenuss HIIBII, ocoOeHHO TakuxX, Kak >ENyJOYHO-KUIIEYHOE KPOBOTECUCHHE U
po0oIeHUE A3BbI, KOTOPHIE MOTYT MPEACTABIATh YIPo3y AJs KU3HU. JleueHue 3TUX MalueHToB
CJIeyeT HAYMHATh C HAUMEHBIIEH BO3MOKHOM JO3BI.

[Ipyn Hanmuuuu y manmweHTa B aHamMHe3e 330(arura, racTpuTa W/WiM SI3BEHHOW OO0JIE3HU mepen
HayaJoM JieueHus eKckeronpodenom (kak u B ciaydasx ¢ apyrumu HIIBII) cnenyer yoenaursces,
YTO 3TH 3a00JI€BaHUS HAXOIATCS B CTQAMU PEMHUCCHUU. Y TAIMEHTOB C HAJHMYUEM CHUMIITOMOB
natosioruu JKKT wmm xponnueckumu 3aboneBanusmu JXXKKT cremyer ocymecTBiasaTh KOHTPOIb
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JUTSI BBISIBJICHUS] HAPYILICHUH MUILEBAPEHUS, OCODEHHO x&§%&§@%&ﬁﬂk'ﬂ9&£&%ﬁ'&ﬁ

HIIBIT cnenyer ¢ OCTOPOXXKHOCTBIO Ha3HAyaTh OOJBHBIM C  JKEIYyAOYHO-KHIIECYHBIMU
3a00JeBaHUAMU B aHaAMHE3€ (S3BEHHBIA KOJIUT, Oosie3Hb KpoHa), MOCKOJIBKY CyIIECTBYET PUCK
o0ocTpeHus JaHHBIX 3a00JICBaHU.

Jlis STUX TMalMeHTOB, a TaKXe MalUeHTOB, KOTOpble HYXIAITCd B OJHOBPEMEHHOM
npumeHenud ACK B HHU3KHX J03aX WIM B IPUMEHEHUHU JIPYTUX MPEnapaTroB, YBEIUUMBAIOIINX
PUCK BO3HUKHOBEHHMs HapymeHuidl co ctoponbl KKT, cieayer paccMOTpeTh BO3MOKHOCTH
KOMOMHHMPOBAaHHOW Tepanuu C MpenaparaMu-IpoTeKTOpaMu, HalmpHUMep, MHU3OMPOCTOIOM HIIU
MHTHOUTOpAaMU MPOTOHHOM MMOMIIBI.

[TarueHThl, y KOTOPBIX B aHAMHE3€ MMEIW MECTO MmoOouHble AeicTBust co ctoponsl JXXKT, B
OCOOCHHOCTH, TMOXKUJIbIE TAIMEHTHI, JOJDKHBI COOOMIaTh Bpady O JIOOBIX HEOOBIYHBIX
cumntoMax co ctopoHbl XXKKT (ocobeHHO 0 cuMmTOMax, KOTOpbIe MOTYT CBHUJIETEILCTBOBATH O
KEITyAOYHO-KUIIIEYHOM KPOBOTEUEHHUH ), 0COOEHHO Ha HAYAJbHBIX CTAIUSAX JICUCHHUS.

Crnenyer ¢ OCTOpOKHOCTBbIO Ha3HAuaTh IMpenapar naiueHTaM, OJHOBPEMEHHO MPUHUMAIOIIUM
CpencTBa, KOTOPbIE MOTYT YBEJIMYWTH PHUCK BO3HUKHOBEHHS S3BbI WJIM KPOBOTECUECHUSI:
nepopagbHble KOPTHUKOCTEPOUJIbI, AHTUKOATYJSIHTHI (Hampumep, BapdapuH), CEIeKTUBHbBIE
WHTUOMTOPBI 0OOPATHOTO 3aXBaTa CEpOTOHMHA WJIM aHTUarperantel, Hanpumep, ACK.
bezonacnocms npumenenus 6 omnoweHuu nouex

[ManuenTam ¢ HapymieHHeM (QYHKIIUU MOYEK Mperapar clieyeT Ha3HadaTh ¢ OCTOPOKHOCTHIO,
nockonbky Ha (pone mpumenenus HIIBII Bo3moxHO yxymamieHue (yHKIMH TIOYEK, 3a7epiKKa
KUJAKOCTU B OpraHu3Me U pa3BuTHe oTekoB. Ciieqyer coOmoAaTh OCTOPOXKHOCTh MpHU
NpUMEHEHUU TIpenapara y TMalueHTOB, OJHOBPEMEHHO MPUHUMAIOIIUX JAUYPETUKH, U
MAlUEHTOB, Y KOTOPHIX BO3MOXHO Pa3BUTHUE THUIIOBOJIEMHH B CBSI3U C MOBBILIEHHBIM PUCKOM
HEe(PPOTOKCUIHOCTH.

B nmnepuon nedeHuss HeoOXomauMoO 0O€CIeunTh aJeKBaTHOE IMOTPeOIeHne KUIAKOCTH s
PEIOTBPALICHHUS 00E3BOKIBAHUS M YCUJICHUS TOKCUYECKOTO JCHCTBHSI HA TTOYKH.

Kak u npyrue HIIBII, npenapar [lexckeronpopen JIEKAC moxeT nmpuBOIUTH K MOBBHIIICHUIO
KOHIIEHTpAllUU a30Ta MOYEBMHBI U KpEaTMHMHA B IUIa3Me KpoBU. Kak M JIpyrue MHTHOUTOPHI
CHUHTE3a TMPOCTAlJIaHJUHOB, TIpernapar MOXET OKa3blBaThb MOOOYHOE JeicTBHE Ha
MOUYEBBIICTUTENILHYIO CUCTEMY, YTO MOXET MPUBECTH K PA3BUTHUIO TIOMEpYyJIOHEPpHUTa,
WHTEPCTUIIMAIBHOTO HePpUTa, MAMUUIIPHOTO HEKPO3a, HEPPOTHUECKOTO CHHIPOMA M OCTPOI
MMOYEYHOU HETOCTATOYHOCTH.

[Toxumble marMeHTsl 0COOEHHO MOABEP>KEHBI HAPYIICHUIO (PYHKIIMH MTOYEK.

bezonacnocms npumenenus 6 omuoweHuu neyeHu

[Tanentam ¢ HapymeHHeM (QYHKIIMM TIEUYEHH Mperapar cieAyeT Ha3HadaTh ¢ OCTOPOKHOCTBIO.
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Kak u npu nmpumenenun npyrux HIIBII, mpenapar 'MQEBQ;LE’B“JE%%EJ@QQH% u

HE3HAUUTEJIbHOE YBEJIMUYEHUE HEKOTOPBIX «IIE€YEHOYHBIX MOKa3aTeliei», a TaKKE BBIPAXKEHHOE
NOBBIIIIEHNE aKTUBHOCTH acnapratamuHoTpaHcdepassl (ACT) u amanmHaMuHOTpaHC(hEpasbl
(AJIT). Ilpu COOTBETCTBYIOIIEM YBEIMYCHUH YKAa3aHHBIX IMOKa3aTesel JIeYeHUE TMpernapaToM
cienyeT NpeKpaTUTh.

[Toxxumneie marueHTsl 0COOCHHO TIOIBEPKEHBI HAPYIICHUIO ()YHKITUH ITCUSHHU.

bezonacnocmv npumenenus 6 omHowleHUU CEPOEYHO-COCYOUCMOU CUCTNEMbL U MO3208020
Kpo8oobpaujensl

VY manueHToB ¢ apTepUaTbHON THNEPTEH3WEH W/HWIIA CEpASYHOM HEIOCTATOYHOCTHIO OT JIETKOH
JI0 CpeIHeH CTeNeHH TSHKECTH B aHaMHe3€ HeoOXOIMMO OCYIIECTBJICHHE COOTBETCTBYIOILETO
KOHTpOJIsI U pekoMeHAanuii. Oco0yr OCTOPOKHOCTH HEOOXOJUMO COONIOAATH MPH JICUCHUU
OOJILHBIX C 3a00JIEBAaHUSIMU CEp/Ila B aHaMHE3€, B YACTHOCTH, C MPEAIIECTBYIOIIUMH 3MHU30JaMU
CepIeUHON HeIOoCTAaTOYHOCTH, Tak Kak Tepamusi HIIBII crmocoOHa MOBBICHUTH PUCK pa3BUTHUS
CEpIEYHON HEAOCTAaTOYHOCTH; OINUCAHBI CIIy4Yauh Pa3BUTHUS 3aJEPKKU KUIKOCTH U OTEKOB,
cBsA3aHHBIX ¢ npuMeHenueM HIIBIIL

KimHnueckne uccienoBaHus W 3MHAEMHOJOTHYECKHE JAaHHBIE MO3BOJISIFOT CHIENaTh BBIBOJA O
toMm, 4yto HIIBII, oco6eHHO B BBICOKMX J03aX W TPU JUIUTSIHHOM TNPUMEHEHUH, MOTYT
MPUBOJUTH K HE3HAYNTEILHOMY YBEITUYCHUIO PHCKA BOZHUKHOBEHUS apTEePHAIBLHBIX TPOMOO30B
(mampumep, uH(papKTa MHOKapAa WM HHCYNbTA). [ HMCKIIOUEHUS PUCKAa BO3HUKHOBEHHS
TaKUX COOBITUIN NIPU MPUMEHEHUHU JEKCKEeTONpodeHa JaHHBIX HEIOCTATOUHO.

VY mNanueHToB € HEKOHTPOJHUPYEMOW apTEepUaIbHOW THUIEPTEH3UEH, 3aCTOMHOM CcepAeYHOMN
HEIOCTaTOYHOCTBIO, TOATBEPXKICHHON MIIEMUYECKO OoJie3HbI0 cepala, 3a00JIeBaHUIMU
nepudepudecKux apTepuil W/HIU COCYAOB TOJIOBHOTO MO3Ta MpemapaTr CleAyeT MPUMEHSTh
MIOCJIE TIIATEIBHOM OLEHKH COOTHOILIECHHUS MOJIb3bI U PUCKA.

[lepen HawyamoMm ATUTENBHOTO JICUEHHUS MAIMEHTOB C (aKTOpaMu pHCKa Pa3BUTHUS CEpICHHO-
COCYAMCTOTO 3a0oNieBaHUs (HampuUMep, TMPU TOBBIIICHHOM apTePUAIILHOM JaBIICHUH,
TUIEPIUNUIEMUN, CaXxapHOM aualdeTe, KypeHHWH) TakkKe HeoOXoauma TIHIaTelbHas OICHKA
COOTHOUIEHUS MOJIb3bI U PUCKA.

Hecenextusasie HIIBII criocoOHBI yMeHbBIIATh arperauio TpPOMOOIIMTOB U YBETUINBATh BPEMS
KPOBOTEUEHHS 3a CYET IOJABJIECHUS CHUHTE3a MPOCTArjlaHJWHOB, B CBA3M C YE€M Ha3HAUCHUE
JIeKcKeTonpodeHa marreHTaM, IPUHUMAIOIIUM TIperaparthl, BIUSIONIME Ha TeMocTa3 (Harpumep,
Bap(apyH WIH Ipyrrue KyMapHHbl, UM TeapruHbl) HE PEKOMEHI0BaHO.

[Toxxumble ManueHThl OCOOEHHO IMOJBEP>KEHBl HAPYIIEHUSM (PYHKLIHU CepIeYHO-COCYAUCTOMN
CUCTEMBI.

Kooicuvie peaxkyuu
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Ouensb penko Ha ¢one npumeHenus HIIBII ot eqanncf;lggﬁ;se—g:nﬁg ﬁ&%&%%%&ﬁ;%%qaﬂ

sKkc(hoNMMaTUBHBIN  nepMatuT, cuHApoM CruBeHca-J[)KOHCOHA, a Takke TOKCHYECKHUI
AMUJICPMAIBHBIM HEKPOJIU3, HEKOTOPhIE U3 KOTOPBIX 3aKOHYMJIMCH JICTAbHBIM HCXOAO0M. Puck
Pa3BUTHSI TAKUX PEaKil y MalMeHTOB, NMO-BUAUMOMY, HauboJjee BBICOKUN B Hayaye JICUYEHUs,
T.K. OOJIBIIMHCTBO OMUCAHHBIX SIBJICHUN HAOMIOJANNCh B MEPBBIA Mecsl Tepanuu. [Ipu nepsom
NOSIBICHUM KOKHOW CBINM, MOPAKEHUH CIM3HMCTHIX 000JIOUEK MM JIIOOBIX APYTUX HMPU3HAKOB
THIIEPUyBCTBUTEIBHOCTH TNpuMeHeHune rnpenapara Jlekckeronpoden JIEKAC cnenyer
MIPEKPATUTD.

Mackuposka cumnmomos uH@exyuouHvLx 3a001e6aHUl

[Mpenmapar J[lexckeronpodpen JIEKAC cmocobeH MacKupoBaTh CHMIOTOMBI HEKOTOPBIX
UHQEKIMOHHBIX 3a00JeBaHUH, YTO MOXXET MPHUBOJAUTH K Ooyiee MO3AHEMY Ha3HAUYCHUIO
COOTBETCTBYIOIIETO JICYCHHS, © TEM CaMbIM YXYyJIIIaThb MCXOJ HH(EKIMOHHOTO 3a00JIeBaHUS.
D10 Ha0moganoch mpu OaKTepuadbHONW BHEOOJBHUYHOW ITHEBMOHMHM U OaKTepHATbHBIX
ocloxHEHusAX BeTpstHOM ocmbl. Korma mpemapar Jexckeronpoden JIEKAC BBoautes amist
obOneryeHuss  O0ONM,  BBI3BAaHHOW  MHQEKIMOHHBIM  3a00JIEBaHMEM,  PEKOMEHIYETCS
KOHTPOJIMPOBATh COCTOSIHUE TalMeHTa. B aMOyJIaTOpHBIX YCIOBUAX (BHE OOJIBHUIIBI) MAIUCHTY
CJIeTyeT MPOKOHCYJIbTUPOBATHCS C BPAUOM, €CIIH CUMIITOMBI COXPAHSIIOTCS UJIN YCYTYOIISIOTCS.
Hononnumenvras ungopmayusa

Ocobast 0cTOpOKHOCTB TpeOyeTcs MPpU Ha3HAUYEHUH Iperapara O0IbHBIM:

* ¢ BpOXICHHBIMH HapyIICHUSAMH MeTabonu3Ma mopduprHa (Harmpumep, MPH OCTPOM
nepemMesxaromiencs: moppupumn),

* ¢ 00€3BOKHBAHUEM;

* HEMOCPEJICTBEHHO I10CIIE OOIMPHBIX XUPYPTrUUECKUX BMEIIATEIbCTB.

Ecnu Bpau cuutaer, 4to IMTENbHOE NPUMEHEHUE NEKCKeTonpodeHa HeoOXOAMMO, CIeayeT
PEryJsipHO KOHTPOJIUPOBATh (PYHKIHUIO TIEUEHH, MTOYEK U MOoKazaTean oOliero aHansa Kposu. B
OUYCHb PENKHUX CIy4asx HaOJI0AaIuCh TSDKEIbIE OCTPhle PEAKIMU THUIEPYYBCTBUTEIBLHOCTH
(Hampumep, aHaumakTHdeckuid 1oK). [lpu mepBBIX MpH3HAKaX TSDKEIOH peakuuu
TUIEPYYBCTBUTEILHOCTH HEOOXOIUMO TMpeKpaTUTh MpueM npenapara Jlekckeronpoden
JIEKAC.

Heo6xonuMo HauaThb CUMITOMATHYECKOE J€UeHHE MO HaOJIoJeHHEM KBaTH(HIUPOBAHHOTO
CHEUAIINACTA.

[TaruenTsl, cTpagaromMe acTMOW B COYETAaHUM C XPOHUYECKUM PHUHUTOM, XPOHUYECKUM
CUHYCUTOM W/WIM TOJMIIAMU HOCA, MOJBEPKEHbI 00Jee BBICOKOMY PHCKY aJUIEPIHUECKUX
peaxmuii Ha ACK w/mumu HIIBII, yem ocraneHas nmomymsiuus. [IpuMeHeHne mpenapaTa MOXeET
BBI3BaTh MPUCTYN acTMbl HJIM OpOHXOCHAa3M, OCOOEHHO y MAaIMEHTOB C aJUIEPrUYECKUMHU
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peaxisivu Ha ACK i HTTBIT. (MOCIEAOBATENBHOCTE 000T)

B 0co0bIX citydasix BO3MOXKHO Pa3BUTHE TSDKENBIX MHPEKIIMOHHBIX OCIOKHEHHHA CO CTOPOHBI
KOXKM M MATKHX TKaHed Ha (oHe BeTpsHOW ocmbl. [T0JHOCTBIO HCKIIIOYUTH BEPOSTHOCTh
B3auMocBsi3u npuMeneHuss HIIBII c¢ pasButueM mogoOHBIX WHOEKIIMOHHBIX OCIOKHEHHUHA B
HacTosimiee BpeMs HEBO3MOXKHO. [losTomMy mnpu BeTpsHOM oOclle NpPUMEHEHHUs Ipernapara
Hexckeronpoden JIEKAC crnenyer nzberars.

BcrnoMorarenbHBIE BEIIECTBA

[Ipenapar coaepxuT JnakTo3y Oe3BomHyro. [lammenTaM ¢ peako  BCTpedaromieics
HACJIEJICTBEHHOW HEMEPEHOCUMOCTBIO TalaKTO3bl, Ae(PUIIMTOM JIaKTa3bl JOMape WU TII0K030-
raJlakTO3HON MallbabcopOImeli He clieAyeT IPUHUMATh 3TOT Mpemnapar.
B mnpemapare conepxutcs MeHee 1 mmons Hartpus (23 mr) Ha 1 TabneTKy, MOKPHITYIO
MJICHOYHON 000JIOUKOH, T.€. Ipernapar MpakTUYeCKH He COAECPIKUT HATPHUSL.
eTu
be3zonacHOCTh IPUMEHEHUS Y I€TEH HE YCTAaHOBJICHA.
4.5. B3aummopaeiicTBHe ¢ IPYIrMMHU JIEKAPCTBEHHBIMH NpPeNapaTaMu U Apyrue BUIbI
B3alMOJeliCTBUSA
Huwxecnenyromnue B3auMoieicTBus xapaktepHsl g Bcex HIIBII.

HexenarenpHble KOMOMHALIAN

C opyeumu HIIBII (éxntouasn cenexmugnvie uneubumopwvt [{OI-2) u canuyuramamu 8 8blCOKUX
0o3zax (bonee 3 2 6 cymku): ONHOBpeMeHHOe mNpuMeHeHne Heckoubkux HIIBIT BciemctBue
CHHEPTUYECKOTro 3P eKTa MOBIMIACT PUCK PA3BUTHS JKEIYJAOYHO-KHIIEYHOTO KPOBOTEUYCHUS U
SI3BBI.

C anmuxoazynsnmamu: HIIBII moryt ycunuBath 3(Q@QeKT aHTHKOAryJIsHTOB, TaKUX Kak
BapaprH, B CBS3W C BBICOKOH CTENEHBIO CBS3BIBAHHWS C O€JIKaMH IJ1a3Mbl  KPOBH,
WHTUOMpPOBaHKEM (YHKIIMH TPOMOOIIMTOB M TOPAKCHHEM CIIM3UCTON OO0OJOYKH JKENlyaKa W
JMBEHAAIATUIIEPCTHON KHUIIKA. B cioydyae HEOOXOAMMOCTH OJHOBPEMEHHOTO NPUMEHEHUs
HEOOXOJUM TINATENBbHBI KOHTPOJb COCTOSHHUS TAIMeHTa W PEryJIsSpHBIA MOHHUTOPUHT
1a00paTOPHBIX MMOKa3aTeseH.

C eenapurom. TIOBBINIAETCS PUCK pa3BUTHS KPOBOTEUEHHS (B CBSA3M C HHTHOMPOBAHUEM
(GYHKIMU TPOMOOIIMTOB M TMOBPEKIAIOIIUM JCUCTBHEM Ha CIM3UCTYIO OOOJIOUKY >KEIyAKa U
JMBEHAAIATUTICPCTHON KHINKH). B ciayyae HE0OXOOUMOCTH OJHOBPEMEHHOTO NPUMEHEHUS
CIIEAyeT OCYIICCTBISITh TIIATENbHBIA KOHTPOJb COCTOSIHUS TIAIIMEHTa W PEryJISpHBIH
MOHHUTOPHHT JIAOOPATOPHBIX MTOKA3ATEICH.

C anoxokopmuxocmepouoamy: TIOBBIIIAETCS PUCK S3BEHHOTO TOPAKEHHS JKEIYJI0YHO-

KHILIEYHOI'O TPAaKTa U KPOBOTEUEHUH.
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C npenapamamu numus: HIIBII mnobimarot KOHueH?b%ﬁJEJ}Eﬁ%J E@%&L@J%Qﬁ&' ) bi e}

TOKCHYECKOW (CHMKAeTCsl BBIBEJICHHE JIUTHUS Yepe3 MOYKH), B CBA3H C YeM KOHIEHTPALMIO JTUTHS
B IJJa3Me KPOBHM HEOOXOJMMO KOHTPOJMPOBATh B Hayaje JICYCHUS JIEKCKETONpodeHoM, mpu
KOPPEKIIUHU €ro J03bl U OTMEHE Mpenapara.

C memompexkcamom 6 6vicokux 003ax (15 me 6 medento u 6onee): BO3MOKHO TOBBIINICHHUE
reMaTOJIOTHYECKOM TOKCHYHOCTH METOTpeKcaTa B CBSI3U CO CHUIKCHHEM €ro IMOYeYHOTo
KJIMpEHCa IIpU OJHOBpeMeHHOM npuMmeHeHuu ¢ HIIBII.

C cuoanmounamu u cyroghonamudamu: BOSMOKHO YCUIICHUE UX TOKCUYECKOTO JEHCTBUS.

KomOuHamu, TpeOVIOIIHe OCTOPOKHOCTH

C ouypemuxamu, uHeubumopamu  aveuomenzuHnpespawaioweco  Gepmenma  (AID),
AHMUOUOMUKAMU U3 2PYRNbL AMUHOSIUKO3UOO08, AHMASOHUCMAMU Peyenmopo8 aHeUOMeH3UHa
1I: nexckeronpodeH MoKeT ocaabsATh AeHCTBUE JUYPETUKOB U THIIOTEH3UBHBIX CPE/ICTB.

Y HEKOTOpBIX MAIMEHTOB C HapylIeHueM (QyHKIUHU MOoYeK (Harpumep, Npu 00e3BOKUBAaHUH WIIN
y TOXXUJIBIX MAIMEHTOB ¢ HapyleHHeM (YHKIMH MOYEK) MPUMEHEHHE CPEICTB, OKA3bIBAIOIIUX
uHruoupyromee aerictsue Ha LIOI, onmnoBpemenHo ¢ muruoOuropamu AIID, antaroHucramu
peuenTtopoB aHruoteHsuHa Il wiM aHTHOMOTHKAMM-aMUHOTJIMKO3UAAMH MOXKET MPHUBECTH K
JMalbHENUIIEMY yXyAIIEHUIO (QYHKIUHU MOYEK, YTO, KaK IPAaBUIIO, HOCUT 00paTHUMBIN XapakTep.
[Ipu Ha3HaYeHUH JEKCKEeTONpodeHa OJHOBPEMEHHO € JHMYPETUKOM HEOOXOANMO YOeIUThCs, YTO
HaIMEHT NOJyYaeT JOCTATOYHO JKUJKOCTH, a TaKKe KOHTPOJIUPOBATh (PYHKIIMIO ITOYEK B Hayase
JICUYEHUS.

C memompexcamom 6 HUBKUX 003ax (Menee 15 me 6 Hedenio): BO3MOXKHO TOBBIIICHUE
reMaToJIOrM4eCKO TOKCMYHOCTH METOTpPEKCaTa B CBSI3U CO CHIDKEHMEM €ro IIOYEYHOTO
KIupeHca Ha ¢oHe oxHoBpemeHHoro mnpumeHenus ¢ HIIBII. B Tedenue mnepBbIX Henenb
OJIHOBPEMEHHOT'O MPUMEHEHUsSI HEOOXOAMM €KEHEIENbHbII MoJcYeT KiIeToK KpoBu. [Ipu
HAJIMYUU HapylleHuss (QYHKIUHM TOYEK Ja)e JIerKOW CTEeMeHH, a TaKKe Yy JIHI] TOXKHIOTO
BO3pacTa He0OXOAUMO TIHIATEIbHOE HAOIIOJCHUE Bpaya.

C newmokcuguiiuHom: BO3MOKHO TOBBIIIEHUE PUCKAa pa3BUTHS KpoBoTeueHHs. HeoOxomum
THIATETbHBIA KIMHUYECKUII MOHUTOPUHT U PETYJIsipHAasi MPOBEpKa BpEMEHU KPOBOTEUEHHS.

C 3udo8younom: CyIIECTBYeT PHUCK YCHUJICHHMS TOKCHYECKOTO JCHCTBHSI Ha HPUTPOLUTHL,
00yCJIOBJICHHOTO BO3JEHCTBHEM HA DPETHUKYJOLMTHL, C Pa3BUTHEM TDKEIOH aHEMUH depe3
Henemo nocie Havana npumenenus HIIBIT. HeoOxoaumo nposeneHue o0miero aHaau3a KpoBU €
MOJICYETOM KOJIMYECTBA PETUKYJIOMUTOB uepe3 1-2 Hen nocnie Havyana tepanun HITBII.

C eunoenuxemuyeckumu cpeocmeamu 0asa npuema eHymps: HIIBII wmoryT ycunuBath
THIOTTIMKEMHUYECKOE JICHCTBHE TNpenapaToB CyJIb()OHHUIMOYEBHHBI BCJIEICTBHE BBITCCHEHUS

Cy.]'[b(bOHI/IJIMO‘-IeBI/IHBI M3 MECT CBSI3BIBAHUA C OEJIKaMU ILIa3MBI KpOBH.
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KoMOuHAaIHMH, KOTOPbIe HE0OX0IUMO TPUHUMATH BO s EAOBATENEHOCTE 0007)

C 6ema-adpenobniokamopamu: TIpU OJHOBpeMeHHOM mnpumeHeHun ¢ HIIBII moxer
YMEHBIIATHCS aHTUTUNIEPTEH3UBHBIN 3P (dekT B-aapeHo0I0KaTOPOB BCIEACTBUE HHTUOMPOBAHNUS
CUHTE3a MPOCTarjIaH/IuHOB.

C yuxnocnopunom u makponumycom: HIIBII moryt yBenmumBaTh HEPPOTOKCHYHOCTH, UTO
OTOCPEIOBAHO JCHCTBMEM pEHAJIbHBIX MpOCTarjiiaHguHoB. [Ipu OgHOBpEMEHHOM NpPUMEHEHUU
HE00X0IMMO KOHTPOJIUPOBATH (DYHKIIHIO ITOYEK.

C mpombonrumukamy: OBBIIIAETCA PUCK Pa3BUTHS KPOBOTEUEHHUS.

VBenuuuBaercss puck paszputus kpoBoTedeHus u3 KKT npu oJHOBpEMEHHOM NPUMEHEHUH C
uneubumopamu obpamuozo 3axeama cepomonuna (IUTAJIONpPaM, MAPOKCETHH, (PIyOKCETHH,
ceprpanuH) u anmuaepecanmamu (Bkarodass ACK u knonumgorpen).

C npobeneyudom: BO3MOKHO TMOBBIILIEHHE KOHUEHTPALUU JEKCKeToNpodeHa B miia3Me KpPOBH,
YTO MOXET OBITh O0YyCIIOBIEHO HHTHOMpyommM 3ddexkTom mnpoleHenuaa Ha MOYCUHYIO
TyOyJISIDHYIO CEKpPElMI0O M KOHBIOTAIMIO C TIIOKYPOHOBOHM KHCIIOTON; MOXKET MOTpeOOBaThCS
KOPPEKIIHs 1036l IeKCKeTonpodeHa.

C cepoeunvimu enuxosudamu.: HIIBIT MOTYT MOBBIIIATh KOHIICHTPALMIO CEPACUHBIX TIUKO3UIOB
B IJIa3M€ KPOBH.

C mughenpucmorom: CyIIECTBYeT TEOPETHUYECKHA pPHUCK HW3MEHEHUs SPPEKTUBHOCTH
MUGENPUCTOHA TIOJ JCHCTBHEM WHTUOMTOPOB MPOCTArIaHIUHCUHTETa3bl. OrpaHUYCHHBIE
JIAHHBIE TTO3BOJISIOT TIPEIIOIOKUTh, YTO OJTHOBpeMeHHOe npuMeHeHne mudenpucrona ¢ HIIBIIT
B JICHb IPUMEHEHHUs MpOoCTarjaHAHa HE OKa3bIBaeT HEOIAronpusATHOTO BIUSHUSA Ha JEHCTBUE
MUGDENPUCTOHA WM MPOCTarjiaHAWHA B OTHOIICHWW CO3PEBAHUS IIEHKH MATKU WU
COKPaTUMOCTH MATKH M HE CHHUXACT KIWHUYECKYI0 dJ(PQPEKTUBHOCTh CPEACTB  JUIS
MEIMKaMEHTO3HOTO abopTa.

C xunonowamu: JAaHHBIE SKCIEPUMEHTAIbHBIX HCCIEAOBAHWNA HA JKMBOTHBIX YKa3bIBAIOT Ha
BBICOKUH PUCK Pa3BUTHs Cynopor npu oaHoBpeMeHHOM npumeHeHuu HIIBII ¢ xuHOnonamu B
BBICOKHUX J103aX.

C menogposupom: npu omHoBpeMeHHOM mnpumeHeHnu ¢ HIIBII wmoxer mnoBbImaThes
KOHIIEHTpallusi a30Ta MOYEBHMHbI M KpEaTMHMHAa B IUIa3ME€ KpPOBHU, IO3TOMY JUIsl OLICHKHU
BO3MOKHOTO BJIMSHHUS OJHOBPEMEHHOTO MPUMEHEHHUS JIaHHBIX JIEKAPCTBEHHBIX CPEACTB
HE00X0IMMO KOHTPOJIUPOBATH (DYHKIIHIO ITOYEK.

C oeghepacupoxcom: npu omHoBpemeHHOM mnpuMeHeHun ¢ HIIBIT MoxeT moBbIIATHCS PHUCK
tokcuueckoro BozzaeiicTBus Ha JKKT. Ilpm npumeHeHum pexcketornpodeHa COBMECTHO C
nedepacupokcoM HEOOXOIUMO THIATETFHOE HAOIIOICHNE 32 COCTOSTHUEM IMalUeHTA.

C nemempexcedom: ipu ogHoBpeMeHHOM TipuMeHeHnu ¢ HIIBIT MoxxeT cHUXaThCsl BRIBEACHHE
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neMmeTpekcena, nodromy npu npumenenun HIUBII B ﬂﬂ%&lﬁﬂ&éﬁ %Uiﬁ/lqw :'ri?)ﬁo';'ll{hﬂb

0COOYIO0 OCTOPOKHOCTb. Y TAIIUEHTOB C TOYEYHON HETOCTATOYHOCTHIO JIETKOW CTENCHH TSXKECTH
(xponudeckas 6GonmesHp mouek, cragus 2 (CK® 60-89 mn/mun/1,73 m?)) cnemyer usberats
oaHoBpeMeHHoro npuema nemerpekcena u HIIBII B Teuenune nByx AHEH 10 M IBYX JAHEH MOCIE

npreMa rneMeTpeKcea.

4.6. DepTHIBHOCTH, 0EPEMEHHOCTD U JAKTALMS
[Tpumenenue npenapara Jlekckeronpoden JIEKAC npu 6epeMeHHOCTH ¥ B TIEPHOJ TPYIHOTO
BCKapMJIMBaHUsI POTUBOIIOKA3aHO.
bepemeHHOCTD
[lonaBneHue cuHTE3a MPOCTATrJAHIMHOB MOXET HEOJIarONpUATHO BIMATH HAa OEPEMEHHOCTb
W/WaM  pa3BUTHE SMOpHOHA U IUIOAA. Pe3ynbTaThl SMUIEMHOJIOTHYECKHX HCCIIEeTOBaHUI
CBUJETENBCTBYIOT, YTO Mpenapathl, NOJABISIONINE CHHTE3 MPOCTArJIaHJUHOB, IPUMEHsIEeMbIe Ha
PaHHUX CTagUsX OCPEMEHHOCTH, CIIOCOOHBI YBEIMYMBATh PUCK CaMOIIPOM3BOJILHOTO abopTa, a
TaKXKe pa3BUTHs Y IUIOJIa TIOPOKA Cep/lla U He3apalleHHs INepeqHeil OpIoIIHOW CTeHKH; Tak,
aOCOJIIOTHBIA ~ PHUCK  PAa3BUTHUSI aHOMAJIUN  CEpIAECYHO-COCYJIHUCTONM CHCTEMBI  BO3pacTal,
npuOIM3UTENbHO, ¢ MeHee ueM 1 % 10 1,5 %. Cuntaercs, 4To pUCK BO3PACTAET C YBEIUUYECHUEM
J103bl U AJIUTEIILHOCTH IPUMEHEHMSL.
C 20-#t Henenn 6epeMEHHOCTH BCE MHTUOUTOPHI CUHTE3a MPOCTATIaHAMHOB MOTYT MPUBOIMUTD K
pa3BUTHIO Yy IUIOAAQ  CEPACYHO-JIETOYHON  maroioruu  (MpeKIEBPEMEHHOE  3aKphITHE
apTepHalIbHOTO MIPOTOKA U TUIIEPTEH3US B CUCTEME JIETOYHOM apTepun) U HapyUIeHUIO QYyHKIUU
IIOYEK, KOTOPOE MOXKET IPOrpecCHpoBaTh M NPUBOAUTH K IMOYEUYHOM HENOCTATOYHOCTH C
pa3BuTHEM onuroruapaMHuona. Kpome toro, nake npu NpMMEHEHUU B HU3KUX /103aX, Y MaTepu
B KOHIIE OEPEMEHHOCTH U Y HOBOPOXJACHHOIO BO3MOKHO YBEJIMYEHHUE BPEMEHH KPOBOTEUEHMUS,
CBSI3aHHOE C aHTHUArperaHTHBIM JEWCTBHUEM, a TAK)Ke MOJAaBJICHUE COKPATUTENbHON aKTUBHOCTH
MAaTKH, IPUBOAIIEE K 3ala3/IbIBAHUIO POJOBOM AEATEIbHOCTU WIN 3aTSKHBIM POJaM Y MaTepH.
JlakTanus
CBeneHuil 0 MPOHUKHOBEHUH JEKCKETONPOQeHa B MATEPUHCKOE MOJIOKO HET.

DepTUILHOCTE

[Ipenapar J[lekckeronpodpen JIEKAC, xak u apyrue HIIBII, MOXeT CHUXaTh >XEHCKYIO
(GepTUIBHOCTh, MOATOMY €ro HE PEKOMEHIyeTCs Ha3HayaTh KCHINWHAM, IIAaHUPYIOUTUM
OEpEeMEHHOCTb.
VY KeHIWH, UMEIOIHUX NpoOJieMbl C 3ayaTHEM WM MPOXOISIIMX OOCIeIOBaHHE B CBS3U C
OecrutoiveM, clieyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JIEKCKETONpo(eHa.

4.7. BiausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCNOPTHBIMH CpPeACTBAMH M
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(MOCNEOCBATENEHOCTE 0001)

padoTaTth ¢ MEXaHU3MaAMU

B cBs3u ¢ BO3MOKHBIM IHOSBJICHHUEM TOJIOBOKPYXKXCHUA U COHJIMBOCTU B NCPUOT IMPHUMCHCHUA

JIeKCKeTOnpogeHa, CIOCOOHOCTh K KOHIIGHTPALMM BHUMAHHUS U OBICTPOTa IMCUXOMOTOPHBIX

peakIuil y MalueHTOB MOTYT CHMIKAThCsI, OCOOCHHO B MIEPBBIM yac mocie npuemMa. [loatomy BO

BpeMsl MpPUMEHEHUsl JEeKCKeTompodeHa cieayeT COONI0AaTh OCTOPOXKHOCTh MpPH YIpPaBICHUU

TPAHCIIOPTHBIMU CPCACTBAMU W 3aHATUAX MNOTCHUHUAJIBHO OIMACHBIMHU BHUIAAMU IOCATCIBHOCTH,

TpeOYIOLUIMMH MOBBIIIEHHONW KOHIIEHTPAIIMH BHUMAHUSI U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.
4.8. HexenatejbHble peakiuu

Pesrome mpoduiist 6e300acHOCTH

UYame Bcero HaOMIOMAIOTCS HEXenareabHble peakuuu co ctopoHbl JKKT. Bo3smoxHO paszuthe
NEeNTUYECKON SI3BBI, TMepopaluu WIM SKEITyAOYHO-KHIIEYHOTO KPOBOTCUCHMS, HHOTJA C
JeTalbHBIM HMCXOJIOM, OCOOEHHO y MOXWIbIX ManueHToB. [lo umerommmMces naHHBIM, Ha ¢GoHE
NPUMEHEHHUs Ipenapara MOTYT MOSIBISATbCA TOIIHOTA, pPBOTA, AMApPEs, METEOpPU3M, 3aIop,
JMCTICTITUYECKUE SBJICHUS, OONb B JKMBOTE, MEJIeHa, KpOBaBas pPBOTA, A3BEHHBI CTOMATHT,
oboctpenne konutra u Oonesuun Kpona. Pexe naGmonmaercs ractput. Takke HMeEOTCS
coo0meHus: 00 OTeKax, apTepPHAIbHOW TUIIEPTOHUU M CEPJICYHON HEIO0CTaTOYHOCTH Ha (oHE
neuyenus: HIIBIT.

Kak u npu npumenenun apyrux HIIBII, BO3MOXHO pa3BUTHE CIEAYIONMX TOOOYHBIX AP PEKTOB:
aCeNTUYECKUH MEHMHIUT, DPAa3BUBAIOLIMIICS IMPEUMMYLIECTBEHHO y MAlMEHTOB C CUCTEMHOM
KpacHOW BOJYAHKOW WJIM JPYTUMHU CHUCTEMHBIMU 3a00JI€BaHUSIMHU COEIMHUTEIbHON TKaHH,
reMaTtojoruueckue HapylieHdus (TpoMOOLMTONEHUYECKass Myprypa, arjacThyeckas H
TFEMOJIMTUYECKAs aHEMUH, B PEAKUX CIydyasxX - arpaHyJOLMUTO3 U THUIOIUIA3Usl KOCTHOTO MO3Ta).
Bo3moxHBI Oyiie3Hble peakiuu, B ToOM uducie cuHapoMm CtuBeHca-/[>KOHCOHA M TOKCHYECKHA
SMUIEPMATBHBIA HEKPOJU3 (OYE€HD PEJIKO).

CornmacHo pe3yibTaTaM KIMHUYECKMX HCCIEAOBAHMM M 3MHAEMHOJOTHYECKHM JIAHHBIM,
npumeHenne Hekoropeix HIIBIL, ocoOeHHO B BBICOKMX J03aX M B TEUCHHE JIUTEIBHOTO
BPEMEHHU, MOXXET CONPOBOXKAATHCS HEOONBIIMM YBEIHMUYEHHEM pPHCKa Pa3BUTHS IaTOJOTHH,
BBI3BAaHHOUW TPOMOO30M apTepuii (Hampumep, HH(MapKTa MUOKap/1a UIH HHCYJIbTA).

Pe3roMe HexxenaTeabHbIX PEAKIINN

Bo3MoxHBIC HEXKENAaTeNbHbIC PEAKIMM NPU NPUMEHCHHM Mpernapara MPUBEACHBI HUXKE IO
HUCXOJIAIIEH 9acTOTe BO3HUKHOBEHUS: ouens wacmo (> 1/10), uacmo (<1/10, >1/100), neuacmo
(<1/100, >1/1000), peoxo (<1/1000, >1/10000), ouenv peoxo (<1/10000), uacmoma neuzsecmuna
(Ha OCHOBaHHMHU UMCIOIIIUXCS TAHHBIX OIICHUTh HEBO3MOJKHO), BKJIFOUAs! OTACIHHBIE COOOIICHHUS.
Hapywenus co cmoponuvl kposu u tumgamuyeckou cucmemsl

Ouenv pedro: HEUTPOTICHHSI, TPOMOOIIUTOTICHHS.
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(MOCNEOCBATENEHOCTE 0001)

Hapywenus co cmoponvl uMMyHHOU cucmembl

Peoxo: otex ropranu;

Ouendb pedro: aHAPWIAKTHYECKUE PEAKIINH, BKIIOUas aHAPUITAKTHUYECKUN TIOK.
Hapywenus memabonuzma u numarnus

Peoko: anopekcusi.

Tcuxuueckue Hapyuienus

Heyacmo: 6eccoHHuIia, ouryeHne 0eCroKoicTBa.

Hapywenus co cmopoHbl HepsHOU cucmembl

Heuacmo. TonoBHas 00J1b, COHIIMBOCTb, TOJIOBOKPYKCHHE;

Peoxo: mapecreznn, 0OMOpOK.

Hapywenusa co cmoponwvl opeana 3penus

Ouenb pedko: HEYETKOCTh 3PCHUSI.

Hapywenus co cmopoHbl opeana ciyxa u 1aoupunmuvle HapyuleHus
Heuacmo: Bepturo;

Ouenb pedxo: 3BOH B yIlax.

Hapywenus co cmoponul cepoya

Heuacmo: omymeHue cepaieOneHms;

Ouenb pedxo: TaxuKapaus.

Hapywenus co cmoponul cocyoucmoii cucmembl

Heuacmo: npumuBeL,

Peoko: moBBIIIEHNE apTEPUATTEHOTO AaBIICHHS,

Ouendb pedro: CHIKEHUE apTePHATLHOTO J1aBIICHUS.

Hapywenusa co cmoponwvl opeanos ovixanus, epyoHotl KI1emKu U cpedocmerus
Peoko: 6panumHon;

Ouenb pedxo: OPOHXOCTIa3M, OJIBIIIKA.

Kenyoouno-kuuieynvie HapyuleHus

Yacmo: TOIIHOTA W/WIU PBOTA, OOJb B )KUBOTE, NUCIICTICHUS, THAPES;
Heuacmo: TacTpuT, CyXOCTh BO PTY, 3aII0p, METCOPU3M;

Peoko: spozuBHO-s3BeHHBIE TopaxkeHus JKKT, kpoBoTeueHre 13 s13BbI WM €€ repdoparus;
Ouenb pedxo: TAaHKPEATHUT.

Hapywenus co cmoponbvl neuenu u scenyuegbl@o0AWux nymeu
Peoko: mopaxenue nedeHu.

Hapywenus co cmopoHbl Kodicu u NOOKONHCHBIX MKAHelU

Heuacmo: xoxHas CHIIIb;

Peoko: kpanmuBHUIIA, YTPEBasi ChIIb, MOBBIIIECHHOE TOTOOT/IEIICHUE;

13
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Ouenv peoro: cunapom CruBeHca-JKOHCOHA, Toﬁ%&lﬁg':élﬁwg{;&: '%%il)bnm

(curnmpom Jlaiienna), aHTHOHEBPOTHUECKHUI OTEK, OTEK JIMIIA, peakius (POTOCEHCHOMITHM3AIINH,
KOYKHBIN 3y]1.

Hapywenus co cmoponul muiueunotl, ckeemHoti u cOeOUHUMENbHOU MKAHU

Peoko: 601b B crinHe.

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0sauux nymet

Peoko: monuypus, ocTpasi modeuHas HeIOCTaTOYHOCTb;

Ouenb pedxo: HeDpUT WK HEPPOTUUECKUN CHHIAPOM.

Hapywenus co cmoponbsl penpo0ykmusHoU cucmemsl U MOIOYHbBLX Jicele3

Peoko: HapylieHre MEHCTPYaIbHOTO [IUKJIA, HAPYIIIEHUE (PYHKIIMH MIPEICTATEILHOMN JKeTe3bl.
Obwue napywenus u peakyuu 6 mecme 68e0eHus npenapama

Heuacmo: yToMisieMoCTb, aCTeHUs, 00JIb, pUTHIHOCTD MBIIIL, O0IIee HEOMOTaHHUE;

Peoko: nepudepudeckue OTeKH.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

Peoko: oTKIOHEHUE OT HOPMBI TTOKA3aTeNeH «IIEUeHOYHBIX)» MPOo.

COO6H_IGHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo c0o00IaTh 0 MOI03PEeBaEMBIX HEXKEIATEIBHBIX PEAKIUAX MOCIIe PErHCTPAlUH Mperapara
C 1enpl0 obOecreueHHs] HENPEephIBHOIO MOHUTOPMHTA COOTHOLICHHS  «IOJIb3a-PUCK»
JIEKapCTBEHHOTO Ipernapara. MeAUIMHCKUM pabOTHUKAaM PEKOMEHIYETCsl cOO0IaTh O JIHOOBIX
MI0JI03PEBACMBIX HEXKEJIATeIbHBIX PEaKIMAX JICKAPCTBEHHOTO Tpernapara yepe3 HaI[MOHAIbHBIC
CHCTEMBI COOOIICHHS O HEKENATeNbHBIX pEeaKIUsIX ToCyIapCTB-wIeHOB EBpa3suiickoro
HKOHOMHUECKOTO CO03a:
Poccniickas @enepanvs
109012, MockBa, CnaBsgHcKas miiomanb, a.4, ctp.l
®depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS
Tenedon: +7 (800) 550-99-03
pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru

4.9. Ilepexo3upoBka
CuMOTOMBI
TomHoTa, aHopekcusi, 00Jb B JKMBOTE, T'OJOBHAs OOJb, T'OJOBOKpPY)KEHHUE, JIE€30pHUEHTAINs,
OEeCCOHHHUIIA.
Jleuenue
CuMnToMaTHuecKasi Tepamusi, IMpH HEOOXOAMMOCTH — TPOMBIBAHHE JKEIy/AKa, IpUEM
AKTUBUPOBAHHOTO YIS, FeMOANAIN3 MajI03(p(PEKTUBEH.
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5. ®APMAKOJIOTMYECKHE CBOMCTBA -/ IEACEATENEHOLTE 000T)

5.1. ®apmakoanHamMHYecKHe CBOICTBa
dapmakoTepaneBTUYeCKass Tpylna: MNPOTUBOBOCHAIUTEIBHBIE U IPOTUBOPEBMATUYECKUE
Ipenaparsl; HECTEPOUIHbIE MPOTUBOBOCHAIUTENbHBIE M IMPOTHUBOPEBMATHYECKHUE IpENaparsl;
MIPOU3BOHBIE MPOITMOHOBOM KHCIIOTHI.
Kon ATX: MOT1AE17

Mexannsm geiicTBus

MexaHnu3m neicTBUs JeKCKeTonpodeHa CBA3aH C YMEHBIIEHHEM CHHTE3a MPOCTarjiaHIuHOB 3a
CYeT TOMaBJICHHS akTUBHOCTH mukinookcurenas (IIOI-1 u I1OI'-2). Ilpenapatr uHruOMpyer
MpeBpallleHre apaxuJOHOBOM KHUCIOThl B UuKiInueckue sHuonepokcuasl PGG2 u PGH2,
KoTtopble mnpoayuupyior mnpocrarianauasl PGEl1, PGE2, PGF2a u PGD2, a Takxe
npoctanukianH PGI2 u tpombOokcansr (TxA2 u TxB2). Kpome Toro, nHruOupoBanue CUHTE3a
IPOCTArjJaHAMHOB MOXET BIMATh Ha APyrHe MEIuaTophl BOCMAJCHHS, TaKue KaK KHHHHBI,
oOecrieunBast He TOJIBKO IPSAMOE, HO ¥ ONIOCPEIOBAHHOE JCHCTBUE.

Wurubupyromee neiictBue nexckeronpodena B orHomenuu aktuBHoctu LIOI-1 u LIOI-2
MPOJEMOHCTPUPOBAHO y TAOOPATOPHBIX KUBOTHBIX U Yy JIOJCH.

dapmakognaamMuyeckue P PeKTnl

JlexckeronpodeHa TPOMETaMOJI, TPOMETAMHHOBASI COJIb MPOMMOHOBON KHCIOTBI, OTHOCUTCS K
HIIBII.
O6mnamaer 06€300JIUBAIOIITUM, TPOTUBOBOCIIAIUTEIHLHBIM H JKapOTIOHIIKAIOIIUM JICHCTBUEM.

Knuanueckas 2dbdekTUBHOCTE U 0€30I1aCHOCTE

Kinnandeckue uccinenoBaHUS Ha pa3IUYHBIX KIMHUYECKHX MOJENSAX OONM IOKa3ald, 4TO
JIeKcKeTonpodeHa TpoMeTaMoll 00JaaeT BBIPAXKCHHON aHAIBreTUYEeCKOW aKTHBHOCTHIO. 1o
JAaHHBIM HCCIIeIOBaHUN 00e30omuBaronuii 3gdekr Hactynmaer depes 30 MHUH TOCie NpueMa
npenapara, mpoI0KUTEIILHOCTh 00€300JIMBAOIIETO ICUCTBUS COCTABISIET 4-6 4.
5.2. ®dapmakoknHeTHYeCKHe CBOIiCTBA

AOGcopbuus

Bpemst noctmxenus makcumanbHo# koHIeHTparuu (TCmax) nekckeronpodeHa B miasMe KpoBu
nmocJyie nmpueMa BHYTPh coctaBisieT B cpeaHemM 30 muH (15-60 mun). OQHOBpEMEHHBIA TTPUEM
UMM 3aMeJUIsieT BCachiBaHMe AekckeronpodeHa (yBenmnuuBaeTcss TCmax, cHmxkaercs Cmax),
IIPY ATOM IIJIOIAIb O KPUBOM «koHIeHTpaus-BpeMs» (AUC) He uzaMeHsercs.

Pacnopenenenue

[Tepunon momypacnpeneneHus: nekckeronpodena cocrapiser okoio 0,35 u. Cpennee 3HaueHUE
o0Bema pacmpeneneHus IeKckeronpodeHa coctaBiser mMeHee 0,25 1/Kr Kak y mpemapara c
BBICOKOH CTENEHbIO CBs3bIBaHMsI ¢ Oenkamu Tu1asMbel  KpoBH  (99%). Ilo nmaHHBIM
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(hapMaKOKMHETUIECKUX MCCIICIOBAHUN P MH r0KpaTﬁgN;'r;p;1€ﬂgx%iI@&lfB§$J}ﬁ JHAdenus

nokazarened Cmax u AUC nocine npuema nociaeaHel 1036l He OTIMYAI0TCs OT 3HAYEHUH 1ocie
€ro OJJHOKPATHOT'O IIPUEMa, YTO yKa3bIBaeT Ha OTCYTCTBUE KyMYJILIUU Ipenapara.

Buorpancdhopmarims

[Tocne mpuema nekckeronpodeHa B Moue OOHApPYKUBAETCA TOJIBKO €r0 ONTHYECKUH H30MEp
S-(+), 4TO CBUAETENHCTBYET 00 OTCYTCTBHM TpaHC(HOpPMALUU TpernapaTa B ONTHUYECKUN H30MeEp
R-(-) B opranuszme yenoBeka. OCHOBHBIM ITyTEM METa0OIU3Ma JACKCKETOMpodeHa SIBISIETCS €ro
KOHBIOTAIINS C TJIFOKYPOHOBOM KUCIIOTOU € MOCIEAYIOUINM BBIBEIEHUEM ITOYKAMHU.
OJIMMUHALNS
[Mepuon monyseiBeaenus (T1/2) nekckeronpodena cocrapmusier 1,65 4.

6. ®APMAIEBTHYECKHE CBOWCTBA

6.1. IlepeueHb BcmoMorareJibHbIX BellleCTB
[enmronosa MUKPOKPHUCTAJUTMYECKAs CUJIMIIMPOBaHHAs (B T.4. LEJUTI0N03a
MUKPOKPHCTAJUINYECKAs, KPEMHHUSI TUOKCHUJT KOJUTOUTHBIN )
JlakTo3a 6e3BoHAs
IMoBunmoun K-30
Kapbokcumeruiakpaxman HaTpHs
Marnus creapat
Tanpk

[1neHouyHast 000JIOYKa:

['mnpomennosa
[TonuaTHIIEHT MK OJIB
Tanpk
Twutana quokcug
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpoxk rognocTun
3 roxa.
6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPU XPaHEHUH
XpaHuThb Ipu TemrepaType He Boie 25°C.
6.5. Xapaxkrep u conep:kaHNe NEPBUYHON YIIAKOBKH
[To 10 TaGiaeTOK B KOHTYPHYIO SYEMKOBYIO YIMAKOBKY W3 TUIEHKU TOJMBUHUIXJIOPUIHON W
(G oJIbTH aTIOMHUHUEBOM MEYaTHOMN JIAKUPOBAHHOM.
I[Io 30 Tabnerok B OaHKM MOJMMEpHBIE W3 TOJIMATHIEHTepedTasaTa C KpBIIKAMUA W3
MOJINITUIICHA.
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Kaxmyto 6anky niu 1, 2, 3 wim 5 KOHTYpHBIX qeﬁKOngg%;m—@%Jé%@ g‘f@fﬁ‘ﬁ(ﬁ%@ﬁ 1o

MCIUITUHCKOMY NNPUMCHCHUIO B MMAYKY KaPpTOHHYIO.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NMPH YHUYTOKEHHUH HCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTXO/[0B, TMOJYYeHHBIX MOcjJde NpPHMEHEeHUus:
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuIyJsiUU C penapaToM
Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JHAEPKATEJDb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccuiickas @enepanus
3A0 «bepe3oBckuii (hapmarieBTrueckuii 3aBo», 623704, CeepanoBckas o0i., r. bepe3oBckuid,
yinuua Konsuesas, 13a
ten./daxkc: (343) 215-89-01
e-mail: info@uralbfz.ru.

7.1. IlpencraBuTe/ib AepKATENs] PErHCTPAINMOHHOIO YI0CTOBEPEHUS

IIperen3uun norpeduTesIel HAOPABIATS 10 AJIPECY:

Poccniickas @enepanvs

3A0 «bepe3oBckuii (hapmarieBTrueckuii 3aBoy», 623704, CeepanoBckas o0i., 1. bepe3oBckuid,
ynuua Kosnbiiesas, 13a

ten./daxkc: (343) 215-89-01

e-mail: info@uralbfz.ru.

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9.  JIATA MEPBOI1 PETMCTPALIIN (MIOATBEPKIEHUS
PETMCTPALIAM, IEPEPETUCTPAILINN)

JarTa nepBoii perucrpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepucTuka JekapcTBeHHoOro npemnapara Jlekckeronpoden JIEKAC poctynHa Ha
UHPOPMALIMOHHOM TopTaje EBpa3nuiickoro 3KOHOMHMYECKOIO COK3a B HMH(DOPMALMOHHO-

KOMMYHHUKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org/
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