COOTBETCTBYET ZKCNEPTHOMY OTUETY
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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHHOIO IPETAPATA ")

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

OOPCBUTAIJL 25 mr, nOpoIIOK J1sl IPUTOTOBJIEHUS pacTBOpa Ul IpUeMa BHYTPb

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro11Iee BENECTBO: IEKCKETONPOdeH

Kaxxaplii makeT coepKuT 25 Mr AekckeronpodeHa (B BUIE NeKCKeTorpodeHa TpoMeramorna).
BcnomoraTenbHble BellecTBa, HATUYME KOTOPBIX HAJ0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npenapara: acmapram (E951), caxaposa (cm. pasznen 4.3., 4.4.).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Topo1ok AJis MPUTrOTOBICHHS pacTBOpA AJIsl IpUeMa BHYTPb.
[Topomok Genmoro wim Mo4TH OEJOTO IBETa C 3armaxoM aHaHaca. J{omycKaeTcss HalIW4dhe MSTKHX

KOMKOB.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipenapar ®OPCBUTAJI npuMeHsIOT y B3pOoCibIX cTapiie 18 JieT st CMMOTOMAaTUYeCKOTO JICUCHUS
OoneBoro cuHApoma (ciabo M YMEPEHHO BBIPAKEHHOTO) DPA3IMYHOTO MPOUCXOXKACHHUSA, B T.U.
MBIIIIEYHO-CKEIETHOM 00K, anbroaucMeHopen (0oJe3HeHHbIE MEHCTPYAIUH ), 3yOHOH OOJIH.
[Tpenapat npenHa3HAYEH 7SI CHMOTOMATHYECKOTO JICYCHHUS, YMEHbBIIEHHsI OOJIM W BOCHAJICHUS Ha
MOMEHT ITPHUMEHEHHUSI.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHHUS

PexxuM 103upOBaHus

B3pocieie

B 3aBucuMoCTH OT MPOMCXOXKJIEHHUS U TSHKECTH OOJEBOr0 CHHJPOMA, PEKOMEHIyemas [03a s
B3pOCJBIX COCTABIAET 25 MI IeKcKeTonpodeHa uepe3 kaxaple 8§ u. MakcumalbHasi CyTO4Has 1032 —
75 Mr.

[ToOounbie 3(dQexTsl mnpenapaTa MOXHO MHUHHUMHU3HPOBATh IPU NPUMEHEHUU HaMMEHbIIEH
3¢ dexTuBHON 1036l B TEUEHHWE MHHHMAJIbHOIO IEpHOoJia, HEOOXOAMMOIo s KyHUPOBaHUS
cUMOTOMOB (cM. pazzaen 4.4).

[Tpennapatr @®OPCBUTAJI He npenHa3HaueH Ui AIUTENBHON TE€paluy, Kypc JEUEHUs Mpenaparom
JOJI’KEH OBITh OTPaHUYEH MEPUOI0M IPOSBICHUS CUMIITOMOB, HO HE JJOJDKEH MPeBbIIaTh 3-5 JHEH.

Oco0ble TPVIIILI TAIUEHTOB
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HauueHmbl NnOS2HCUTIOC0 803pacma

[Tarmentam noxwioro Bo3pacra cienyer npuHumarh npenapar ®OPCBUTAJIL, naunnas ¢ 6onee
HU3KOH 70361 (MaKCUMalbHasl CyTO4Has 103a coctaBisgeT 50 mr). Jlo3a MoxeT ObITh yBeIHUEHA 10
PEKOMEHIOBAaHHOM [UIsl B3POCHBIX TOJIBKO B Ciy4yae Xopolled mepeHocuMocTu. B cBs3u ¢
MOBBIIICHHOW BEPOSTHOCTHIO PA3BUTHS IMOOOYHBIX A(P(GEKTOB MALMEHThl MOXKUIOTO BO3pacTa
JIOJIKHBI HAXOAUTHCS MOJI OCOOCHHO TIIATEIHHBIM HAOTIOICHUEM.
Tayuenmoi ¢ noueunol HedOCMamouHOCMuio
VY manueHToB C MOYEUHOH HEAOCTATOYHOCTBHIO JIETKOW CTENEHU TSKECTH — XPOHHUYECKas 0O0JIe3Hb
nouek (XBII), cramus 2 (ckopocth kiryooukoBori ¢uinbTpanuu (CKD) 60-89 mn/mun/1,73 m2),
HayalbHasl MaKCUMaJbHAasl CyTOYHAs J103a TOJDKHA ObITh CHIDKEHA 110 50 Mr/cyT.
[Tpumenenue npenapata ®OPCBUTAJI y nanueHToB ¢ IOYEYHONH HEAOCTATOYHOCTBIO CPEIHEN U
Tsokenon crenenu Tsoxectu (XbBIL, ctanuu 3a (CK® 45 — 59 ma/mun/ 1,73 m2), cranuu 36 (CKD 30
— 44 mn/mun/1,73 M2), cramus 4 (CK® 15 — 29 mn/mun/1,73 m2), ctagus S5 (CK® < 15 ma/mun/1,73
M2) IpPOTUBOIOKA3aHO.
Tlayuenmoi ¢ neuenouHoU HeOOCMAamo4HOCMbIO
[TarueHTaM C MEYEHOYHOW HEJOCTATOYHOCTHIO JIETKOW M CpeJHEl CTENeHH TSHKECTU CIeAyeT
npuaumMath npenapat POPCBUTAJL, nauunas ¢ 6oiee HU3KOH 1036l (MaKCUMaJIbHas CyTOYHAsS 1032
cocraBimsier 50 wr). Pekomenmyercs TmiateabHOe HAONIOACHUE 3a COCTOSHUEM IalMEeHTA.
[Tpumenenue npenapara ®OPCBUTAJI y nanueHToB ¢ Ne4eHOYHON HEJIOCTATOUHOCTHIO TSKEION
CTETEeHH TSHKECTH MPOTUBOIOKA3aHO.

eTH
O¢ddexTuBHOCTh U Oe30macHOCTh NpuMeHeHus npenapata POPCBUTAIJI y nereit He usyuanacs,
pUMEHEHUE Ipernapara y ieTell pOTHBOIOKAa3aHo.

Crooco0 nmpuMeHeHus

BuyTps.

ConepxuMoOe OJHOrO IMAaKETHKa pacTBOPSAIOT B CTakaHE BOJbI, pa3MelIMBas 0 IOJHOIO
pactBopeHus. [lonydeHHbIN pacTBOp ClieyeT IPUHUMATh HENOCPEACTBEHHO 110CJIE TPUTOTOBICHHUS.
OnHOBpeMEHHBIN NpUeM MHIIM 3aMeUIsieT BCachblBaHUE JEKCKETONpOQeHa, MO3ITOMY B Cllydae
ocTpoit 00Ju peKOMeHayeTcsl TPUMEHEHHE IpenapaTa He MeHee YeM 3a 15 MUHYT 10 mpruema MUIIH.
4.3. [IpoTuBoONOKa3aHUS

- TUIIEPYYBCTBUTEIBHOCTD K IEKCKETONPO(EHy, IPYruM KOMIIOHEHTaM IpernapaTa, NepeyucIeHHbIM
B pazjene 6.1, 1 M00bIM HECTEPOUIHBIM IPOTUBOBOCTIANUTENbHBIM Mpenapatam (HIIBIT);

- pa3BUTHE NMPUCTYIOB aCTMbI, OPOHXOCMAa3Ma, OCTPOr0 PUHUTA HJIM HOCOBBIX IOJIUIIOB, MOSIBIICHUE
KpanUBHUIBl WM AaHTHOHEBPOTUYECKOTO0 OTEKa MpHU MPUMEHEHHWH NpPEernapaTroB C aHAJOTUYHBIM

neiictBueM (Hampumep, aneruicanuuuioBoit kuciotsl (ACK) u npyrux HIIBII);
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¢ubparoB B aHamHe3e;

- JKEJTyJOYHO-KHIIIEYHBIE KPOBOTEUCHUS, S3BbI WK IepopaIii B aHAMHE3€, BKJIFOYAst CBSI3aHHBIC C
npeamectByonmM npumeHenuem HIIBII;

- XpOHHUYECKasl TUCTIETICHS;

- OPO3UBHO-S3BEHHBIE TIOPAKEHUS Kelly1ouHO-KuieuHoro Tpakra (JKKT) B ctaguu obocTpenus;

- JKEJIyJJOYHO-KUIIIEYHbIE KPOBOTCUCHHUSI; IPYTUE AKTUBHBIE KPOBOTEUEHUS (B TOM YUCIIE TTOI03PEHUE
Ha BHYTPUYEPEITHOE KPOBOUBIIUSIHNUE);

- 6osie3ub KpoHa, sI3BEHHBIN KOJIUT;

- IEYCHOYHASI HEJIOCTATOYHOCTh TsDKeNou cTenenu Tsokectr (10-15 6amios o mikane Yaiina-I1e10);
- IporpeccupyromIre 3a00aeBaHus MOYCK, MTOATBEPKACHHAS TUIICPKATUEMHUS;

- xponuyeckasi 6one3np nouek (XbII): cranusa 3a (ckopocth Ki1y6oukoBoil ¢punbrparuu (CKD) 45-
59 mn/mun/1,73 m2), ctagus 36 (CK® 30-44 ma/mun/1,73 m2), ctagus 4 (CKD 15-29 mn/mun/1,73
Mm2), cramus 5 (CK® < 15 mu/mun/1,73 m2);

- IEpUO/ TIOCTIE TIPOBEICHUSI A0PTOKOPOHAPHOTO ITYHTUPOBAHMUS;

- TsDKeJNas cepliedHasi HeJOCTaTOYHOCTb;

- FTeMOpparu4ecKuii uaTe3 U Ipyrue HapyluieHus: CBEpThIBAaHUS KPOBH;

- TsDKeloe 00e3BOKMBaHWE (BCICACTBHE PBOTHI, JUAPCH WM HEAOCTATOYHOIO TOTPEOICHUS
YKUJIKOCTH);

- Bo3pacT 110 18 neT (B CBsI3U C OTCYTCTBUEM JAHHBIX MO 0€30MacHOCTH);

- OepeMeHHOCTh B cpoke Oosiee 20 Heenb U MePUo] TPYTHOTO BCKAPMITUBAHUS;

- nedumuT caxapaspl/M30MaIbTa3bl, HEMEPEHOCUMOCTh (PYKTO3BI, TIIFOKO30-TATAKTO3HAS
MajbabcopOITusi.

4.4. OcoOble yKka3aHus H Mepbl NPEeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

[lepen mpuMeHeHUEM TIpemnapaTa Mpyu HaJIMYUH COCTOSHUHN, YKa3aHHBIX B JJAaHHOM pasjee, ClIeayeT
MIPOKOHCYJIETUPOBATHCS C BPAUOM.

3aboseBaHus MEYEHU B aHAMHe3e, NeYeHOouHas nopdupus (BKIIOYask OCTPYIO MEePEeMEkKaroIyoCs
nopupuio), XxpoHndeckas 6one3np nouek, craaus 2 (CK® 60-89 mn/mun/1,73 M2), XpoHudeckas
cepAeyHasl HEJAOCTaTOYHOCTh, apTepHalbHas THIEPTEH3Us, OOC3BOXHBAHHUE, 3HAYUTEIHHOE
CHIDKEHHE 00beMa NUPKYJIUPYIOIEH KpOBH (B T.4. MOCJIE XHPYPTrHYECKOTO BMEMIATEILCTBA), Y
MOXKWIBIX MAalMEHTOB cTapiie 65 jeT (B T.4. MOJyYalouIie AMYPETUKH, OCIabIeHHbIe MAlUeHThl U
NalMeHThl C HU3KOM Maccoil Tena), y TMAIMEeHTOB HEMOCPEICTBEHHO I0Cle OOIIMPHBIX
XUPYPTUYECKHX  BMEIIATENLCTB, OpOHXMAJbHAs  acTMa, OJHOBPEMEHHOE  NpHUMEHEHHE

TJTIFIOKOKOPTUKOCTEPOHUIOB (B T.4. TPEIHHU30JIOHA), AHTHUKOAryJIsSsHTOB (B T.4. BapdapuHa),
3
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0o0paTHOro 3axBara CEPOTOHHHA (B T.4. IHUTAlONpama, (IyOKCeTHHA, MAPOKCETHUHA, CepTpalinHa),
UIIeMHYECKas 00Je3Hb cepaua, 1epeOpoBaCKyISIPHBIE 3a00JIeBaHUA,
JTUCITATIAEMUS/TUTIEPIIUITUEMUS, caXxapHbli auaber, 3a0ojieBaHUs MEpPUPEPUUECKUX apTEPHid,
Kypenue, Hammune uHpekuu Helicobacter pylori, cuctemuas kpacHas Bomvyanka (CKB) u npyrue
CHCTEMHBbIC 3a00JIeBaHMs COCAMHUTENBHOM TKAHMW, HApYIICHUS KpPOBETBOPEHUS, IUTEIHHOE
npumenenue HIIBII, TyOepkyiie3, BbIpaK€HHBIH OCTEONIOPO3, AIKOI'OJIU3M, TSDKEIIbIE COMaTUYECKUE
3a00JIeBaHU.

Oco0ble yKazaHus

[Tpu mpuMeHeHUH y TAIMEHTOB C AJNICPIrHYECKUMH PEaKLUsIMHU B aHAMHE3€ HE0OOX0MMO COOII01aTh
OCTOPOKHOCTb.

Crnenyet uzberats npumenenus npenapara ®OPCBUTAJI B coueranuu ¢ apyrumu HIIBII, B ToM
YHClie CeNIEKTUBHBIMU MHTUOUTOpaMu LuKIookcureHassl (L{OI-2).

Hexenarenpubie moOouHbe 3()()EKTH MOKHO CBECTH K MHHUMYMY IIPH MIPUMEHEHHUHU TIpernapaTa B
HanMeHbIIeH 3(QPEeKTUBHON 03¢ MPU MHHUMAILHOW JTUTEIHLHOCTH NPUMEHEHHUs, HEOOXOIMMOit
JUIS1 KyIUPOBaHUSI CUMIITOMOB.

besomacHocTh npuMeHeHusa B oTHomeHun JKKT

Hmerorcss cooOmeHuss O BO3HUKHOBEHUHW JKEITYJOYHO-KUIICYHBIX KPOBOTCUCHUH, S3B WU
nepdoparnuii (B HEKOTOPBIX CIIyYasx ¢ JETATBHBIM UCX0A0M) Ha (hoHe mpuMmeHeHus Jiro0brx HITBIT
Ha pa3HbIX dTarax JICYCHHs, KaK C MOSBICHHUEM CUMIITOMOB-IIPEIBECTHUKOB, TaK U 0€3 HUX, a TAKXKe
BHE 3aBUCHUMOCTH OT HAJIMYUs CEPHE3HBIX KEIYIOYHO-KMILIEUYHBIX OCJIOKHEHUM B aHamHese. B
CIy4yae pa3BUTHUS JKENyIOYHO-KUIIIEUHOTO KPOBOTECUEHHUS WJIM SI3BEHHOTO MOPaKEeHHs Ha (OHE
npumenenus npenapata ®OPCBUTAJL, ero npuem cienyeT NpeKpaTuTh.

Puck pa3BuTHs KeTyJOYHO-KHUILIEYHOTO KPOBOTEUYECHHMSI, MENTUYECKON S3BBI MIHU ee mepdopanun
noBeiaercs ¢ yBenuueHueM a03bl HIIBII, y manueHToB ¢ 53BOM B aHaMHe3e, OCOOEHHO
OCJIOKHEHHOM KPOBOTEUEHUEM MM Tiepdopalfeii, a TakkKe y MalueHTOB MOXKWIOTO BO3pacTa (CM.
pasnen «IIpoTuBornokazaHus»).

[TaneHTHI TOKUIIOr0 BO3pacTa

VY nmanueHTOB MOXHJIOTO BO3pacTa IMOBBIIIEHA YaCTOTAa BO3HUKHOBEHHs MOOOYHBIX 3((EeKTOoB Ha
¢one npumenenuss HIIBII, ocoOeHHO Takux Kak KeJIyJAOYHO-KUIIEYHOE KPOBOTEUYEHHE U
po0oJIeHUE A3BbI, KOTOPbIE MOTYT MPEACTABIATh Yrpo3y IJs KU3HU. JledeHHne 3THX MalueHTOB
clleflyeT HauMHaTh C HAUMEHBIIEH BO3MOXHOM J103bI (CM. pa3zaen «Pexum A03upoBaHUS U CIOCO0
IPUMEHEHUS»).

[Tpu HamM4KK y nanueHTa B aHaMHe3e 330¢arura, racTpuTa 1/mi s3BeHHON 00JIe3HH Iepel HadalloM

nedeHus: ekckertonpodenom (kak u B ciydasx ¢ apyrumu HIIBII) cnegyer ybenuthes, uto 311
4
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KKT nmm xpornmueckumu 3aboneBanusvu JKKT cienyer ocymecTBiIsTh KOHTPOIIb IS BBISIBICHUS
HapyLICHUH NUIIEeBapeHus, 0COOEHHO JKEIyJOUHO-KUILIEYHBIX KPOBOTEUEHUH.

1 5TUX NMalMeHTOB, a TAK)KE NALMEHTOB, KOTOPBIE HYKJAIOTCSA B ONHOBPEMEHHOM IPUMEHEHUU
ACK B HH3KMX [03aX WIM B IPUMEHEHHH JPYIHX IIPENapaToB, YBEIWYUBAIOLIUX PHUCK
BO3HMKHOBEHHs HapymeHuii co croponel JKKT, cienyer paccMOTpeTb BO3MOXKHOCTB
KOMOMHMpPOBAaHHOW Tepanuu C IpenapaTaMu-IpOTEKTOpaMH, HalpHUMEp, MHU30IPOCTOJIOM WU
MHTUOUTOpaMH NPOTOHHOW MOMITBI (CM. paszzen «BzaumoneilcTBue ¢ IpyrMMH JIeKapCTBEHHBIMU
npenapaTamy U Ipyrue Bubl B3aUMOICHCTBUI).

[Tpumenenne HIIBII npotuBonoka3ano nanuentam ¢ 3adoneBanusmu JKKT B anHaMmHe3e, TAKMMH Kak
SI3BEHHBIN KOJIUT, 00J1e3Hb KpoHa, MOCKOJIBKY CYIIECTBYET PUCK O0OCTPEHUS TaHHBIX 3a00JICBaHUH.
[TanMeHThl, y KOTOpBIX B aHaMHe3€ MMeIM MecTo nobounsle neiictBus co croponsl KKT, B
0COOEHHOCTH, MOKUJIbIE MAI[MEHTBI, JTOJKHBI COOOIIATh Bpady O JIFOOBIX HEOOBIYHBIX CUMIITOMAX CO
croponbl JKKT (ocoO0eHHO O cuMmITOMax, KOTOpbIE MOTYT CBHJAETEIHCTBOBATH O JKEITYIOYHO-
KHAIIEYHOM KPOBOTEUYEHNH ), 0COOEHHO Ha HAYAJIbHBIX CTaAUAX JeueHus. CleayeTr ¢ 0CTOPOKHOCTHIO
Ha3HayaTh IIpernapar MalMeHTaM, OJHOBPEMEHHO IPUHHMMAIOIIHUM CpPEICTBA, KOTOPBIE MOTYT
YBEJIMUUTh PUCK BO3HUKHOBEHUS $3Bbl WM KPOBOTEYEHHMS: IEPOpPaIbHbIE KOPTHUKOCTEPOU[BI,
AQHTUKOATYJISHTHl (Hampumep, BapdapuH), CEIEKTHBHbIE WHTHOMTOPBI OOpPaTHOTO 3axBara
CEpOTOHMHA WM aHTUarperanTsl, Hanpumep, ACK.

be3onacHOCTh MPUMEHEHUS B OTHOIICHUH TTOYEK

[Taupentam ¢ HapyuieHHeM (QYHKLIMHU MOYEK Iperapar cielyeT Ha3HadyaThb ¢ OCTOPOXKHOCTBIO,
nockoibky Ha (¢oHe npumeHenus HIIBII Bo3MoxkHO yXxyauleHune (QyHKIMM TOYEK, 3aJEpiKKa
JKUJKOCTU B OPTaHNU3ME U Pa3BUTHE OTEKOB.

Crnenyer coOxironaTh OCTOPOKHOCTh Ipu npuMeHeHun mnpenapatra @OPCBUTAIJI y nanueHTos,
OJHOBPEMEHHO IMPUHUMAIOLIUX JUYPETUKU M TAIUEHTOB, Y KOTOPBIX BO3MOXHO DPa3BUTHE
TUIIOBOJIEMHH B CBSA3H C OBBIIIEHHBIM PUCKOM HEPPOTOKCHUYHOCTU. B epro iedennst Heo0Xoaumo
o0ecneunTh a/IeKBaTHOE MOTPEOJICHNE KUAKOCTHU JUIsl TPEIOTBpALIeHHs] 00€3BOKUBAHUS U YCUIICHUS
TOKCHYECKOT'0 IEUCTBHS Ha MIOYKHU.

Kak n npyrue HIIBII, npenapar @®OPCBUTAJI MokeT NpUBOAUTH K NOBBIIIEHUIO KOHLIEHTPALUN
KpeaTMHHHA W a30Ta MOYEBHMHBI B IIa3Me KpoBu. Kak u Jpyrue HWHTUOUTOpPHI CHUHTE3a
npocrarnanauHoB, mnpenapar DOPCBUTAJI Moxer oka3piBaTh M0O0OYHOE JeicTBHE Ha
MOYEBBIACTUTENbHYIO CHCTEMY, YTO MOXET TPUBECTH K pa3BUTUIO TJoMepylioHedpHTa,
UHTEPCTULHMAIBHOTO He(ppHuTa, MAMMILIAPHOTO HEKPO3a, HEPPOTHUYECKOIO CHHAPOMA M OCTPOH
MOYEYHON HEJAOCTAaTOYHOCTH. [0XKMIble MalnnueHThl 0COOEHHO MOJIBEPKEHBI HAPYIICHUIO (PYHKIIMU

nouek (cM. pazaen «Crnocod NpuMEHEHHs U JO3bD»).
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be3omacHOCTE TpUMEHEHMS B OTHOIIICHUH IICUCHHU

[TanmenTtam ¢ HapymeHreM (YHKIMU TIEUYSHH MIPerapar clieayeT Ha3Ha4aTh C OCTOPOKHOCTHIO.

Kak u npum npumenenun npyrux HIIBII, mpenmapar MoxeT BbI3bIBATH KPAaTKOBPEMEHHOE H
HE3HAYUTENIbHOE IMOBBIIICHNE HEKOTOPBIX «IEYCHOYHBIX» IOKa3aTelel, a TakKe BBIPAKEHHOE
MOBBIIICHHE aKTUBHOCTH acraprataMuuoTpancdepasbl (ACT) n amanmaamunoTpancdepassl (AJIT).
[Tpu yBenmueHNH yKa3aHHBIX MTOKa3aTesel JeueHHe IpenapaToM CIIeAyeT MPEKPaTUTh.

[Toxxuiibie manMeHThl 0COOEHHO MOABEPKEHBI HAPYIICHUIO (PYHKINH TTEYCHH.

be3onmacHOCTE  IpMMEHEHHMS B OTHOIICHHWHM CEPACYHO-COCYJIMCTOM CHCTEMBI M MO3TOBOI'O

KpoBoOOpaleHus

[lpy TpuMeHeHMHM Yy TAIMEHTOB C AapTEpUANbHON TUMNEPTeH3MEeH W/HIM  CepACYHON
HEIOCTaTOYHOCTBIO JIETKOM WMJM CpelHedl CTemeHM TSDKeCTH B aHaMHE3e Heo0XoauMm
COOTBETCTBYIOIIUI KOHTPOJIb U pekoMeHaanuu. Ocobyro 0CTOPOKHOCTh HEOOXOIUMO COOII01aTh
IpU JICYEHUH MALUEHTOB C CEepAEYHO-COCYAMCThIMU 3a00JIeBaHUSIMU B aHAMHE3€, B YaCTHOCTH, C
NPEIIECTBYIOUIMMH SMU30/IaMH CEPACYHON HEIOCTaTOYHOCTH, TaK KaK Ha (OHE MPUMEHEHUS
HIIBII MOXeT yBeJIM4YMBATBCS PHUCK PA3BUTHS CEPACYHOM HEIOCTATOYHOCTH; OIMCAHBI CIIy4au
3a/IEPKKU KUJKOCTH U OTEKOB, CBA3aHHBIX ¢ npumeHenueM HIIBII.

Knununueckue uccien0Banus U 3MUAEMUOIOTHYECKHUE JAHHBIE TIO3BOJISAIOT CAENATh BBIBOJ O TOM, YTO
HIIBII, ocoGeHHO B BBICOKMX J103aX U IpPHU JINTEIbHOM IPUMEHEHUH, MOTYT MPUBOAMUTH K
HE3HAYNTEIIFHOMY TIOBBIIICHUIO PUCKA Pa3BUTHS apTEPHUATBHBIX TPOMOO30B (TaKUX KaK OCTPHIH
UHGapKT MUOKapJa WIM UHCYJIbT). JaHHBIX AN MCKIIOYEHHUS PUCKA YKa3aHHBIX COOBITHH Mpu
NPUMEHEHHUHU JIEKCKeTOoNpodeHa HEJOCTATOYHO. Y MalMeHTOB ¢ HEKOHTPOIUPYEMON apTepHaIbHON
runepTeH3uei, umemudeckoit 0onesnsto cepamna (MbC), 3acToitHoil cepaedHON HEJ0CTATOYHOCTHIO,
3a007eBaHUsIMH  TIepUpEepPUUECKUX apTepuil W/WiM 1epeOpOBACKYJISIPHBIMU  3a00JIE€BaHUSIMH
npenapat POPCBUTAJI cienyer NpuMEHATH ¢ OCTOPOKHOCTBIO. AHAJIOTMUYHBIA IIOX0/] IPUMEHUM
K MalnueHTaM ¢ (akTopaMu pHUCKa Pa3BUTHUSA CEPAEYHO-COCYIHUCTHIX 3a0o0jieBaHMN (Hampumep,
apTepualibHas TUIepTeH3Usl, TUIIEPIUIIUIEMHs], CaXxapHbIi [uabeT, KypeHue).

Hecenextusupie HIIBII ciocoOHBI yMeHbIIaTh arperanyio TPOMOOLMTOB M YBEIUYMBATh BpeMs
KPOBOTCYECHMS 3a CUET IIOJABIEHUs CHHTE3a IPOCTArJaHIUHOB, B CBSA3M C 4YE€M HA3HAYCHHUE
JeKcKeTonpodeHa nanueHTaM, IPUHUMAIOIUM Tperaparthl, BIMSIONIME HA reMocTa3 (Hampumep,
Bap(apuH WIH JIpyrrue KyMapHHbl, WM TeapuHbl), He PEKOMEHI0BaHO.

[Toxxumple MalMEeHThl OCOOEHHO IMOJABEPKEHbl HapYLIEHUSM (DYHKIUH CepAeYHO-COCYIMCTOM
CUCTEMBI.

MackupoBKa CHMITOMOB OCHOBHOTQ I/IHd)CKI_II/IOHHOFO 3a00JIeBaHUS

[Tpuem npenapara @®OPCBUTAJI MmoxkeT MaCKUpOBaTh Ba’KHbIE CUMIITOMBI HH(PEKIIUHU, YTO MOKET

MNPUBCCTH K YAJIMHCHUIO CPOKOB IMOCTAHOBKH INPAaBUIIBHOTO JHArHo3a WU OTCPOUCHHOMY Hadally
6
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Habmromanoce Ha (oHe OakTepuanbHON BHEOONPHUYHOW NMHEBMOHMHM W TPH OAaKTEPHAIHLHOM
OCJIOKHEHUU BETPSIHOM octibl. B ciryuae Haznauenus npenapara @OPCBUTAJI npu nHpeKImoHHOM
3a00J€BaHUU JUI1 CHW)KEHUS TeMIlepaTypbl Tejla WiIM obOjerdyeHus Oo0JiM, pPEKOMEHIyeTcs
o0ecrieyeHre MOHUTOPUHIa MHPEKIIMOHHOT 0 3a0o0eBanus. Ha amOynaTopHoMm 3Tarie, B ciryyae eciiu
CUMITOMBI COXPAHAIOTCSA WIM YXYAIIATCA, TAIIUEHTY HEO0X0AMMO 00paTUThCA K Bpady.

B 0co0pbIx cityuasix BO3MOXKHO Pa3BHTHE TSHKEIIBIX MH(DEKIIMOHHBIX OCIOKHEHUN CO CTOPOHBI KOXHU
U MSTKHUX TKaHed Ha (oHe BeTpsHOW ocmbl. I[I0JHOCTBIO MCKIIIOYMTH BEPOSTHOCTh B3aMMOCBSI3U
npumenenus HIIBII ¢ pa3BuTueM yka3aHHBIX MH(EKIIMOHHBIX OCJIOXXHEHUW B HACTOSIIIEE BpeMs
HeBO3MOKHO. [loaToMy mpu BerpsiHOM ocne npumeHenue mnpenapara @OPCBUTAIJL cnenyer
n30erars.

B cnydae npuHATHS BpauoM pelIeHHs O JUIMTEIbHOM MPUMEHEHHH JEKCKETONpoQeHa Heo0X0oaum
KOHTPOJIb N0Ka3aTesneil nepudeprueckoil KpoBU U (PyHKIIMOHAIBHOTO COCTOSIHUS IEUYEHH U MOYEK.
Ouensb penko Ha ¢one npumenenust HIIBII ormeuanuce cepbe3Hble KOKHBIE PEAKIMU, BKIIOUAs
SKCONMMaTUBHBIA JiepMaTuT, cuHapoM CrtuBeHca - JIKOHCOHA, a TakKe TOKCHYECKUM
SNUACPMAIbHBIA HEKPOJIU3, HEKOTOPBbIE M3 KOTOPBIX 3aKOHYWINCH JIETAJIBHBIM MCXOHOM. Puck
Pa3sBUTHSL TAKMX PEAKLMH y MalMeHTOB, O-BUAMMOMY, HauloJiee BEICOKUI B Havyalle JIeUeHHs, T.K.
OOJIBIIMHCTBO ONMCAHHBIX SIBICHUH HAOIIOManMCh B TEpBbIA Mecsl Tepanuu. llpu mepBom
MOSIBIICHUH KOXXHOH CBINH, MOPAKEHUU CIU3UCTBIX O000JIOYEK WM JIIOOBIX JIPYTHX MPU3HAKOB
runepuyBcTBUTENbHOCTU NTpuMeHeHue npenapata DOPCBUTAJI cnenyeTr npekpaTuTh.

Ocobast OCTOpOXKHOCTH TpeOyeTcss NMpHM Ha3HAYeHWH Npenapara MalueHTaM C BPOXKJIEHHBIMHU
HapylLIeHUSIMH MeTaboar3Ma noppuprHa (Hanpumep, Ipu oCTpoil mepemexaroencs noppupun), ¢
00€3BOKMBaHUEM, HETIOCPEICTBEHHO OCIIE€ OOIMIMPHBIX XUPYPrUUE€CKUX BMEIIATEIbCTB.

Ecnu Bpau cuuTaer, 4Tro AJIUTEIbHOE NPUMEHEHHE IEKCKETONpoQeHa HeoO0XOAUMO, cieryeT
PETYJISIPHO KOHTPOJIMPOBATh (PYHKIUIO MEYEHHU, IIOYEK U TIoKa3aTeIn oOLIero aHaanu3a KpoBy.

B ouenb peakux ciydasx HaOMIOJANNCh TSDKEIbIE pEaKlUU TMIEpPYyBCTBUTENIBHOCTH (HAIpUMeED,
aHapwuiakTHueckuil mok). [Ipu mepBbIX MpU3HAKAX TSHKEIOW pEeakIMM TMIIEPYyBCTBUTEIBHOCTH
HeoOxonuMo  mpekpatuth — npueMm  npemapata DOOPCBUTAJL.  HeoOxoaumo — Hauath
CUMIITOMAaTHYECKOE JICUeHHE M0J1 HaOII0IeHueM KBaTU(PHUIIMPOBAHHOTO CIELUAINCTA.

[TarueHTsl, CTpagaroIue aCTMON B COUETAaHUU C XPOHUYECKHUM PUHUTOM, XPOHHUECKUM CHHYCUTOM
W/WIM TIOJIMIIaMU HOca, MOJBEP>KEHBbI 0oJjiee BBICOKOMY PHCKY amiepruyeckux peaxuuil Ha ACK
u/win HIIBIIL, uem ocranbHas nomyssius. [IpumeHenne npenapara MOXXeT BbI3BATh MPUCTYI aCTMbI

WM OpoHXOCHa3M, 0COOCHHO y MAMEHTOB ¢ ajuiepruyeckumu peakuusmu Ha ACK nmu HITBIL
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KPOBETBOPEHUS, CUCTEMHOW KpacHOW BOJYAHKOW WJIM JPYTMMU CUCTEMHBIMHU 3a00JCBaHUSMU

COEMHUTEIIBHON TKaHH.

[TaruenTam ¢ HacIeICTBEHHOM HEMEPEHOCUMOCThIO (PPYKTO3bI, JEPUIIUTOM caxapas3bl-n30MaabTa3bl

¥ CHHIPOMOM MajbadbcopOIuu rimoko3bl-rajgaktossl npenapatr ®OPCBUTAJI npoTuBonokasaH.
eTH

bezonacHocTh mprMeHEHUS y JIeTel HE yCTAaHOBJICHA.

BcnoMorarebHEIC BEIECTBA

Acnapmam

JlaHHbIi JIeKapCTBEHHBIN MTpenapaT COAEPKUT 6 MI acapTaMa Ha KaXk/10M IaKeTe.

AcnapTam sIBIISIeTCSI HCTOYHUKOM (eHunananuna. [Ipu npueme BHyTph acapTam rUApOIU3YeTCs B
KEIyAOYHO-KAIIEYHOM TpakTe. OJHUM M3 OCHOBHBIX NPOAYKTOB THUIPOJIM3a  SBIIAETCA
(dheHunanaHuH.

Caxapo3za

JlanHblil JekapcTBEeHHBIM mpenapaT coiepkuT 2,807 r caxapo3sl Ha /103y, YTO HEOOXOIUMO
YUUTBIBATh MALUEHTaM C CaXapHbIM TUa0ETOM.

[TanvenTam c peaKo BCTpedaroulelcs HacleJCTBEHHOM HEeNepeHOCHUMOCTbIO (PYKTO3bI, TIHOKO30-
raJlakTO3HOM MaipabcopOuuelt wim neUIUTOM caxapa3bl-M30MalbTO3bl HE CJEAyeT NPUHUMATh

JIaHHBII JICKAPCTBEHHBIN Mpenapar.

4.5. B3aumopeiicTBHe C JPYIHMH JICKADCTBCHHBIMH IIpenapaTaMM W Jpyrue BHIbI
B3aMMOJEHCTBUA
IlepeunciieHHbIE HUXKE B3aMMOIEHCTBHS XapakTepHbl 1 Becex HIIBILL

Heoicenamenvnvie kombunayuu

C opyeumu HIIBII, exnouas cenexmusnvie uneuoumopwvt L[OI'-2 u canuyunamol 8 8biCOKUX 003AX
(bonee 3 2/cym): onHOBpeMeHHOe npuMeHenne Heckoiabkux HIIBII, BcieacTBue cuHeprudeckoro
a¢dekTa, MOKET NOBBIIATh PUCK pa3BUTHUS s3BeHHOTO nopaxeHus JKKT u xxeny 0uHO-KUIIEYHOTO
KPOBOTEYEHHSI.

C anmuxoaeynanmamu: HIIBII moryT ycunuBath 3((heKT aHTHKOAryJISIHTOB, TAKUX KaK Bap(apuH,
B CBSI3U C BBICOKOI CTEMEHBIO CBA3BIBAHUS C O€lKaMH IJIa3Mbl KPOBU, MHTHOMpPOBaHUEM (DYHKLINU
TpoMOOLIMTOB U TmopaxeHueMm ciausucto ob6onouku KKT. B cimydae HeoOxomumoctu
OJTHOBPEMEHHOT'0 TPUMEHEHUsI TpeOyeTcsl TIIATeIbHBIH KOHTPOJb 3a COCTOSHUEM MalueHTa U
PETryJISIpHBII MOHUTOPHHT JJAOOPATOPHBIX MMOKa3aTeIeH.

C cenapurom: TP OJHOBPEMEHHOM NPUMEHEHHH MOBBILIIAETCS PUCK Pa3BUTHSA KPOBOTEUEHHUS (B

CBSI3M C MHTMOMpOBaHMEM (DYHKIHMK TPOMOOIMTOB U MOBPEXKIAIOUINM JIEHCTBHEM Ha CIU3UCTYIO
8
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KOHTPOJIb COCTOSIHHSI TTAIIEHTA U PETYJISIPHBIA MOHUTOPHHT JTaOOpaTOPHBIX NOKa3aTeeH.

C enokokopmukocmepouoamu.: TP OJHOBPEMEHHOM NPUMEHEHUH IOBBIIIACTCS PUCK SI3BEHHBIX
MOPaXKEHUH KEITyAO0YHO-KUIIEYHOTO TPAKTa U KPOBOTEUEHUH.

C npenapamamu aumus (onucaHo B oTHomeHuH Heckonbkux HIIBIT): HIIBIT mnoBbimaror
KOHIICHTPALIUIO JIUTHS B TJIA3ME KPOBH BIUIOTH JI0 TOKCUYECKO (CHUKAETCS BHIBEICHHUE JINTUS Yepe3
MIOYKH), B CBSI3U C YeM KOHIICHTPALMIO JINTHS B IUIa3Me€ KPOBHU HEOOXOIUMO KOHTPOJIMPOBATH B
Hayaje JIeYeHHsI IeKCKeTOpo(eHoM, Mpu KOPPEKIIUHU €To 103bl U OTMEHE IpernapaTa.

C memompexcamom 6 6vlcokux 003ax (15 me/med wunu 6onee): BO3MOKHO TOBBIIICHHUE
reMaTOJIOTHYECKOM TOKCHYHOCTH METOTPEKCaTa B CBS3HM CO CHMIKCHHEM €ro MOYEYHOTO KIMPEHCa
IIpY OJTHOBpeMeHHOM npumeHeHuu ¢ HIIBII.

C eudanmounom u cynvgponamuoamu: BOSMOKHO YCUIEHUE UX TOKCUYECKOTO ACHCTBUS.

KOM6HHGI4MM, mpe6w0u4ue OCmopoaHcHocmu

C ouypemukamu, unHeubumopamu aHeuomeH3unnpespawaowe2o pepmenma (uneubumopvr AIlD),
AHMUOUOMUKAMU U3 2PYNNbL AMUHOTUKOZUOO8 U AHMALOHUCIAMU peyenmopos ancuomensuna I1:
JIEeKCKeTonpodeH MpH OJHOBPEMEHHOM MPUMEHEHWU MOXKET YMEHbLIaTh 3PGEeKT IUYypeTUKOB U
JIPYTUX THUIOTEH3UBHBIX CPEICTB. Y HEKOTOPBIX MAIlMEHTOB C HapylleHHeM (DYHKIHMU TOYeK
(HampuMep, y MAIMEHTOB C 00E3BOKMBAHUEM WIIM Y MOKWJIBIX MAIIEHTOB C HapyIIeHHUEeM (pyHKITUH
MIOYEK) OJHOBPEMEHHOE MPHUMEHEHHE CPENICTB, OKa3bIBAIOIINX MHTrHOMpYytoniee BausHue Ha L[OL,
uHruOuTopoB AII®D, aHTaroOHUCTOB perenTopoB aHruoTeHsuHa Il wiu aHTHOMOTHKOB U3 TPYMIIBI
AMUHOTJIMKO3UIOB MOXET MPHUBECTH K YTSKEICHUIO TEUEHHUS MOYEUHOM HEAOCTAaTOYHOCTH (Kak
MPaBUJI0, HOCUT OOPATUMBIM XapakTep).

[Tpu ogHOBpEMEHHOM NMPUMEHEHHUH JIEKCKETOpo(eHa U IUYyPETHKOB HEOOXOIUMO YOSTUTHCS, YTO
y MalueHTa OTCYTCTBYIOT MPU3HAKN 00€3BOKMBAHUS, a TAK)KE KOHTPOIUPOBATH (PYHKIIMIO TTOYEK B
Hayvaje MPUMEHEHUS U BO BpeMs IeUeHHsI (IEPHOIUIECKH).

OnnoBpemennoe npumenenue npenapata ®OPCBUTAJI u kanuiicoeperaromumx 1uypeTuKoB MOXKET
NPUBECTH K Pa3BUTHIO TUIEpKamueMun. HeoOXoauMo peryisipHO KOHTPOJIMPOBATh COIEpIKAHUE
KaJus B TJIa3Me KPOBH.

C memompexcamom 6 HU3KUX 0o3ax (meHee 15 me/Hed): BO3ZMOKHO TOBBIIIEHNE T€MaTOJIOTHUECKOM
TOKCHYHOCTH METOTpeKcaTa B CBSI3M CO CHIDKGHHEM €ro TI0YeYHOro KIHMpeHca Ha (oHe
onHoBpeMeHHoro npuMenenus ¢ HIIBII. B teuenne nepBbIX Heleap OTHOBPEMEHHOI'O TPUMEHEHHUS
HE00X0IUM €XKEeHEIENbHBIN MOICYET KIETOK KpoBU. [Ipy Hanmn4unu HapyIeHus GyHKIMH TTOYEK Jaxe
JIETKOM CTeTeHH, a Tak)Ke JIMIaM MOXKHUIIOT0 BO3pacTa He0OX0IMMO TIAaTeIbHOE Ha0II0IeHUE Bpaya.
C nemmokcuguinrunom: BO3MOKHO TMOBBIIEHHE pHUCKa pa3BUTUS KpoBoreueHHil. Heobxomum

TIIATENbHBIM KIMHUYECKUI MOHUTOPUHT U PETryJIIpHas IPOBEPKa BPEMEHU KPOBOTEUEHHS.
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00yCIJIOBJIEHHOT'O BO3/ICHCTBUEM HA PETUKYJOLMTHI C Pa3BUTUEM TSKEJION aHEMHUH 4epe3 HENENI0
nocie Havana npuMmeHerns HIIBIT. HeoOxoaumo npoBenenne o0IIero anaan3a KpoBH ¢ MOICUETOM
KOJINYECTBA PETUKYJIOUUTOB uepe3 1-2 Henenu nocie Hayana tepanuu HITBIT.

C eunoenukemuuweckumu cpeocmeamu 0asa  npuema enymps: HIIBII  wmoryr ycunuBath
TUIOTJIMKEMHYECKOE JIeMCTBUE TpenapaToB CyJIb()OHUIMOYEBHHBI BCIECACTBUE BBITCCHEHUS
CyJb(OHMUIMOYEBHUHBI U3 MECT CBSI3bIBAHUS C OCIIKAMU TJIa3MbI KPOBH.

KOM6HHGI4MM, Komopbwbie Heobxo0uUMo NPUHUMAMb 60 BHUMAHUE

C p-aopenobroxamopamu: npu omHoBpeMeHHOM mnpumeHeHuu ¢ HIIBII moxxer ymeHbImaThes
AQHTUTUIEPTEH3UBHBIN 3¢ dekr P-aapeHo0r0KaTOPOB BCIEACTBUE HMHTUOMPOBAHUS CHHTE3a
IIPOCTArjJaH/ 1HOB.

C yuknocnopunom u maxpoaumycom: HIIBII MoryTr yBennmuuBath He()POTOKCHUYHOCTH, UYTO
OIIOCPEIOBAaHO [JEHCTBUEM pEHAIbHBIX MPOCTariaHAUHOB. llpn OJHOBpEMEHHOM NPUMEHEHUU
HE00X0IMMO KOHTPOJIUPOBATH (DYHKITHIO ITOYEK.

C mpombonrumukamu: NOBBIIIAETCA PUCK Pa3BUTHS KPOBOTEUEHUS.

VYBenuyMBaeTCs PUCK pPa3BUTHs JKEINYJA0YHO-KMIIEUHBIX KPOBOTEUEHHUH IpU OJHOBPEMEHHOM
OPUMEHEHUH C HMHCUOuTOpaMM OOpaTHOro 3axBaTa CEpOTOHMHA (LUTajonpaM, (IyOKCEeTHUH,
cepTpasivH) 1 antuarperantamu (Bkiatoyast ACK u kinonugorpen).

C npobeneyudom: BOZMOXKHO TMOBBIIICHNE KOHIIEHTPAIMU JeKCKeTonpodeHa B rrasMe KpoBH, UTO
MOJKET OBITH 00YCNOBJIIEHO MHTHOUpPYOMUM 3(h(deKToM MpoOeHeI1a Ha MOYeUHY0 TyOyIsIpHYIO
CEKPELMI0 M KOHBIOTAIMIO C TIIOKYPOHOBOM KHCIOTOM; MOXKET MOTPeOOBAaTHCS KOPPEKIUS J103bI
HIIBII.

C cepoeunvimu enuxozudamu. oaHoBpemeHHoe mnpumeHenue c HIIBII moxker mnpuBoguTh K
MOBBIIIIEHUIO KOHIEHTPAIMU CepACUHBIX INIMKO3UI0B B IJIa3Me KPOBH.

C mugpenpucmornom. CylmecTByeT TEOPETUUECKUI PUCK U3MEHEHUS (P PEKTUBHOCTH MUPETPUCTOHA
1oJ JICHCTBHEM WHTHOMTOPOB TMpOCTarjaHIWHCHHTETa3bl. OTpaHWYCHHBIE JaHHBIE IO3BOJISIOT
IPENIOJIOKUTh, YTO OJTHOBpeMeHHoe npuMmeHenune mudenpuctona ¢ HIIBII B nenp npumeneHus
IpocTarjiaHAvHa He OKa3blBaeT HEOJIaronpHsATHOTO BIMSHHUS Ha JAelcTBUE MUGDENpPHUCTOHA WU
IpOCTarjiaHAvHa B OTHOILIEHUM CO3PEBAHUS MIEHKH MAaTKU WM COKPATUMOCTH MaTKU U HE CHUXKAET
KIIMHUYECKYI0 () (PEeKTUBHOCTH CPECTB IJIsl MEIUKaMEHTO3HOT 0 abopra.

C XxuHononamu: JlaHHBIE, TOJTYYEHHbIE B SKCIIEPUMEHTAJIBHBIX MCCIEIOBAaHUSAX Ha >KUBOTHBIX,
YKa3bIBalOT Ha BBICOKUI PHUCK Pa3BUTHUSA CYAOpOr Npu oaHoBpeMeHHOM mnpumeneHun HIIBII c
XMHOJIOHAMHU B BBICOKHX J103aX.

C menogosupom: nipu ognoBpemeHHoM nipumenennn ¢ HITBIT MokeT moBwIIaThCst KOHIIEHTpAITHS

a30oTa MOYCBHMHBI M KpCaTWHHMHA B INNIA3ME€ KPOBH, IIOITOMY MJIA OLICHKK BO3MOXHOI'O BJIMSHHSA

10
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(YHKIHIO TOYEK.

C oeghepaszupoxcom: nipu omHoBpeMeHHOM mpuMmeHeHun ¢ HIIBIT MoXxeT MOBBIMIATBCS PUCK
tokcuueckoro BozuerictBuss Ha JKKT. Ilpm npumeHenun pekckerompodeHa COBMECTHO C
nedepasupokcoM HEOOX0AUMO TIIATEIbHOE HAOIIOACHHE 32 COCTOSIHUEM MalleHTa.

C nemempexceoom: nipu omHoBpeMeHHOM npumeHeHnu ¢ HIIBIT MokeT CHUXKATbCS BBIBEICHHE
nemerpekcena; mosromy npu npumeHennn HIIBII B BbICOKHMX 103aX HEOO0XOAMMO COOIIONATH
0CO0YI0 OCTOPOKHOCTh. Y MAallMEHTOB C MOYEYHOW HEIOCTATOUYHOCTHIO JIETKOW CTENEHU TSKECTH
(xporuueckass Oone3np modek, craaus 2 (CK® 60-89 mu/mun/1,73 M2) crnemyer wu3derarthb
OIHOBpeMeHHOro npuema nemerpekcena u HIIBII B Teyenue nByxX AHEH 10 M ABYX IHEH IOCIIE
pueMa neMeTpeKcea.

B cmnydyae HeoOxomuMocTH oOJHOBpeMeHHOro mnpumeHeHusi mpemapata DOPCBUTAIL ¢
BBIIIETIEPEUNCICHHBIMU JIEKAPCTBEHHBIMU CPEJCTBAMHU CIIEAYET IPOKOHCYJIBTUPOBATHCS C BPAYOM.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

[Ipenapar ®OPCBUTAJI npoTrBonokasan mpu 0epeMeHHOCTH B cpoke Oosiee 20 Henensb (cM. pazaen
4.3)).

bepemeHHOCTD

[TomaBienue cuHTE3a MPOCTATJIAaHANHOB MOYKET HEOIaroNpHsITHO MOBIUATH HA OEPEMEHHOCTD W/MITN
paszButue 1uoAa. JlaHHble, MOJy4YEHHBIE NPU SMHUJIEMHUOJOTUYECKUX HCCIIEOBAHUSX, BBI3BIBAIOT
OMAceHHs KacaTeIbHO TOrO, YTO Ha PaHHHX CPOKaxX OEpEeMEHHOCTH NPUMEHEHHE Ipernaparos,
HOJABJIAIONMX CHHTE3 IMPOCTArIaHAMHOB, MOXET MOBBIIIATh PUCK CAMONPOM3BOJIBHOIO abopra,
BO3HHUKHOBEHHS Y I1J10]1a IOPOKa Cep/lia U TacTPOLIN3HUCa.

AOCOIOTHBIM PUCK aHOMAJIMM CEPJCYHO-COCYAUCTON CUCTEMBI MOBBIIANCS MeHee yeM ¢ 1% 1o,
npubsusutensho, 1,5%. Cunrtaercs, 4To PUCK MOBBIMIAETCS C IMOBBIIIEHWEM J03bl Mpernapara u
JUINTEJIBHOCTH €0 MPUMEHEHUs. Y )KMBOTHBIX Ha3Hau€HHe MHIMOUTOpa CUHTE3a MpocTarjaHIuHOB
MPUBOJMIIO K YBEJTMYECHUIO JIO- U MOCTUMIUIAHTAIMOHHBIX OTEPh U MOBBIIIEHUIO 3MOPHOHATBHON
cmeptHOocTH. Kpome TOro, ObulM TOJyuY€HBl JaHHBIE O TOM, YTO Yy JKMBOTHBIX, MOJYYaBIIMX
UHTUOMTOp CHHTE3a IMPOCTArJIaHMHOB B TMEpUOJl OpraHOreHe3a, IOBBIIIAJACh YacTOTa
BO3HUKHOBEHUS PA3JINYHBIX MIOPOKOB Pa3BUTHUS IUIOAA, BKIIIOUAs aHOMAJIMM CEPAEYHO-COCYIUCTON
cuctembl. TeM He MeHee, NpPH HCCIEIOBAaHUSAX Ha JKMBOTHBIX NPU3HAKOB TOKCUYHOCTHU
JeKCKeTonpogeHa B OTHOILIEHUH PENPOTyKTUBHONW CUCTEMBI HE BBISBIIEHO (CM. paznen 5.3).
Haumnas ¢ 20-if Hemenu OepeMEHHOCTH, TNPHUMEHEHHE JEeKCKeTonpodeHa MOXKET BBI3BATH
OJIUTOTUAPAMHHOH KaK pe3yjbTaT HApYLICHUS (QYHKUUH IMOYEK II0Ja. JTO MOXKET MPOU30UTH
BCKOpE I10CJIe HayaJia JIeYeHUsI ¥ OOBIYHO MpeTepreBaeT 00paTHOE pa3BUTHUE IMOCIE MPEKPALICHHS

nedenus. Kpome Toro, OblM cOOOIIEHUS O CY)KEHHUU apTepUalIbHOIO MPOTOKA IOCIE JIEYEHUS BO
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
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l‘ i :I O
BTOPOM TpUMeCTpe OEPEMEHHOCTH, HO B OOJIBIITHHCTBE CH%WM%DEEAQHEIM n'eq'em/m HMEJI0

MECTO BO3BpAIllEHUE K HOPME.
[TosTomy B cpoke no 20 Hemenn GepeMeHHOCTH Oe3 KpaifHel HeoOXOIMMOCTH JIeKCKeTornpodeH
Ha3HAy4aTh HE CIIEAYyeT.

[Ipy npuMeHeHMM JeKCKeTonpodeHa JKEHIIMHAMHM, IUIAHUPYIOIUMH OepeMEeHHOCThb, JH00
KCHIUHAMUA B TIEPBOM U BTOPOM TpUMECTpax OEpeMEHHOCTH PEKOMEHAYeTCs HauMEHbIas
BO3MOXHas 7032 M MHHHMAaJIbHAsl JUIMTENbHOCTh JieueHUs. Ilocne mpuema nekckerompodeHa B
TEYEHUE HECKOJbKUX JHEH, HauuHasg ¢ 20-i Henenu OEpEeMEHHOCTH, CIEelyeT MPOBOIUTH
aHTEHATaJIbHbI MOHUTOPHHT HA IIPEIMET OJUTOTUPAaMHHOHA U CYKEHHs apTepUalIbHOTO IIPOTOKA.
[Tpu oOHapy>KeHHM OJMTOTHAPAMHUOHA WM CY)KEHHUSI apTepHabHOTO MPOTOKA JIEKCKETOnpodeH
CJIETyeT OTMEHUTb.

[Tpu mpyMeHeHUH HHIMOUTOPOB CUHTE3a MTPOCTATIaHAMHOB B TPETHEM TPUMECTPE OEPEMEHHOCTH Y
IUI0/1a MOXET UMETh MECTO:

-TOKCUYECKOE  BO3JEWCTBUE Ha  KapJUOIYJbMOHAJIbHYIO  cuUCTeMy  (IIpEXIEeBPEMEHHOE
CYXCHHE/3aKphITHE apTePUAILHOTO IPOTOKA U TUIIEPTEH3HSI B CUCTEME JIETOYHOM apTepHn);
-novyeyHasi AMcPyHKIUs (CM. BBIIIIE).

B koH1ie 6epeMEeHHOCTH Y MaTepy U 'y HOBOPOXKICHHOI'O BO3MOXKHBI CIIEIYIOLUE SIBICHUS:
-yJIMHEHNE BPEMEHU KPOBOTEUYEHUS — aHTHArPETrallMOHHBINA 3(h()eKT, KOTOPBII MOKET BOSHUKHYTh
Jake IpU IPUMEHEHUH NIpenapaTa B O4eHb HU3KUX J103aX;

-[10/1aBJICHUE COKPATUTEIbHON aKTUBHOCTH MaTKH, MPUBOJSAILEE K 3a/1€P’KKE POJIOB MU 3aTSHKHBIM
ponam.

Jlakranms

CaeneHuil 0 MPOHUKHOBEHUU JIEKCKETONPO(EHa B MAaTEPUHCKOE MOJIOKO HET.

ITpumenenne npenapata POPCBUTAJI B nepuo rpyIHOr0 BCKapMJIMBaHUS IPOTUBOIOKA3aHO.

DepTUabHOCTD

[Tpennapatr ®OPCBUTAJL, kax u npyrue HIIBII, MoxeT CHIKATh )K€HCKYI0 (PePTUIBHOCTh, TO3TOMY
€ro He pEeKOMEHAYeTCS Ha3HayaTh >KEHIIWHAM, I[UIAHUPYIOIUM OepeMEeHHOCTb. Y JKEHIIMH,
UMEIOIUX MTPOOJIEMBI C 3a4aTHEM WM MPOXOISIIUX 00CIeJOBaHUE B CBSI3U C OECIIOIUEM, CIIETYEeT

paccMOTPETh BO3MOKHOCTh OTMCHBI I[eKCI(eTOHpO(I)CHa.

4.7. BausiHMe Ha CHOCOOHOCTH YINPABJIATHL TPAHCHOPTHBIMHU CPEACTBAMH M padorarh C
MeXaHHU3MaMH
[Tpenapar P®OPCBUTAJI MokeT BBI3BIBATH MNOOOYHBIE JAECUCTBHUS, TaKHE KaK OIIYyIICHHUE

OTJIYIICHHOCTH, HApPYHMICHUC 3PCHHA HJIW COHJIIMBOCTD. B Takmx clIydasx BO3MOXHO CHHXXCHHUC
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COOTBETCTBYET KCTEPTHO
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My OTYETY
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([OC B4 HOCTE 0005)
CIOCOOHOCTH K OBICTPOMY pearupoBaHUIO, OPHE THpOBarHamﬂlﬁigm%{oBEcglfy%nmI 7 VIPABICHUIO

MCXaHU3MaMH.

4.8. HexkennaTesibHbIe peakunu

[ToGounble 3P PeKThl, MPUBEAEHBI HUKE B COOTBETCTBUH C CUCTEMHO-OPraHHOM Ki1accupukanuei u
knaccudukanuein Becemuproit Opranuzanuu 3apaBooxpanenust (BO3) mo Hucxopsimei yactore
BO3HUKHOBEHUS: 04eHb yacTo (> 1/10), wacro (> 1/100, < 1/10), newacro (> 1/1000, < 1/100), peaxo
(= 1/10000, < 1/1000), ouens peaxo (< 1/10000), Bkiro4ast OTEIbHBIC COOOIICHHUS.

B cBsa3u ¢ TeM, 4to Cmax JeKCKeTOnpodeHa npu npueMe B ¢opMme IpaHysl Al NPUTOTOBJICHUS
pacTBopa Ui IpreMa BHYTpPb B IUIa3Me KPOBH BBIIIE, YeM IpU MpHeMe B popMe TaOJIeTOK, HEeIb3s
UCKJTIOUUTDH MOBBIIICHNE PUCKA pa3BUTHS MTOO0UHBIX 3((ekToB ( B T.4. co ctoponsl KKT).

Yame Bcero HabmomaroTcs nobounsie 3¢pdextel co ctopoHsl JKKT. Bo3moxHO pasButHe
HEeNTUYECKOH S3Bbl, ephopaliiy WIH XKeTyJOUHO-KUIIEYHOI'0 KPOBOTEUEHHUSI, HHOT/Ia C JIETAJIbHbIM
HCXOJIOM, OCOOCHHO y TMOXKWJIBIX ManueHToB. 1lo mMerommMces TaHHBIM, Ha (OHE NMPUMEHEHUS
npernaparta BO3HUKAIN TOIIHOTA, PBOTA, JHAPEsl, METEOPU3M, 3a110p, TUCTIEITUIECKUE SBICHHS, 00IIb
B ’KMBOTE, MEJIEHA, KpOBaBasi pBOTA, S3BEHHBIM CTOMATHUT, 000ocTpeHue Konuta u 6osne3Hu Kpowna.
Pexxe ormeuancs ractput. Taxoke cooOLIanock O MOSIBIEHUN OTEKOB, HMOBBIIIEHUH apTepHaIbHOIO
JIaBJICHUS U Pa3BUTUH CEPJCYHON HENOCTATOUYHOCTH nIpyu npuMenennu HIIBII.

CornmacHo pe3yJibTaTaM KIMHHYECKUX HCCICIOBAHUKW W AMHJIEMHOJIOTUYECKHM JIaHHBIM,
npumMeHeHue HekoTopbix HIIBII, ocoOeHHO B BBICOKMX J03aX U B TEUCHHE JUIMTEIBHOTO BPEMEHH,
MOYET COINpPOBOXKAATHCSA HEOOJBIIUM YBETUYEHHUEM pHUCKAa Ppa3BUTHS MNATOJOTHMH, BbI3BAaHHOMN
TpoMOO30M aprepuil (Hampumep, MH(]apKTa MHOKapAa WM HHCynbTa) (cM. paszen «OcobOble
yKa3aHUs ¥ MEPBI TPEJOCTOPOKHOCTH IIPH TPUMEHEHHUN).

Kak u mpu npumenenun apyrux HIIBII, Bo3MOXHO pa3BUTHE CIEAYIOUMX MOOOYHBIX 3((HEKTOB:
aceNnTUYEeCKUH MEHUHTHUT, Pa3BUBAIOIINICS NPEUMYIIECTBEHHO Y MAlMEHTOB C CUCTEMHON KpPacHOi
BOJTYaHKOH WJIM IPYTHMH CUCTEMHBIMH 3a00JI€BaHUSIMHU COCTMHUTEIEHON TKAaHH, TeMATOJIOTUIECKHE
HapymeHus: (TPOMOOIMTONIEHHYECKasT MypIypa, amjacTh4eckas M TeMOJIMTHYECKass aHeMHH, B
PENKUX CIydasx — arpaHyJoLUTO3 U TUIOIUIa3usd KOCTHOTO MO3ra).

Jlnis HaGmro1eH!s 38 COOTHOIIEHUEM IT0JIb3bI U PUCKA MPU IPUMEHEHUH JIEKapCTBEHHOTO ITperapara
HE00X0MMO cOO0IIaTh O BO3HUKHOBEHUU MOO0YHBIX 3 dexToB. Ecnu Hab0Ha10TCS MOOOYHBIE
3(eKThI, ONMMCaHHBIC BHIIIE, THOO OHU HAOIIOAAIOTCS B 00JIe€ BRIPAKEHHOM CTETICHH, HJIA €CJTH BbI
OTMETHJIN JII0OBIe pyrue modouHse 3PQeKThl, To, MoXkKalyicTa, HEMEAJICHHO COOOIIUTE 00 ITOM
BallleMy JieyamiemMy Bpady. PaOOTHMKHM 37paBOOXpaHEHHs JOJDKHBI COOOLIaTh O Cciydasx

BO3HUKHOBEHHUSI TOOOYHBIX d(PPEKTOB uepe3 HAIMOHATBHYIO CUCTEMY (papMakoHaA30pa.
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- -

Hapywenus co cmopomnst kposu u aumgpamuyeckou Uﬂ%el%ﬁ%%ﬁﬁ%ﬂéé I::—T:I'{é%%'neHHﬂ,

TPOMOOIIMTONICHHUSI.

Hapywenus co cmoponvl uMMyHHOU cucmemvl: PEIKO — OTEK TOpTaHU; OYEHb PEIKO —
aHapUIAKTHYECKHUE PeaKIuu, BKII0OUas aHa(UIaKTHIECKH 1IOK.

Hapywenus memabonuzma u numanus: peKo — aHOPEKCHsL.

Tcuxuueckue Hapyuienus: He4acTo — OECCOHHUIIA, OLTyIIeHHE OECTIOKOICTRA.

Hapywenusa co cmoponsi HepgHOll cucmembl. HEYACTO — TOJIOBHAsE 00Jb, COHJIIMBOCTD, OLIYILICHUE
OTJIYUICHHOCTH; PEIKO — MapecTe3uu, 0OMOPOK.

Hapywenus co cmoponvl opeana 3penusi.; O4€Hb PEIKO — HEYETKOCTh 3PEHUSL.

Hapywenusa co cmoponvl opeana ciyxa u nadupunma: HEYACTO — TOJIOBOKPY)KEHHE/OUTYIICHUE
BpaLICHUS; OYEHb PEKO — 3BOH B yIIIaX.

Hapywenus co cmoponsi cepoya: He4acTo — OIIyIIeHNE CepALIeOneHUs; OYEHb PEIKO — TAXUKAPUS.
Hapywenus co cmoponvl cocyoog: HE4acTO — TMPUIMBBI, PEIKO — TOBBIIICHHE apTEepHATLHOTO
JIABJICHUS; OYEHb PEJIKO — CHUKEHUE apTEPUAIbHOTO JABJICHMUS.

Hapywenus co cmoponwvl ovixamenvHou cucmemsl, Op2anos 2pyOHOU KIemKU U CpeOOCmeHUsl. PeAKO
— OpaAMIHO?; OYEHB PEAKO — OPOHXOCHa3M, OJBIIIKA.

Hapywenus co cmopoHul diceny00yHo-KumeuHo2o mpakma: 4acto — TOIIHOTA W/ UK PBOTa, O0JIb B
JKUBOTE, JUCHEICHUsS, Juapes; He4acTO — racTpUT, CyXOCTb BO PTY, 3allop, METEOPHU3M; PEAKO —
nenTuYecKas s3Ba, I3BEHHOE KPOBOTEUCHUE MITH TTepopanus S3Bbl; OYCHb PEIKO — MaHKPEaTHUT.
Hapywenus co cmopoHbl neuenu u scenuesbig00awux nymeti: peaKo — MOBPEKISHUE KIETOK IIEUEHHU.
Hapywenus co cmoponvl KOdCU U NOOKONCHbIX MKAHel: HEYacTO — KOXKHAsl ChIllb; PEIKO —
KpanuBHUIIA, aKHE, MOBBIIIEHHOE MOTOOTAENIEHUE; 0YeHb pelKko — cuHapoM CtuBeHca—/[)KoHCcoOHa,
TOKCUYECKHUH SMUAepMalIbHBIA Hekpoiau3 (cuHapom Jlaiienna), orek KBuHke, oTek JHila, peakius
(doToceHcHONIM3aNN, KOXKHBIN 3Y/1.

Hapywenus co cmopoHbl MbluieuHoll, KOCMHOU U COeOUHUMENbHOU MKAHU: PEAKO — 00JIb B CITUHE.
Hapywenus co cmoponsl nouexk u mMouesvigooAwux nymeu: peaKo — MOJINYpHUs, OCTpasi MOYeHHas
HEJ0CTAaTOYHOCTh; OUY€Hb PEIKO — HEQPUT U HEPPOTHUECKUH CUHAPOM.

Hapywenus co cmopoHvl penpo0yKmueHoU cucmemsvl U MOJIOUHBIX dicele3: PEIKO — HapyIlIeHUue
MEHCTPYaJIbHOTO LIUKJIa, HapylleHHe (PyHKIMH MPECcTaTeIbHON Kee3bl.

Obwue HapywieHusi U peakyuu 6 mecme 66e0eHusl. HEYacTO — YTOMIIIEMOCTb, acTeHHs, OOJib,
PUTHUIHOCTD MBIIIL, 00IIee HEAOMOTaHUE; PEKO — MEpUPEPUIECKUE OTEKH.

Jlabopamopnvlie u  uHcmpymeHmanvhvle  OaHHble:  PEIKO — U3MEHEHHEe IoKa3aTeneit
(YHKIHOHATIBHBIX TPOO MEYEHHU.

Co001IeHns 0 TOI03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIMIX
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Baxxno cooOmate O MOJ03pEBAaEMBbIX  HE )KCH&TGHELIBIX_IEI%ZJIE&HEEH%CHE U'erncmarmn

JICKapCTBEHHOTO TIpernapara C Helbl0 00eCIeueHUs] HENPEPHIBHOTO MOHHTOPHHTA COOTHOIICHUS
«mMoJbh3a — PHUCK» JIGKAPCTBEHHOTO TMpermapara. MEIUIIMHCKAM paOOTHUKAM pPEKOMEHIYETCs
co00mIaTh O JIFOOBIX MOJA03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX JIEKAPCTBEHHOTO Ipernapara yepes
HallMOHAIBHBIE CHUCTEMBI COOOIICHUS O HEXKENaTeIbHBIX PpEeaKIUAX TOCyJapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus.

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKasi miomazis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMAIMOHHO-TEIEKOMMYHHUKAITIOHHOM ceTH «MHTepHe™:

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

4.9. llepeno3upoBka

CuMOTOMBI

Cumnromsl nepeno3upoBku npenapara POPCBUTAJI Hens3BecTHbI. AHAIOTUYHBIE JIEKAPCTBEHHBIE
npernapatsl BEI3BIBAOT HapymieHus co ctopoHsl JKKT (pBoTa, anopekcusi, 00116 B )KHUBOTE) M HEPBHOU
CHCTEMBI (COHJIUBOCTD, TOJIOBOKPY KEHHE, I€30PUEHTAIINS, TOJIOBHAS 0OJIb).

Jleuenue

[Tpu cnyyaiiHOM WM M30BITOYHOM IpHEME Ipernapara cleayeT He3aMeUIMTENbHO HadaTh
CUMIITOMAaTHYECKOE JICYEHUE, COOTBETCTBYIOIEE COCTOSHUIO MMalkeHTa. [ Ipu npueme B3pocCiibIM Win
pebeHkoM mpemapata B Jo3€ Oosiee 5 MI/KI HEOOXOIMMO B TEYEHHME dYaca IHPHUHITh BHYTpPb

aI(TI/IBI/IpOBaHHHﬁ YTOJIb. I[eKCKCTOHpO(I)CH MOZKET BBIBOAUTHCA U3 OpraHru3Ma € IIOMOLIBIO JUaJin3a.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

dapmakoTepaneBTUYeCKass Tpynmna: MPOTUBOBOCHAIMTENIbHbBIE W  HPOTUBOPEBMATUUYECKHE
npenaparbl; HECTEPOUJHBIE MPOTUBOBOCHAIUTENbHBIE W MPOTUBOPEBMATUUYECKUE MpEnaparhl;
MIPOU3BOIHBIC TPOTTMOHOBON KHCIIOTHI.

Kon ATX: MO1AE17

JlexckeronpodeHa TpoMeTaMoll, TPOMETaMHUHOBasI COJb S-(+) SHaHTHOMEpa MPOMTMOHOBOI KUCTIOTHI,
OTHOCHUTCS K HECTEPOUTHBIM ITPOTUBOBOCTIATUTENBHEIM npenaparam (HIIBIT).

Oka3piBaeT 00€300MBarOIIee, MPOTHBOBOCTIAIMTEILHOE U )KapOMIOHIDKAIOIIEE ICHCTBHE.
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(NOCNENOBATENLHOCTL 0005)

MexaHu3M IeHCTBUS

MexaHu3M IeHCTBUS JEKCKEeTOMpOodeHa CBsI3aH C YMEHBIIICHHEM CHHTE3a IPOCTArJIaHINHOB 3a CUET
nojiaBieHus akTuBHOCTH nukiIookcurenas (L{OI-1 u LIOI'-2). Ilpenapar nHruOupyer npeBpaiieHmue
apaxuJ0HOBOM KHUCJIOTHI B HUKIMYeckue sHa0nepokcuibl PGG2 u PGH2, koTopsie npoaynupyoT
npocrarinanauasl PGE1, PGE2, PGF2a u PGD2, a Taxxke npocranukinna PGI2 u TpomOOKcaHbI
(TxA2 u TxB2). Kpome Toro, nHruOMpoBaHuEe CHHTE3a MPOCTArJIaHINHOB MOKET BIIUATH HA JIPYTHe
MeAMaTOPhI BOCHIAJIEHUs, TAKUE KaK KUHUHBI, 00ecreunBasi He TOJIBKO MPsIMOE, HO U OTIOCPEI0BaHHOE
JIICUCTBUE.

dapmakoauaamuyeckue d3PHeKTol

Nurubupytromee naeictBue nekckeronpodena B otHomeHud aktuBHoctu [[OI-1 w IIOI'-2
MPOJIEMOHCTPUPOBAHO Y JTaOOPATOPHBIX KUBOTHBIX U Y JIOCH.

Kinunanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Kmmandgeckne HCCIICAOBaHUA Ha PAa3JIMUYHBIX KIMHHUYCCKUX MOACIIAX oo IIOKaszajiu, 4YTO
JIEKCKEeTONpo)eHa TPOMETaMoJNl 00JIaZaeT BBIPAKECHHOW aHAJIBIETUYECKOW aKTUBHOCTHIO. Ilo
JaHHBIM HCCIeA0BaHMN obOe30onmBarommii 3¢d¢dexT Hactynmaer uepe3 30 MuH mocie mpuema
npernapara, NpoJI0JKUTENIbHOCTh 00€300IMBaIOIIET0 AecTBUS cocTaBideT 4—6 4. Habmonasmeecs
Oosee ObICTpOE BCachlBaHHE JACKCKETONpodeHa mpu npueme B (hopMe rpaHyl1 sl IPUTOTOBICHUS
pacTBOpa JUIs MpHEMa BHYTPbh B CPaBHEHUHU C TaOJIETUPOBAHHON (HOPMOI MOXKET MPOSBISATHCS B

0osee ObICTPOM HACTYITICHUH 00e300auBaroiero sddexra.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

Abcopbrus

JlekcketonpodeH mnocie mpueMa BHYTPh OBICTPO BCACBIBAETCS U3 XKEITyIOUYHO-KHMILIEYHOTO TpakKTa
(OKKT), Bpems poctwkeHuss MakcuMmanbHOW KOHIEHTpauu (TCmax) B ¢opme TpaHyn s
MPUTOTOBJICHUS PacTBOpa ISl MpueMa BHYTph coctasisieT 0,25-0,33 .

CpaBHeHue (papMaKOKMHETHUECKUX TOKa3arenel JekckeronpodeHa B ¢popme TabneTok u B hopme
rpaHyj JUlsl MPUTOTOBJIEHUS pacTBOpa Ui IpuUeMa BHYTpPh B J03€ 25 MI MOKa3ajgo, 4To obe
JeKapcTBeHHbIE (OpMbI 001alal0T CXOJHOM OHMOAOCTYNHOCTBHIO MO TOKa3aTeNl0 IUIOIAAb MOJ
KpuBoil «koHueHTpauus-spems» (AUC). MakcumanbHass KOHUEHTpalus (Cmax) B MJIa3M€ KPOBU
nocJje npuema JiekckerorpogeHa B (hopMe rpaHy1 AJsl IpUTOTOBICHUS pacTBOpPA JUIs IpUEeMa BHYTPb
Ha 30% BbIlIe, YeM Ipu mpuemMe B popme TadIeToK.

OHOBpEMEHHBIN MpUEM MHIIK 3aMeIsieT BcachiBanue nekckeronpodena (yBenuduBaeTcss TCmax,

cHmkaercs Cmax), Ipu 3ToM 3HaueHne AUC He u3MeHsiercs.
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[To nanHBIM (hapMaKOKHHETUYECKUX UCCIIEI0BA

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.04 2026 N= 6236

QRS TEROR T 8o

o { DII_I [
HH IIpU MHOTO

3HaueHus nokasareneit AUC mocne npuema nocieaHei 1036l He OTJIMYAIOTCS OT 3HAYEHUU MOCIe

€TI0 OAHOKPATHOI'O IMMpHUEMA, UYTO YKA3bIBACT HA OTCYTCTBUC KyMYJIALIUU IIpCIiapara.

Pacopenenenue

[Tepuon momypacrnpeznenenusi aekckeronpodena coctapiseT okono 0,35 4. CpenHee 3HaYCHHE

o0Bema pacnpeseneHus JeKckeronpodena cocrarisier MeHee 0,25 JI/Kr Kak y Tpernapara ¢ BBICOKOH

CTCTICHBIO CBSI3BIBAHUS C OeKamMu 1ia3Mbl KpoBu (99%).

BI/IOTDaHC(bODMaHI/IH

[Tocne mpuema nekcketonpodena B Moye 0OHAPYKUBACTCS TOJIBKO €ro ONTUYECKU nzomep S- (+),

YTO CBUAETENBCTBYET 00 OTCYTCTBHMHU TpaHchopMaluu mpenapara B ONTHUECKUH n3omep R-(-) B

OpTraHru3ME 4YCJIOBCKaA. OCHOBHBIM IIyTeM MeTadoan3Ma I[CKCKCTOHpO(beHa SABJIACTCA €T0 KOHBIOI'allys

C l"J'II-OKypOHOBOfI KHCJIOTOH C nNocJICAYOIIUM BBIBCACHUCM ITOYKaMU.

OIUMUHALKA

[Tepuon nonyseiBenenus (T1/2) nexckeronpodena cocrapuser 1,65 4.

6. DPAPMAIIEBTUUYECKHUE CBOVICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Harpus nurpar

Apomaruzarop «AHaHac»:

(ManbTOEKCTPUH

rymmuapa6uxk (E 414)

KPEeMHHUsI TUOKCH]T KOJUTou THbIN O6e3BoaHbIMN (E 551)

BKycOapoMaTHuyecKas 4acTb
(BKycoapoMaTHYECKUe BEIEeCTBA, HATypaIbHbIE
BKyCOapOMaTH4YeCKHe BELIECTBA U MTPenapaThl)
tpuanetut (E 1518)

nporieHrukonsb (E 1520))

Acnapram (E951)

Caxaposa

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

21 mecar.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

B 3ammmieHHOM OT BJaru U cBeTa MecTe Mpu Temmeparype He Boime 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

[To 3,0 r mopoIika B makeT U3 KOMOMHHPOBAHHOTO MaTepuaia (Oymara, MoJMITUIICH, ATFOMUHUCBAS
doibra, MOJMATUIICH), 3aTIasTHHBINA C YETHIPEX CTOPOH.

[To necsiTh MakeTOB BMECTE C JINCTKOM-BKJIQIBIIIEM B ITaYKe U3 KapTOHA.

6.6. OcoObIe MepbI MPETOCTOPOKHOCTH NPH YHUUYTOKEHNUH UCIO0JIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara uJjiM 0TXO0J0B, MOJYYEHHBIX MOCJe NPUMEHEHUsl JeKAPCTBEHHOro mpemnapara, u
Apyrue MaAaHMIYJISIIIUM € PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

OO0111eCcTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «BUIeHYM)

127238, Poccus, r. MockBa, BH.Te€p.I. MyHULIMIIAIbHBIN OKpyT 3anajgHoe JleryHuHo, mocce
Jmutposckoe, nom 81, momemenue 23/1

Ten.: +7 (495) 481-80-01

Agipec 351eKTpoHHO# nmouThl: info@vilenum.ru

7.1. IIpeacTaBuTeIb AeprKATE/ISI PETHCTPAIMOHHOTO YA0CTOBEPEHUsI

[Iperen3un norpedbuTeNed HAOPABIATE 110 aAPECY:

Poccniickas @enepanys

OO0111eCcTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «BUIeHYM)

127238, Poccust, r. MockBa, BH.Te€p.I. MyHUIIMNIAIBHBIN OKpyT 3anagHoe JlerynuHo, mocce
Jmutposckoe, 1om 81, momemnienue 23/1

Ten.: +7 (495) 481-80-01

Anpec anekTpoHHOM mouTsl: info@yvilenum.ru

8. HOMEP PET'HCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

.HeKapCTBeHHHﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITyCKa 0e3 penaemra.

O6mass  xapaktepuctuka JjekapctBeHHoro mnpemapara ®OPCBUTAJI  poctynmHa  Ha
UHPOPMALIMOHHOM TopTaje EBpa3uiicKoro 5»KOHOMHYECKOTO C€Or03a B  HMH(OPMAIIMOHHO-

KOMMYHHUKaIIMOHHOH ceTtu «IHTepHeT» http://eec.eaeunion.org/
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