COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 23.04 2024 N= 8143
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1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
Jexckeronpogen JJEKAC

PerucrpanoHHbINH HOMEP:

Toprosoe naumenoBanue: Jlexckeronpoden JIEKAC

Me:xkayHapogHOe HeIATEeHTOBAHHOE WJIM I'PYNIIMPOBOYHOE HAUMEHOBAaHHUe: IEKCKeTonpodeH
JlexapcTBeHHas popma: TaOIETKU, MOKPHITHIEC IICHOUYHOW 000I0UKOM

Cocrtas Ha oqHy Ta0/1eTKY:

Jleticmeyrowee eewecmso: pAekcketonpodeHa Tpomeramon — 36,90 mr, B mepecueTe Ha
nekckeronpoden — 25,00 mr.

Bcnomoeamenvuvie sewyecmea (10po): UEIIION03a MUKPOKPUCTATINYECKAs CHIIMLIMPOBAHHAS —
220,60 Mr, B T.4. L0032 MHUKpOKpUCTainueckas — 216,19 Mr, kpeMHUS IHOKCH]
KoutonagHeli — 4,41 wmr; jakro3a Oe3sBomHas — 200,00 mr; moBumon K-30 — 25,00 mr;
kapOokcumeTnikpaxmai Hatpus — 10,00 mr; maraus creapar — 5,00 mr; Tajabk — 2,5 Mr.
Inenoynasn ob6onouka: runpomernoza — 14,00 mMr; moMUATHIEHTNIUKOIL — 4,00 Mr; Tambk —
4,20 mr; TMTaHA TUOKCHUT — 2,80 MT.

Onucanme: Ta0NETKH, MOKPBITHIE TUICHOYHOH OOOJIOYKOM, OEIOro WM MoYTH Oenoro mBeTa,
KpYTJIbIE, ABOSIKOBBITTYKJION (hOPMBI C PHCKOM Ha 0JHOM cTopoHe. Ha momepeunom paszpese siipa
TaOJIETOK UMEOT OEJIBII WX TOUTH OEJIBIN 1IBET.

dapmakoTepaneBTHYecKass TPyNna: MPOTHBOBOCHAIUTEIbHBIE U IMPOTUBOPEBMATHUYECKUE
npenaparbl; HECTEPOUIHbIE MPOTHBOBOCHAIUTENbHBIE W MPOTHBOPEBMATHYECKUE IpENaparsl;
MIPOU3BOIHBIE TPOITUOHOBOM KUCIIOTHI.

Kon ATX: MO1AE17

DapMaKoJIOrHYecKue CBOMCTBA

Dapmarkoounamuka

JlexckeronpodeHa TpoMeTaMoll, TPOMETAMUHOBAsI COJIb MPOIMMOHOBOW KHUCIOTHI, OTHOCUTCS K
HECTEPOUTHBIM ITPOTUBOBOCTIAIUTEILHBIM ipenapatam (HITBIT).

Obnanaetr 06e3001UBAIOIINM, IPOTUBOBOCHAIUTEILHBIM U JKapPOTOHMKAIOIINM JCHCTBUEM.
MexaHu3M AeUCTBHS TEKCKETONpo(deHa CBsi3aH C YMEHBIICHUEM CHHTE3a MPOCTArIaHINHOB 32
CYeT TOMaBJICHHS akTUBHOCTH mnmkiIookcurenas (L[OI-1 m I[OI'-2). Ilpemapatr uHrHOupyer
MPEBpAILICHUE APAXUIOHOBOM KUCIIOTHI B IUKIH4eckue suaonepokcuasl PGG2 u PGH2, kotopeie
nponyuupytoT npocrarnanauasl PGEL, PGE2, PGF2a u PGD2, a taxxe npocrauukiaud PGI2 u
tpombokcansl (TxA2 u TxB2). Kpome Toro, uHruOupoBaHue CUHTE3a MPOCTArTIAHANHOB MOXKET

BJIMATH Ha APYTUEC MEANATOPHBI BOCIIAJICHUA, TAKNEC KaK KWHUHBI, o0OecrieynBasi He TOJIBKO IIpsIMOCE,
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(NOCNEQCBATENEHOCTE 0001)

HO M OTIOCPEIOBAaHHOE JCHCTBHE.

Wurubupyromee neiictBue nexckeronpodena B otHomeHuu aktuBHocTH L[OI-1 u LOI'-2
MPOJEMOHCTPHPOBAHO y TaOOPATOPHBIX KUBOTHBIX U Y JTIOJCH.

Knunuueckue wuccrnenoBaHusi Ha pa3IUYHBIX KIMHUYECKUX MOJENAX OONM IMOKa3alu, 4TO
JeKcKkeTonpodeHa TpoMeTaMosa 00JIaaeT BBIPAKECHHON aHABreTHYECKON aKTUBHOCTHIO. 1o
JMaHHBIM HCcleoBaHul oOe30onuBaromuil 3Pdext Hactynmaer depes 30 MHUH Mocie TpueMa
npernapara, IpoJoJKUTETFHOCTh 00€300JIMBAIOIIETO ASHCTBHS COCTaBIseT 4-6 .
Dapmakokunemuxa

AbGcopbuus

Bpewmst noctmxenuns MmakcumanbHoU KoHIeHTparun (TCmax) nexckeronpodeHa B rmiasmMe KpoBH
nocJie nmpuema BHyTpb coctaiisgeT B cpeaHeM 30 muH (15-60 mun). O1HOBpEMEHHBIH MTPUEM MUILU
3aMeIseT BcachiBaHUe IeKckeTonpodena (yBenumunBaetcss TCmax, cHmkaeTcss Cmax), Ipu 3TOM
TJIOIIA I TIOT KpUBOM «KOHIIeHTparus-BpeMs» (AUC) He u3meHsercsl.

Pacnpenenenue

[Tepuon momypactpeneneHus nexckeronpodena cocrapnser okono 0,35 4. CpenHee 3HaueHUe
obbema pacmpenaeneHus JIekckeronpodena cocrabimser Menee 0,25 n/Kr kak y mpemapara ¢
BBICOKOM CTENEHbIO CBsI3bIBaHHMS ¢ Oenkamu 11a3Mbel  KpoBU  (99%). Ilo manHBIM
(apMaKOKMHETUYECKUX MCCIEIOBAHNHN IIPU MHOTOKPATHOM IPHEME JAEKCKETONpo(eHa 3HaUeHUs
nokazarened Cmax u AUC nociie npuema nociaeaHen 103bl HE OTINYAIOTCS OT 3HAUYEHUN 1ocIie
€ro OJJHOKPATHOTO IpHeMa, YTO YKa3bIBaeT Ha OTCYTCTBUE KyMYJISILIUU Tpenapara.

Buorpancdhopmarims

[Tocne npuema nexckeTonpodeHa B Moue 00OHAPYKUBAETCS TOJIBKO €0 ONTHYECKUH n3omep  S-
(+), 9TO CBUAETENBCTBYET 00 OTCYTCTBUU TpaHC(HOpMAIMU Mperapara B ONTHIECKUi uzomep R-
(-) B opranm3mMe uenoBeka. OCHOBHBIM ITyTEM MeTa0oJM3Ma JEKCKETOMpodeHa SBISIETCS €ro
KOHBIOTAIINS C TJIFOKYPOHOBOM KUCIIOTOW € MOCIEAYIOUINM BhIBEICHUEM ITOYKAMHU.

DJIMMUHAIMS

[Mepuon monyseiBeaenus (T1/2) nekckeronpodena cocrapmusier 1,65 .

Iloka3anus K NpUMeHEHUI0

[Tpenapar [exckeronpoden JIEKAC nokazan kK MpuMEHEHHIO Y B3POCIBIX cTapiie 18 jeT.
MpieyHo-cKeneTHass 001b (C1abo WM yMEPEHHO BBIPAXEHHOW), anbroAucMeHopes, 3yOHas
00J1b.

[Tpenapat npeaHa3HaueH A CAMITOMAaTHYECKON Tepanuu, yMEHbIIeHHs 00U U BOCIIAJIEHUS Ha
MOMEHT MTPUMEHEHHS.

IIporuBonokasanus

- THIIEPUYBCTBUTENBHOCTh K Jekckeronpodeny win napyrum HIIBII wimm x mobGomy u3
2
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\HGCNENC
BCIIOMOT'aTCJIbHBIX BCUICCTB, BXOAAIIHUX B COCT npenaﬁ a,;”

- pa3BUTHE TMPHUCTYNOB acTMbI, OpOHXOCMa3Ma, OCTPOTO PHHHUTA WJIM HOCOBBIX IOJIHIIOB,
MOSIBJICHUE KPATMBHUIIBI HJIM AHTHOHEBPOTHYECKOTO OTEKAa B CIIydasx MPUMEHEHHS IPENapaToB ¢
aQHAJIOTUYHBIM JICUCTBHEM (Hampumep, anetuicamummioBoi kucioTsl (ACK) u npyrux HIIBII);
- ¢doroamnepruyeckue Wik GOTOTOKCUYECKUE PEaKIUU B MEPHO/] JeUeHUsI KeTOnpoheHoM WIn
¢ubparamu B aHaMHe3e€;

- )KeITy IOYHO-KHUIIIEYHBIE KPOBOTEUCHUS, SI3BbI WK 1Tep(opaliiy B aHAaMHE3€e, BKITI0Uasi CBSI3aHHBIC
¢ mpeamecTByronmM npumenennem HIIBIT;

- 9PO3UBHO-A3BEHHbIE TOpakeHUsI KemygouHo-kuieyHoro Tpakra (OKKT) B cragun o6octpenHus;
- OKeTyJOYHO-KHIIEYHbIE KPOBOTEUCHHUS, IPYTHe AaKTHBHBIE KPOBOTEYCHHS (B TOM 4YHCIIC
MOJI0O3PEHHE HAa BHYTPUUIECPEITHOE KPOBOU3IIUSIHHUE);

- BOCTIAJIUTEIbHBIE 3a00JIeBaHus KuIieuyHuKa (0ose3Hb KpoHa, sI3BeHHBIN KOJIUT);

- MEYEHOYHAs] HEeJIOCTAaTOYHOCTh TsDKeNo cremneHu Tsokectd (10-15 GamtoB mo mikame Yaina-
[Is10);

- IporpeccUpyroIue 3a00JIeBaHus MTOYEK, TOATBEPKICHHAS TUIICPKATHEMHUSI,

- XpoHHuYecKkas Gome3nb mouek: craams 3a (CK® 45-59 mn/mun/1,73 m?), 36 (CKD 30-44
mi/mu/1,73 M%), 4 (CK® 15-29 ma/mun/1,73 m?), 5 (CK® <15 mn/mun/1,73 mM?);

- IEPUO/T TIOCTIE MPOBEICHUS A0PTOKOPOHAPHOTO IITYHTUPOBAHHS,

- TsDKeNast cepieuHasi HeIOCTaTOYHOCTb;

- reMOpparu4eckuil 1uare3 u Apyrue HapylleHus CBEPThIBaHUS KPOBH;

- Bo3pacT 1o 18 ner (manHbIX 1m0 3¢(HEKTUBHOCTH U O€30MaCHOCTH IMpernapara HeT);

- OEPEeMEHHOCTH U JIAKTaIus;

- TsoKenoe o00e3BOKHMBaHHME (B pe3yiabTare pPBOTHI, JUAPEH WM HEIOCTATOYHOTO TpreMa
YKUJIKOCTH);

- XpOHUYecKas IUCIIETICHUS;

- HACIEJCTBCHHAs] HEMEPEHOCHMOCTh JIAKTO3bI, HAPYIIEHWE BCACHIBAHMS TIIOKO3BI-TaTaKTO3bI,
HEJ0CTATOYHOCTD JTaKTa3bl.

C 0CTOPOXKHOCTBIO

3aboseBaHus MEUYCHN B aHAMHE3e, TTedeHOUHast Mophupus (BKIIIOYAst OCTPYIO IEPEMEKAIOITYIOCS
nopdupmio), XpoHudeckass OOJIe3Hb TOYEK, CTaaus 2 (CKOPOCTh KIIyOOUKOBOW (uibTpamuu
(CK®) 60-89 mn/mun/1,73 M?), XpoHudeckas cepjeuHas HeJOCTATOYHOCTb, apTephalbHas
TUIepTeH3Us, 00€3BOKUBaHIE, 3HAYUTEIILHOE CHIKEHHE 00beMa LIMPKYJIUPYIOIIel KpoBH (B TOM
YHClie TOCTE XUPYPTUYECKOTO0 BMEIIATENbCTBA), Y NAIMEHTOB, HEMOCPEICTBEHHO IOCIe
OOIIMPHBIX XHUPYPrUYECKIX BMEIIATEILCTB, HAPYIICHUSI KPOBETBOPECHHSI, Y TIOKIIIBIX TAITUEHTOB

ctapiue 65 JieT (B T.4. MOJIyYaloIMX JUYPETUKH, OCIA0JICHHBIX MallMEHTOB U MALlMEHTOB C HU3KOU
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Maccoil Tena), OpoHXHaIbHAs acTMa, OJJHOBPEMEHHOE HMQ&EEQ%%EEMOIﬂﬁBﬁHdB (B

T.4. TPEIHU30JI0HA), AHTHKOAryJISHTOB (B T.4. Bapdapuna), antuarperantoB (B T.4. ACK,
KJIOMUAOTPENa), CEJIEKTUBHBIX HWHTUOUTOPOB OOpaTHOrO 3axBaTra CEpOTOHMHA (B T.4.
nurTajgonpama, (¢GIyOKCEeTHHA, TapOKCeTHHA, CepTpajnHa), HWIIeMHUYecKas OOJie3Hb Cepjla,
1epeOpoBacKyJIsIipHbIC  3a00JICBaHUS, JTUCITUIUACMUS/TUTICPIUITUICMHS], CaxXxapHbIi aualer,
3a0oneBanusa nepudepuyeckux aprepuil, Kypenue, Hammuue uHpexkuuu Helicobacter pylori,
CHCTEMHasl KpacHasi BOJIYaHKa M JApPYTHe CHCTEMHbIE 3a00JIeBaHUS COCTUHHUTEIBHON TKaHH,
nutenbHoe mpumeHenne HITBII, TyOepkynes, BEIpa)kKeHHBINH OCTEOIOPO3, ATKOTOJIN3M, TSHKEITbIC
coMaTHU4ecKue 3a00IeBaHus.

IIpuMeHenne Npu 6epeMEHHOCTH M B EPHO/I I'PYIHOI0 BCKAPMJIMBAHUSA

[Ipumenenne mnpenapata mnpu OEPEeMEHHOCTH W B MEPHOA TPYAHOTO BCKApMIIUBAHHS
MPOTUBOMNOKA3aHO.

bepeMeHHOCTh

[TonaBneHnue cuHTE3a MPOCTATrJaHINHOB MOXET HEOIArONPUATHO BIUATH HA OEPEMEHHOCTD /WU
pa3BuTHe SMOpHMOHA M IUIoAAa. Pe3ynpTaThl  SMUAEMUOJOTHYECKUX  HCCIIEIOBAHUMA
CBUJIETENBCTBYIOT, YTO MpEnapathl, NOJABJISAIONINE CHHTE3 MPOCTArIaHIMHOB, IPUMEHAEMbIE Ha
paHHUX CTaausAX OEpPEeMEHHOCTH, CIIOCOOHBI YBEIMYMBATH PUCK CaMOIIPOU3BOJIBLHOTO abopTa, a
TaKXKe pa3BUTHUS Yy IUIOAA MOpOKa Cepila M He3apalleHHs MepeiHeidl OpIOIIHOM CTEeHKH; Tak,
aOCOMIOTHBIA ~ PUCK Pa3BUTHUA AHOMAJIUH  CEpPAEYHO-COCYIHMCTOM CHCTEMBI — BO3pacTal,
npuOIN3UTENbHO, ¢ MeHee ueM 1 % 10 1,5 %. Cuuraercs, 4To pucK BO3pacTaeT ¢ yBEIHMUYECHUEM
JI03BI U JJTUTEIIbHOCTH IPUMEHEHHS.

C 20-# Henenn 6epeMEHHOCTH BCE MHTMOMTOPHI CHHTE3a MPOCTArjaHIuHOB MOTYT IPUBOJIUTH K
pa3BUTHIO Yy IUIOJA  CEPACYHO-JETOYHOW  TMaTONOTUH  (IIPEXKAEBPEMEHHOE  3aKphITHE
apTepHalIbHOTO MIPOTOKA U THIEPTEH3Us B CHCTEME JITOUYHOM apTepuy) U HapyIIEeHUIO (PyHKINUN
MOYEK, KOTOpPO€ MOXKET MpOrpeccUpoBaTh M MNPHUBOJUTH K TOYEHYHON HEAOCTATOYHOCTU C
pa3BUTHEM OoNUroruapaMHuona. Kpome toro, naxe rnpu npuMEHEHHH B HU3KUX J103aX, Y MaTepH
B KOHIIE OEPEMEHHOCTH M Y HOBOPOXKACHHOTO BO3MOXKHO YBETMUYEHUE BPEMEHU KPOBOTCUCHHMS,
CBSI3aHHOE C aHTHUArperaHTHBIM JEWCTBHUEM, a TAK)Ke IMOJaBJIEHUE COKPATUTEIBHON aKTUBHOCTU
MaTKH, IPUBOJISIIEE K 3aMa3AbIBAaHUIO POJOBOM JEATEILHOCTH WM 3aTSHKHBIM POJIaM Y MaTepHu.
JlakTanus

CBenenuii 0 MPOHMKHOBEHUH JEKCKETONpOo(eHa B MAaTEPUHCKOE MOJIOKO HET.

DepTUILHOCTE

[Ipenapar [lekckeronpoden JIEKAC, kak wu apyrme HIIBII, MoxeT CHWXaTh >XEHCKYIO
q)epTI/IJIBHOCTB, MMO3TOMY €ro HC PCKOMCHAYCTCA HA3HAYATh IKCHINHWHAM, I[IJIAHUPYIOIIUM

OepeMEeHHOCTb.
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OecrutoiveM, ClieyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JEKCKETONpOodeHa.

Cnoco6 npuMeHeHus U 103b1

[Ipenapar nmpuHUMAaOT BHYTpb. TaOleTKH MpOIJIaThIBAIOT LEIMKOM, 3aluBas JOCTAaTOYHBIM
KOJIMYECTBOM >KHMJIKOCTH (HampuMep, CTakaHOM Bojibl). OTHOBPEMEHHBIH TpHeM MUIIU 3aMeJIseT
BCACBIBaHHE JCKCKETOMpOdeHa, MOITOMY B CIydae OCTPOM OOIM PEKOMEHIYETCS MPUMEHEHUE
npenapara He MeHee yeM 3a 30 MUHYT 70 IpHeMa MUIIH.

JI1s KynupoBaHUs CAMITOMOB ClieAyeT MPUMEHSATh HAUMEHbIYI0 3(PPEKTUBHYIO 103y B TEUCHHE
MUHUMAJIBHOTO BPEMEHH.

B 3aBucuMOCTH OT MPOUCXOXKIEHUS U TSHKECTH OOJIEBOTO CHHIPOMAa PEKOMEHIyeMas 11032 s
B3poCibIX cocTaBiser 12,5 mr pekckerompodena (1/2 Ttabnerku) yepe3d 4-6 u wmmm 25 mr
nexkckeronpodena (1 Tabnerka) kaxapie 8 4. MakcuManbHas CyTOYHas 1032 — 75 MT.

[Tpenapar [exckeronpoden JIEKAC He npegnazHaueH A1 JIUTEIHHON Tepanuu, Kypc JICUEHUs
mpernapaToM JOJDKEH OBITh OTpaHWYEH TEPHUOAOM TMPOSIBICHUS CHMIITOMOB, HO HE JOJDKEH
npeBbllIaTh 3-5 AHEH.

[ToGounbie >QdeKxThl mnpenapara MOKHO MHUHUMH3UPOBATH IMPU NPUMEHEHUU HauUMEHbIIEH
3¢ dexTUBHONW 103bI B TEUYEHHWE MUHHUMAJIBHOIO IMEPHOJa, HEOOXOAMMOIOo ISl KyHUpPOBaHUS
CHUMIITOMOB.

Iayuenmur 65 nem u cmapuie

[TaniueHTaM MOXHUJIOTO BO3pacTa ciieayeT npuHUMaTh mpenapar Jlekckeronpoden JIEKAC
Ha4yMHas ¢ MUHUMaJIbHON PEKOMEHIOBAHHOM 103bl. MakcUMaibHas CyTOYHas 103a cocTaBisgeT S0
Mmr. B ciydyae xoporieii mepeHOCUMOCTH MOTYT HPUMEHSTHCSA J03bl, PEKOMEHIOBAaHHBIC IS
o0IIeH MomyJIsIUy.

Ilayuenmul ¢ Hapywenuem ynKyuu novex

VY ManueHToB ¢ MOYEYHOM HETOCTATOYHOCTHIO JIETKOM CTEMeHH TSHKeCTH (XpoHUYecKasi 60JIe3Hb
nouex, craaus 2 (CK®) 60-89 mi/mun/1,73 mM?) neuenue npenaparom Jekckeronpoden JTEKAC
clieyeT HAauyuHATh C MUHUMAIBHOH PEKOMEHIOBAaHHOW JI03bI TOJ HAOIIOEHHEM Bpaya.
MakcumanibHas CyTo4YHas 103a coctaBisieT S0 mr.

[Tpumenenue mpenapara Jlexckeronpoden JIEKAC y manmueHTOB C XPOHUYECKOW OOJIE3HBIO
nouek craguii 3a (CK® 45-59 mn/mun/1,73 M?), 36 (CKD 30-44 mn/mun/1,73 M?), 4 (CKD 15-29
mi/mue/1,73 M?*) u 5 (CK® <15 m/mun/1,73 M%) mpOTHBOMOKA3aHO.

Ilayuenmul ¢ napywenuem ynKyuu neveHu

[TanimeHTaM ¢ MEYEHOYHON HEIOCTAaTOYHOCTHIO JIETKOM M CPEIHEH CTENEeHU TKECTH CIEAYET
npunumars npenapat Jlekckeronpoden JIEKAC HaunHas ¢ MMHUMaJIbHOW PEKOMEHIO0BAHHOU

JI03bI TI0/] HAOJI0ZICHNEM Bpada. MakcuManbHasi CyTouHast 1o3a coctanisieT 50 mr.
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HEJ0CTATOYHOCTBIO TSYKEJION CTENEHNU TSKECTH IPOTUBOIOKA3aHO.

IToOo4uHoe neiicTBHE

Yame Bcero HaOmromaroTcs HexenarelbHble peakiuu co ctopoHbl JKKT. Bo3smoxkHo pazButue
NeNTHYEeCKON $3Bbl, mepdopaluyd WM >KETyJOYHO-KUIIEYHOIO KpPOBOTEUYEHMS, WHOTJAA C
JETaNbHBIM HCXOJIOM, OCOOCHHO y TOXWIIBIX ManueHToB. [lo mMmerommmMes JaHHBIM, Ha (GOHE
NPUMEHEHUS TIperapara MOTYT TMOSBISITHCS TOIIHOTA, PBOTA, dUApes, METEOpHU3M, 3arop,
JTUCTIENTUYECKUE SBIIEHUS, OONb B >KMBOTE, MEJEHA, KpOBaBas pBOTA, SI3BEHHBIH CTOMATHT,
oboctpenue konmrta u 6one3nn Kpona. Pexxe Habmomaercs ractput. Takyke UMEIOTCS COOOIIEHUS
00 oTekax, apTepHabHON TUIICPTOHUH U CEPJICYHON HeTOCTaTOYHOCTH Ha (hoHe neuenuss HITBII.
Kak u npu npumenennu apyrux HIIBII, Bo3aMoxHO pa3BuTHe ciaenyromux mo0ouHbIx 3¢ (ekTos:
aCeNTHYECKU MEHHHTUT, DPAa3BUBAIOLIMICS TNPEUMYLIECTBEHHO Y TMAalUEHTOB C CHCTEMHOM
KpacHOW BOJYAHKOM WIJIM JAPYTUMH CHCTEMHBIMH 3a00JIEBaHUSIMU COEAMHUTEIHLHOW TKaHHU,
reMaToJIOTHYeCKHe HapylieHUus (TpOMOOIMTONEHUYECKass Myprypa, ariacThdeckas H
TeMOJUTHYECKAss aHEMUH, B PEIKUX CIydasX - arpaHyJOIMTO3 U THIOIUIA3Hsl KOCTHOTO MO3Ta).
Bo3moxHBI Oyiuie3Hble peakuuu, B TOM 4ucie cuHapoMm CtuBeHca-J[>KOHCOHA M TOKCUYECKHMA
SMUIEPMATBHBIA HEKPOJU3 (OY€HD PEJIKO).

CornmacHo pe3ylnbTaTaM KIMHHYECKUX WCCIEAOBAHUNA U JMHIEMHUOJIOTUYSCKUM JIaHHBIM,
npuMeHeHne HekoTopbix HIIBII, 0coGeHHO B BBICOKMX /103aX M B TE€UCHUE JUIUTEIBHOTO BPEMEHH,
MOJKET COINPOBOXKAATHCS HEOONBIIMM YBEIMUYEHHEM pHUCKA Pa3BUTHUS IMATOJIOTHUH, BbI3BAHHOU
TpoMO030M apTepuii (Harpumep, HHPapKTa MUOKapa WIIM HHCYJIbTA).

Bo3MmoxHBIE HEXKeNaTeNbHBIE peakluyd TMpH MPUMEHEHWH Ipenapara MPHUBEICHbI HIDKE TIO0
HUCXOJAINEH YacTOTe BOSHUKHOBEHMS: o4yeHb yacto (> 1/10), gacro (<1/10, >1/100), Hewacto
(<1/100,>1/1000), peaxo (<1/1000,>1/10000), ouens peako (<1/10000), uacrora Heu3BecTHA (HA
OCHOBaHUU UMEIOUINXCS JAHHBIX OLIEHUTh HEBO3MOXKHO), BKJIIOYAsl OTAEIbHBIE COOOIIECHNUS.
Hapywenusa co cmoponul kposu u tumgamuyeckou cucmemsl

Ouenv pedro: HEUTPOTICHHSI, TPOMOOIIUTOTICHHSI.

Hapywenus co cmopoHnvl uMMyHHOU cucmembl

Peoko: otek ropranu;

Ouendb pedro: aHAPWIAKTHUECKUE PEAKIINH, BKIIIOUask aHAPUITAKTHUYECKUN TIOK.

Hapywenusa memabonuzma u numanus

Peoko: anopekcus.

Ilcuxuueckue Hapyuienus

Heyacmo: 6ecconHuIia, ouryeHne 0eCroKoicTBa.

Hapywenus co cmoponul HepéHoii cucmemvl



COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 23.04 2024 N2 8143

JCNEOOBATENEHOCTE 0001)

] )1
Heuacmo: TonoBHas 6071b, COHIHBOCTb, TOIIOBOKPYKEHHE,

Peoxo: mapecreznn, 0OMOpOK.

Hapywenus co cmoponwvl opeana 3penus

Ouenb pedko: HEUETKOCTh 3PEHHUS.

Hapywenus co cmoponvl opeana ciyxa u 1adupunmuule HapYuleHusl
Heuacmo: Bepturo;

Ouenb pedxo: 3BOH B yIax.

Hapywenus co cmoponvwl cepoya

Heuacmo: omymienue cepaueOneHus;

Ouenb pedxo: TaxuKapaus.

Hapywenus co cmoponwvl cocyoucmoii cucmemvl

Heuacmo: npunuBbl;

Peoxo: noBblilIeHNE apTepUATbHOIO JaBICHNUS;

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/WUIU PBOTA, OOJb B )KUBOTE, NUCIICTICUS, THAPES;
Heuacmo: racTpuT, CyXOCTh BO PTY, 3aIll0p, METEOPHU3M;

Peoko: apozuBHO-s3BeHHBIE TopakeHus JKKT, kpoBoTeueHne u3 sI3BbI WM €€ repdoparus;
Ouenb pedxo: TaHKPEATHUT.

Hapywenus co cmoponbvl neuenu u scenyuegbl@o0AWux nymeu

Peoko: mopaxenue neyeHu.

Hapywenus co cmoponvl Kodtcu u nOOKONCHbIX MKAHeL

Heuacmo: xoxHas CHIIIb;

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

Ouenv peoxo: cunapoMm CtuBeHca-/[)KOHCOHA, TOKCHYECKUA SMUICPMATBHBIA HEKPOJIHU3
(cunapom Jlaiienmna), aHTHOHEBPOTHYECKUN OTEK, OTEK JHUIA, peakuusi (HOTOCCHCHOMIN3AINH,
KOYKHBIN 3y]1.

Hapywenus co cmopoHvl MbiuieyHot, CKenemHuol u coeOUHUmMenbHou mraHu
Peoko: 601b B ciinHe.

Hapywenus co cmoponbl nouek u Mo4esbigo0AWuUx nymet

Peoko: monuypus, ocTpasi modeuHas HeIOCTaTOYHOCTb;

Ouenb peoro: HeHPUT WK HEPPOTUIECKUNA CHHIIPOM.
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Hapywienus co cmoponsl penpodykmusnoti cuctiemsi u mbrbamlreotores— | 2HUCTE 0001)

Peoxo: HapylieHne MEHCTPYalbHOTO IIUKIIA, HApYIIEHNE (PYHKLNHU MPEACTATEIbHOMN JKeIe3bl.
Obwue napywenus u peakyuu 6 mecme 68e0eHus npenapama

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

Peoko: nepudepudeckue OTeKH.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

Peoxo: oTKIOHEHHE OT HOPMBI ITOKa3aTeNIel «IIeYeHOYHBIX» MPo0.

Ilepeno3upoBka

Cumnmombi: TOUIHOTA, aHOpPEKCHUs, O0Jb B XKHUBOTE, TOJIOBHAs O0JIb, TOJOBOKPY>KEHUE,
Ne30pUeHTaIusl, 0ECCOHHHUIIA.

Jleuenue: cUMITOMaTHYECKasl TEpamusi, IpU HEOOXOAMMOCTH — MPOMBIBAHUE KeNyJKa, PUEM
AKTUBUPOBAHHOTO YTJIsl, TeMOANAIN3 Manod()PEeKTUBEH.

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

Hwxecnenyromue B3aumoaencTsus xapakrepusl s secex HIIBIT.

HexenarenpHble KOMOMHALIAN

C opyeumu HIIBII (sxnouas cenekmusnvie uneudbumopwnt LJOI-2) u caruyuramamu 8 8biCOKUX
0o3zax (bonee 3 2 6 cymku): ogHOBpeMeHHOe mpumeHeHue Heckonbkux HIIBIIT BcneactBue
CUHEPru4ecKoro 3 Qexra MOBBIIIACT PUCK PA3BUTHUS JKEITYJOYHO-KHIIEYHOTO KPOBOTCUCHUS U
SI3BBI.

C anmuxoaeynaumamu: HIIBII moryt ycwnmmBath 3(@eKT aHTHKOAryJIsITHTOB, TaKHWX Kak
Bap(apyrH B CBSI3U C BBICOKOI CTETIEHbIO CBA3BIBAHUS C O€JIKaMU T1a3Mbl KPOBU, UHTHOMPOBAHUEM
(GYHKIMU TPOMOOITUTOB M OPaKEHUEM CIM3UCTON OOOJIOUKH KeTyaKa U ABCHAIIaTUIICPCTHON
KAIIKA. B ciydae HEOOXOAMMOCTH OJHOBPEMEHHOTO MPHUMEHEHHUsS HEOOXOIUM TINATEIbHBIN
KOHTPOJIb COCTOSIHUS MAI[UEHTa U PETyJIAPHBbI MOHUTOPUHT JIaDOPaTOPHBIX MOKa3aTenei.

C 2cenapurom: TIOBBIILIAETCS PUCK PA3BUTHUS KPOBOTEUEHUS (B CBA3M C MHTMOMPOBAaHHUEM (YHKIUH
TPOMOOIIUTOB ¥ TOBPEXKAAIOLUIMM JIEHCTBUEM Ha CIU3UCTYI0O OOOJIOUKY JKeIyAKa H
JBEHAAIATUTIEPCTHON KHUINKH). B cioyuae HeE0OXOIUMOCTH OJHOBPEMEHHOTO MPHUMEHEHUS
CJIeTyeT OCYIIECTBISATh TIIATENbHbIN KOHTPOJIb COCTOSTHUS MallMEHTA U PEryJIsIpHbIII MOHUTOPHHT
1a00paTOPHBIX MMOKa3aTeseH.

C enokokopmukocmepouoamu: TIOBBIIAETCS PHUCK SI3BEHHOTO MOPAXKEHMs KEIyIO0YHO-
KHIIIEYHOTO TPAKTa U KPOBOTECUCHU.

C npenapamamu aumus: HIIBII moBbIIIAaIOT KOHIEHTPALMIO JIUTHS B KPOBH, BIUIOTH 10
TOKCHUYECKOW (CHUKAETCS BHIBEACHHE JIUTHUS Yepe3 MOYKH), B CBSI3U C YEM KOHIICHTPAIIUIO JIUTHUS
B TUIa3Me€ KPOBU HEOOXOIMMO KOHTPOJMPOBATH B Hadalle JICYCHHS ICKCKETOMPOGEHOM, TpU

KOppCKOUU €TI0 AO03bI 1 OTMCHC IIpCIiapara.
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C memompexcamom 6 evicoxkux 0o3ax (15 Me 6 neddnd 1 Borel) HosnibkHo | Honsiilenue

reMaToJIOTMYE€CKOM TOKCUYHOCTH METOTPEKCATA B CBA3U CO CHUKEHUEM €0 II0YEYHOI0 KIUPEHCa
1pu ogHOBpeMeHHOM npumeHenun HIIBII.
C eudanmounamu u cyroghonamuoamu: BO3MOXKHO YCUIICHUE UX TOKCUYECKOTO IEHCTBHSL.

KomOuHamu, TpeOVIOIIHe OCTOPOKHOCTH

C ouypemuxamu, uHeubumopamu  aueuomeHzunnpespawaiowe2o  pepmenma  (AID),
AHMUOUOMUKAMU U3 SPYNNbL AMUHOTUKO3UO08, AHMALOHUCAMU Peyenmopos aneuomenzuna I1:
JeKcKeTonpodeH MOKeT 0cialsaTh 1eHCTBUE AUYPETUKOB U TUIIOTEH3UBHBIX CPEICTB.

Y HEKOTOpBIX MAlMEHTOB C HapylIeHueM (QYHKLIUHU MOYeK (Harpumep, Npu 00e3BOKUBAHUH WIIN
y TOXWJIBIX MalMEHTOB C HapylIeHHEeM (PYHKIIMH MOYEK) MPUMEHEHHE CPEICTB, OKA3bIBAIOIINX
uHrubupyromee aevicreue Ha L[OI, omHoBpemenHo ¢ unHruOutopamu AII®D, aHTaroHucramu
peuenTtopoB aHruoteHsuHa Il win aHTHOMOTHKAMHM-aMUHOTIIMKO3UIAMH MOKET IMPHUBECTH K
JMaNbHENUIIEMY yXyAIIEHUIO (QYHKIUHU MOYEK, YTO, KaK IPAaBUIIO, HOCUT 00paTHUMbIN XapakTep.
[Ipu Ha3HaYEeHUHU AEKCKETOMPOQeHa OHOBPEMEHHO C TUYPETUKOM HEO0O0X0IUMO yOEIUThCS, UTO
MAIUEHT TOTyYaeT JOCTATOYHO JKUIKOCTH, a TAK)KEe KOHTPOJIUPOBATH (YHKIIHIO MTOYEK B HAYale
JICUYEHUS.

C memompexcamom 6 HU3KUX 003ax (Menee 15 me 6 Hedento): BO3MOXHO TIOBBIIIICHUE
reMaToJI0rM4eCcKON TOKCUYHOCTH METOTPEKCATa B CBA3H CO CHUIKEHHMEM €r0 MI0YEUHOr0 KIIMpEHCa
Ha (poue ogHOBpemeHHOoro puMmeHnenus ¢ HIIBII. B Teuenue nepBbIX HENENb OJTHOBPEMEHHOTO
NPUMEHEHHUS HEOOXOAMM €XEHENEeNbHBIN IMOJCUET KJIETOK KpoBW. Ilpum Hammuuu HapyuieHus
GYHKIIMM TOYEK Jda)ke JIETKOM CTENeHH, a TaKXke Yy JIMI[ MOXXHIOro BO3pacTa HEoOXOIUMO
TIIATETFHOE HAOIOICHNE Bpaya.

C newmokcuguinuHom: BO3MOXXHO TOBBIIIEHHE PHUCKA pa3BUTUS KpoBoTeueHUs. HeoOxomum
THIATETbHBIA KIMHUYECKUII MOHUTOPUHT U PETYJIsipHAasl MPOBEpKa BpEMEHU KPOBOTEUEHHS.

C 3udogyounom: CyIIECTBYeT PUCK YCHUJIEHUS TOKCHUYECKOIO JIEHCTBUS Ha SPUTPOLUTHI,
00yCJIOBJICHHOTO BO3/ICHCTBUEM Ha PETUKYJIOIHTHI, C PA3BUTUEM TSDKEIIOW aHEMUU Yepe3 HEeII0
nocne Havana npumenenuss HIIBII. Heobxomumo mpoBeaeHune oO0IIero aHamu3a KpOBU C
MOJICYETOM KOJIMYECTBA PETUKYJIOMUTOB uepe3 1-2 Hen nocne Havyana tepanun HITBII.

C eunoenuxemuyeckumu cpeocmeamu 0asa  npuema eHymps: HIIBII Moryr ycuwimBaTh
TUTOTJIMKEMHYECKOe JIEHCTBUE MPEnaparoB CyIb()OHUIMOUYEBUHBI BCIEACTBUE BBITECHEHUS
CyNb()OHMUIMOYECBHHBI U3 MECT CBSI3BIBAHMSI C OCIIKAMH I1JIa3MbI KPOBHU.

KOM6I/IHaHI/II/I, KOTOPBIC H606XOI[I/IMO IIPpUHHUMAaTh BO BHUMAHHUC

C 6ema-aopenoobroxamopamu.: ipu onHoBpeMeHHOM npuMenennu ¢ HIIBIT moxeT yMeHbIIaThCst
AQHTUTUIIEPTEH3UBHBIN A(PQeKT P-aapeHoONIOKaTOPOB BCIEACTBUE WHTHMOMpPOBAHMS CHHTE3a

MmpocCTarilaH AnHOB.
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C yuxnocnopunom u maxponumycom: HIIBI] moryt' QQHMM%“J%E%K&J%GHH g0

OMOCPEI0BAHO JCHCTBUEM pEHAJIbHBIX MpPOCTarjiaHauHOB. [Ipu OJHOBpEMEHHOM NpPUMEHEHUU
HE00X0IMMO KOHTPOJIUPOBATh (DYHKIIHIO ITOYEK.

C mpombonumukamu: OBBIIIAETCA PUCK Pa3BUTHS KPOBOTEUEHUS.

VBenunuuBaercs puck pa3putug kpoBoTeueHuss u3 JKKT npu omHOBpeMEHHOM NPUMEHEHHUH C
uneubumopamu obpamnoz2o 3axeama cepomonuna (IUTAIONpPaM, MAPOKCETHH, (IIyOKCETHH,
ceprpanuH) u anmuazpecanmamu (Bkarodass ACK u knonugorpen).

C npobeneyudom: BO3MOKHO MOBBIIIEHNE KOHLEHTPALUU IeKCKeToNpodeHa B miia3Me KPOBH, UTO
MOET OBITh 00YCIIOBJICHO HHTUOUPYIOMIHM 3 dekToM mpoOeHenn /1a Ha MOYSHHYIO TYOYyIIpHYIO
CEKPEINIO U KOHBIOTAIUIO C TITIOKYPOHOBOM KUCIIOTOM; MOXKET MOTPEOOBATHCS KOPPEKITUS O3B
JIeKcKeTonpogeHa.

C cepoeunvimu enuxosuoamu: HIIBIT MOTYT HOBBIIIIATH KOHIICHTPAIMIO CEPACUYHBIX TIIMKO3UI0B
B IJIa3M€ KPOBH.

C mughenpucmorom: CymIeCTBYeT TEOPETHUYECKHA PHUCK HU3MEHEHUS JPPEKTUBHOCTH
MUGDENPUCTOHA TOJA JEHCTBHEM WHTHOMTOPOB MpPOCTArjJaHAWHCUHTETa3bl. OrpaHUuYeHHBIC
JTAHHBIE TTO3BOJISIOT MPEAIOI0KUTh, YTO OJHOBpEMEHHOE npuMeHenne mudenpucrona ¢ HIIBIIT
B JIeHb MIPUMEHEHHUS MpOCTarjiaHHa He OKa3bIBaeT HEONAronpusTHOTO BIMSHUS Ha JeWCTBHE
MUGDENPUCTOHA WU TMPOCTariaHAMHa B OTHOIICHWM CO3PEBAaHUSA IEWKH MAaTKA WU
COKpPaTUMOCTH MATKH M HE CHHXAeT KIMHUYECKYI0 J(P(EKTUBHOCTh CPEACTB s
MEIUKaMEHTO3HOTO abopTa.

C xunonomamu: AaHHBIE HKCIEPUMEHTAJIbHBIX HCCIEIOBAHHI Ha JKUBOTHBIX YKa3bIBaIOT Ha
BBICOKUH PUCK Pa3BUTHs Cynopor mpu oaHoBpeMeHHOM npumeHeHun HIIBII ¢ xuHOnoHamu B
BBICOKHUX J103aX.

C menogposupom: npu oaHoBpeMeHHOM mnpumeHeHun ¢ HIIBII Moxer moBbImaTses
KOHIIEHTpalls a30Ta MOYEBMHBI M KpEaTMHHMHA B IUIa3ME KpPOBU, MOATOMY ISl OLEHKHU
BO3MOKHOT'O BIIUSIHUSL OJHOBPEMEHHOI'O TPUMEHEHMsSI JAaHHBIX JIEKAPCTBEHHBIX CPEJCTB
HE00X0IMMO KOHTPOJIUPOBATH (DYHKIIHIO ITOYEK.

C oegpepacupoxcom: npu ogHOBpeMeHHOM npumeHeHnH ¢ HIIBII mMokeT moBBIIATHCS PHUCK
tokcuueckoro BoszaeiicTBus Ha JKKT. Ilpm npumenenun paexcketonpodeHa COBMECTHO C
nedepacupokcoM HE0OXOUMO THIATETFHOE HAOIIOICHNE 32 COCTOSTHUEM TMalUeHTA.

C nemempexcedom: nipu ogHoBpeMeHHOM TipuMeHeHun ¢ HIIBIT MoxkeT CHUKaThCsl BHIBEICHHE
neMerpekcena, mosromy npu npumeneHnr HIIBII B BbICOkMX 103ax HEOOXOAMMO TMPOSBISATH
0CO0YI0 OCTOPOXXKHOCTD. Y MAIIMEHTOB C MOYEYHOU HEIOCTATOYHOCTHIO JIETKOW CTEMEHU TSHKECTH
(xporudeckas 6Gonesup nodek, craaus 2 (CK® 60-89 mn/mumn/1,73 Mm?)) cregyer usberars

OIHOBpeMeHHOro npuema nemerpekcena u HIIBII B Teuenne aByX nHEW 10 M ABYX JHEHU IOCIE
10
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(NOCNEQCBATENEHOCTE 0001)

npreMa rneMeTpeKcea.

Oco0ble ykazanus

[Ipn mpruMeHeHUW Yy MAlUMEHTOB C AaJUIEPTUYECKUMHU pPEaKIUsSIMU B aHaMHe3€ HEOOXOIAMMO
c00JII0/1aTh OCTOPOKHOCTD.

Crnenyer n3berarh npuMmeHnenus npemnapara Jlekckeronpoden JIEKAC B coueranuu ¢ apyrumu
HIIBII, B ToM uucie cenekTuBHbIME nHrHOUTOpamu 1{OI-2.

Hexenarenpabie mo60uHbIE 2 (HEKTH MOKHO CBECTH K MUHHUMYMY TIPHU MPUMEHEHUH MperapaTa
B HauWMeHblIed 5>(Q¢eKTUBHON J03€ Mpu MUHUMAIbHOM JUIMTEIBHOCTH MPUMEHEHUS,
HEO0OXOAMMOM JIJIsi KyITUPOBaHUs OOJIEBOTO CHHIPOMA.

bezonacnocmo npumenenus 6 omunowenuu KKT

NmMmetorcss cooOIIeHUST O BO3HUKHOBEHHH JKEITYJOYHO-KHIIEYHBIX KPOBOTCUCHHH, $I3B WIH
nepdopanuii (B HEKOTOPBIX CIydasx C JICTAIbHBIM HCXO0J0M) Ha (OHE MPUMEHEHHS JIOOBIX
HIIBII Ha pa3HbIX 3Tamax Je4eHHs, KaK C MOSBICHUEM CHUMITTOMOB-IIPEABECTHUKOB, TaK U 0€3
HUX, a TaK)X€ BHE 3aBUCUMOCTH OT HAJMYMs CEPbE3HBIX KEITYJOUHO-KUILIEYHBIX OCIIOKHEHUHN B
aHamHe3e. B ciydae pasBUTHS >KETyIOYHO-KUIIEYHOTO KPOBOTEUYCHUS HA (OHE MPUMEHEHUS
npenapara [lekckeronpoden JIEKAC, ero nmpuem cienyer npeKpaTuTh.

Puck pa3BuTHS KeNyA0YHO-KUIIEYHOTO KPOBOTEUEHHS], MENTHUECKOH S3BbI WK ee nepdopanun
noBblmaerca ¢ yeenauueHueMm no3el HIIBIL, y mamueHToB C 53BOM B aHamHe3e, OCOOCHHO
OCIIO’)KHEHHOM KpOBOTEUEHUEM WK Tiepdopaimeid, a Takke y MalueHTOB MOXKHUIIOTO BO3pacTa.
Tlayuenmul nodxcunoco 6o3pacma

VY nmanueHToB MOXKUIIOTO BO3pacTa MOBBIIIEHA YaCTOTa BOSHUKHOBEHUS MOOOYHBIX 3P (HEKTOB HA
¢one npumenenuss HIIBII, ocoOEHHO TakMX, KaK J>KEIyJ0YHO-KHMIIEYHOE KPOBOTCUCHHE U
po0OJIEHUE SA3BBI, KOTOPHIE MOTYT MPEACTABIATh YIPO3y AJIS KU3HH. JIeueHrne dTUX MaIleHTOB
CJIeyeT HAYMHATh C HAUMEHBIIIEH BO3MOKHOM JO3BI.

[Ipyn HanmMuuu y mamueHTa B aHaMmHe3e »30(aruTta, racTpuTa W/Wiu SI3BEHHOW OO0JIE3HU Tepen
HayaJIoM JieueHus eKcKkeronpodenom (kak u B ciayyasx ¢ apyrumu HIIBII) cnenyer yoenuTses,
YTO 3TH 3a00JIEBaHUSI HAXOMATCS B CTAIUU PEMUCCHH. Y IMAIMEHTOB ¢ HAIMYHEM CHMIITOMOB
natosiorud JKKT mmm xponnueckumu 3a6oneBanusmu JKKT cremyer ocymecTBisaTh KOHTPOIb
JUTSI BBISIBJICHUS] HAPYILIEHUH MHUIEBAPEHUS, OCOOEHHO KEJTyJ0YHO-KUIICUHBIX KPOBOTEUEHHIH.
HIIBII cnemyer C OCTOPOXHOCTHIO Ha3HA4YaTh OONBHBIM C  JKEITYJOYHO-KUIICYHBIMU
3a00JIeBaHUAMHU B aHAMHE3€ (S3BEHHBIA KOIMT, 60sie3Hb KpoHa), MOCKOJBKY CYIIECTBYET PUCK
o0ocTpeHus JaHHBIX 3a00JICBaHU.

JIJ1s 5TUX NAIlMeHTOB, a TAKXKe MAallUeHTOB, KOTOPbIE HYKIAI0TCS B OJHOBPEMEHHOM MTPUMEHEHHUN
ACK B HHM3KHMX J[03aX WM B MNPUMEHCHHH JIPYTHX TPENaparoB, YBEIMYHUBAIOIIUX PHUCK

BO3HUKHOBEHHs HapymeHuid co cropoHsl JKKT, ciemyer paccMOTpeTb BO3MOXHOCTb
11
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KOMOMHHUPOBAHHON Tepanuyu ¢ MpernapaTaMu- oTexTOpAMIT, rATbIEp— MASOTPOCTOTOM

WHTHOUTOPAMU MPOTOHHOM MTOMIIBIL.

[TanueHThI, y KOTOPBIX B aHAMHE3€ MMENd MEeCTO moOouHble neiictBus co croponsl JXKT, B
0COOEHHOCTH, MOXKUJIbIE MAlMEHTHI, JOKHBI COO0IIATh Bpady O JHOOBIX HEOOBIYHBIX CHMIITOMAX
co croponbl JKKT (0coOeHHO 0 CHMITTOMax, KOTOPbIE MOTYT CBHACTEIIbCTBOBAThH O JKEIYA0YHO-
KHIIIEYHOM KPOBOTEUYCHUH ), OCOOEHHO Ha HAYaJIbHBIX CTATUSIX JICUCHUS.

Crenyer ¢ OCTOpOXKHOCTBbIO Ha3HA4aTh IMpernapaT NalueHTaM, OJHOBPEMEHHO MPUHUMAIOIIUM
CpPEICTBA, KOTOpPhIE MOTYT YBEIMYWUTh PHUCK BO3HUKHOBEHHUS SI3BbI WM KPOBOTEUEHUS:
nepopagbHble KOPTHUKOCTEPOU]IbI, AHTUKOATYJISHTH (Hampumep, BapdapHH), CEJIEKTHUBHbIC
UHTUOUTOPHI 0OPATHOTO 3aXBaTa CEPOTOHMHA WIIM aHTHArperanTsl, Harpumep, ACK.
bezonacnocms npumenenus 6 omuoweHuu nouex

[TarmenTtam ¢ HapyuieHreM (GYHKIMH [OYEK IMperapar cleqyeT Ha3HadyaTh C OCTOPOKHOCTHIO,
nockonbky Ha ¢one npumeHeHuss HIIBIT Bo3MoxHO yxynmieHne (QYHKIIMU TMOYEK, 3aJepiKKa
KUJAKOCTH B OpraHM3Me W pa3BuUTHE OTeKoB. ClieqyeT CoOMI0AaTh OCTOPOXKHOCTh TIpU
MPUMEHEHUH TIpenapara y nalfueHTOB, OJJHOBPEMEHHO MPUHUMAIOIINX TUYPETUKH, U MMALIUEHTOB,
y KOTOpPBIX BO3MOXHO pa3BUTHE THUIOBOJIEMHH B CBA3M C IMOBBIILIEHHBIM PHUCKOM
HEe(DPOTOKCUIHOCTH.

B mepuwon nedeHus HeoOXoauMoO OOECHEYHTH aJEKBATHOE TOTPEOICHUE IKUIAKOCTH IS
MPEIOTBPALICHHUS 00E3BOKIBAHUS M YCUJICHUS TOKCUYECKOTO JCHCTBHSI HA TTOYKH.

Kax u npyrue HIIBII, npemapat [exckeronpoden JIEKAC mMokeT mMpUBOIUTH K MOBBIIICHUIO
KOHIIEHTpAllUU a30Ta MOYEBHMHBI U KpeaTMHHHA B IUla3Me KpoBU. Kak W apyrue MHruOUTOpPHI
CHUHTE3a TMPOCTArIAHIUHOB, TIpermapar MOXKET OKa3blBaTh MMOOOYHOE JEHCTBHE Ha
MOUYEBBIICTUTENILHYI0 CHUCTEMY, YTO MOXET MPUBECTH K PA3BUTHUIO TIIOMEpPYJIOHEDPHTA,
MHTEPCTUIMAIBHOTO HeppUTa, MaNWUIPHOTO HEKPO3a, HEPPOTHUYECKOrO0 CHHAPOMA U OCTPOH
MOYEYHON HETOCTATOYHOCTH.

[Toxxuneie marueHThl 0COOCHHO TIOIBEPKEHBI HAPYIICHUIO (YHKITUH TOYCK.

bezonacnocms npumenenus 6 omuoweHuu neyeHu

[TaruenTam ¢ HapyiieHreM (QYHKIUY EYEHU MperapaT cleayeT Ha3Ha4aTh ¢ OCTOPOKHOCTBIO.
Kak u npu mpumenenun apyrux HIIBII, mpemapar MoxkeT BBI3bIBATH KPaTKOBPEMEHHOE H
HE3HAUUTEJIbHOE YBEJIMUYEHUE HEKOTOPBIX «IICUEHOYHBIX IMOKAa3aTeseil», a TakXKe BbIPAKEHHOE
NOBBIIIEHNE AaKTUBHOCTU acmapraramuHoTpaHcdepasbl (ACT) u amanmHamMuHOTpaHchepasbl
(AJIT). Ilpu COOTBETCTBYIOIIEM YBEIWYCHUHU YKA3aHHBIX TOKa3aTeliel JICUeHHE IpenapaToM
CIIeTyeT MPEKPATUTb.

[oxxuneie marueHThl 0COOCHHO TIOIBEPKEHBI HAPYIICHUIO ()YHKITUH TTEUSHHU.

bezonacnocmo NpUMEHEHUsA 6 OMHOULeHUU cepdetmo-cocybucmoﬁ cucmemsl U M0O3208020
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 2304 2024 N° 8143
(NOCNEACBATENEHOCTE 0001)

Kpo8oobpaujenusl

VY nanueHToB ¢ apTepuabHOM THIIepTEH3UEeH U/ WK CepACYHON HEJJOCTATOYHOCTHIO OT JIETKOH J10
CpedHel CTeNmeHH TSHKECTH B aHaMHe3e HEOOXOAMMO OCYIIECTBIEHHE COOTBETCTBYIOIIETO
KOHTpoOJIZ U pexomeHaanuii. Oco0yi0 OCTOPOKHOCTh HEOOXOAMMO COOJIOMATh MPHU JICUCHUH
OO0JBHBIX ¢ 3a00JIEBaHUSAMU CEp/illa B aHAMHE3€, B YACTHOCTH, C MPEALIECTBYIOIINMH 3HU300aMU
cepAeyHON HenocTaTouyHocTH, Tak kak Tepanust HIIBIT crocoOHa MOBBICUTH PHCK Pa3BUTHS
CEepPIEYHON HENOCTATOYHOCTH; ONMCAHbl CIy4al pa3BUTUSA 3aJCPKKHU JKUIKOCTH U OTEKOB,
cBsi3aHHbIX ¢ npumeHenrem HITBII.

KimHnyeckue neciaenoBaHus U dIUIEMUOIOTHYECKUE JaHHBIE TIO3BOJISIOT CAEIATh BBIBOJ O TOM,
yro HIIBII, 0coGeHHO B BBICOKMX [103aX M MPU JIUTEIHHOM MPUMEHEHUH, MOTYT NPUBOIUTH K
HE3HAYUTEIIFHOMY YBEIMYEHHUIO PUCKAa BO3HUKHOBEHUS apTepHAIbHBIX TPOMOO30B (Hampumep,
UH(papKTa MHOKap/a WIN UHCYNbTa). [l NCKIIOUEHUsS] pUCKA BO3HUKHOBEHHS TaKMX COOBITHH
IpY IPUMEHEHUH IEKCKETONpPOo(eHa TaHHBIX HEAOCTATOUHO.

Y nanuMeHTOB ¢ HEKOHTPOJIUPYEMOM apTepUaIbHOM TUIIEPTCH3UEH, 3aCTOMHON CEpACYHOU
HEIOCTaTOYHOCTBIO, MOATBEPKICHHOM HWIIEeMUYECKOil Ooie3Hbl0 cepAna, 3a0oJeBaHUSIMU
nepuepuyecKrx apTepuil U/Uim cocy10B FOJIOBHOTO MO3ra Mpernapar clieyeT IpUMEHSTh 10cie
THIATEIbHOU OLICHKH COOTHOLICHMS ITOJIb3BI U PUCKA.

Ilepen HayasoM JUIMTENHHOTO JIEUCHHUS MAIMEHTOB C (PaKTOpaMu pUCKa Pa3BUTHS CEPIEUHO-
COCYIUCTOro 3aboyieBaHUsl (HampuUMep, TpU TOBBIICHHOM apTepUAIbHOM  JaBIICHHH,
TUIEPIIMIINIEMUH, CaxapHOM Jualbere, KypeHMH) Takke HeoOXOo[uMa TIIAaTelbHas OLEHKa
COOTHOILIEHUS TOJIb3bI U PUCKA.

Hecenextususie HIIBII criocoOHbI yMeHbIIAaTh arperaiio TPOMOOIIMTOB U YBETUYUBATH BPEMSI
KPOBOTCYECHMS 3a CYET IMOJABIEHUs CHHTE3a IPOCTArJIaHIMHOB, B CBSI3M C YEM HA3HAYCHHUE
JeKcKeTonpodeHa nanueHTam, IpMHUMAIONIMM IpenapaThl, BIUAIOLINE HAa TeMocTa3 (HallpuMep,
Bap(apyH WK Apyrue KyMapuHbl, WK TeNapuHbl) HE PEKOMEHI0BAHO.

[To>xuible manueHTbl 0COOEHHO MOIBEPKEHBI HAPYIICHUSAM (PYHKIIUU CEPACYHO-COCYAUCTOM
CUCTEMBI.

Koowcnvie peaxyuu

Ouensb peako Ha ¢oHe nmpumeHeHus HIIBIT ormedanuchk cepbe3Hbie KOXKHBIE PEaKIIUU, BKITIOYAs
skc(oNMMaTUBHBIN  nepMatuT, cuHapoM CtuBeHca-/[DKOHCOHA, a Takke TOKCHYECKUU
AMUAECPMAIIBHBIA HEKPOJIU3, HEKOTOPBIE U3 KOTOPBIX 3aKOHYWINCH JIETAIbHBIM HUCXOI0M. Puck
pa3BUTHS TAKMX PEAKIMH y TALIMEHTOB, T0-BUIUMOMY, HanboJiee BEICOKUI B Hayase JIeYeHus, T.K.
OOJBIIMHCTBO ONMUCAHHBIX SBJICHUN HaOMIOJanuch B HEepBbIM Mecsl Tepanuu. Ilpum mepBom
NOSIBICHUM KOKHOM CBINH, MOPAKEHUH CIM3HUCTBIX 000JIOUEK MM JIIOOBIX APYTUX HMPU3HAKOB

THIIEPUYBCTBUTEIBHOCTH TNpuMeHeHune mnpenapara Jlekckeronpoden JIEKAC cuepyer
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(NOCNEQCBATENEHOCTE 0001)

PEKPATUTb.

Mackupoeka cumnmomos uHgheKyuoHHvIx 3a001e6aHUll

[Mpemapar J[lexckeronpodpen JIEKAC crnocobeH MacKupoBaTh CHUMIOTOMBI HEKOTOPBIX
MH(QEKIMOHHBIX 3a00J€BaHUi, YTO MOXET MPUBOAUTH K OoJjiee MO3JAHEMY Ha3HAUYEHUIO
COOTBETCTBYIOIIETO JICUEHUS, U TEM CaMbIM yXYAIIATh KCXO0 HH(PEKINOHHOTO 3a001eBaHus. DTO
Ha0II01A10Ch PU OaKTepUaAIbHON BHEOOILHUYHON THEBMOHUHY M OaKTEPUATBHBIX OCIOKHEHHSIX
BeTpsiHoW ocmbl. Korma mpemnapar Jlekcketonpoden JIEKAC BBoguTcst myis obserdenus 0o,
BbI3BAaHHON HH(QEKIIMOHHBIM 3a00JIEBaHUEM, PEKOMEHAYETCS KOHTPOJHPOBATH COCTOSHHE
nanpeHTa. B amOynaTopHbIX — ycnoBHsSX — (BHE — OOJBHUIIBI)  MAIMEHTY  CIEAYeT
MPOKOHCYJIETUPOBATHCS C BPAYOM, €CJIM CUMIITOMBI COXPAHSIOTCS WU YCYTyOISIOTCS.
Hononnumenvras ungpopmayus

Ocobast 0cTOPOKHOCTH TPeOyETCS IPH Ha3HAYEHUH TIpernapara 00JIbHBIM:

* C BpOXICHHBIMH HapyIICHUsIMH MeTabonu3Mma mnophupuHa (Hampumep, NpH  OCTPOH
nepeMexarorieics moppupun);

* ¢ 00€3BOKUBAHUEM;

* HETIOCPEJCTBEHHO MOCIIE OOIMIMPHBIX XUPYPIrHUECKUX BMEIIATEIbCTB.

Ecnu Bpau cuumtaer, 4rto IIUTENbHOE MPUMEHEHHE JEKCKeTONpodeHa HEoOXOIUMO, CleAyeT
PETYISIPHO KOHTPOJIHPOBATh (DYHKIIMIO TICUYCHH, MMOYEK U MOKa3aTeau O0IIero aHanm3a Kposu. B
OUEHb PEIKHX CIy4asX HaONIOMaUCh TSDKENbIE OCTpPhIE PEaKIUU TUIEPUYYBCTBHTEIHLHOCTU
(manmpumep, aHadumakTHueckuii mok). [lpu mepBBRIX TNpU3HAKAX TSHKEIOW PEaKIuu
TUTIEPYYBCTBUTEIHBHOCTH HEOOXOAMMO TIpeKpaTuTh pueM npenaparta Jlexckeronpoden JIEKAC.
HeobxomuMo HadaTh CHMOTOMATHYECKOE JICYCHHUE IO HAOIIOJEHUEM KBATH(DHIIMPOBAHHOTO
CHEUAIINCTA.

[TarueHTsl, cTpajaromMe acTMOW B COYETAaHUHW C XPOHMYECKUM PHHHUTOM, XPOHUYECKUM
CUHYCUTOM H/WIM TMOJIMIIaMU HOCA, MOJBEpPKEHbl 00Jiee BBICOKOMY PHCKY aJlJIEPrHUYEeCKUX
peaxnuii Ha ACK w/munu HIIBII, yem ocranbhas nmomyssiuus. [IpuMeHeHune npenapaTa MOXKeET
BbI3BaTh TNPUCTYH acCTMbl HJIM OpOHXOCHAa3M, OCOOEHHO Yy MAIlMeHTOB C aUIEPTUYECKUMU
peakuusimu Ha ACK wnum HIIBII.

B 0co0bIx ciydasix BO3MOXKHO pPa3BUTHE TSHKEIBIX MH(PEKIMOHHBIX OCIOXXHEHUH CO CTOPOHBI
KOXKM M MITKUX TKaHed Ha (oHe BeTpstHOM ocmbl. [IONHOCTBIO HCKIIOUUTH BEPOSITHOCTH
B3auMocBs3u npumenenust HIIBII ¢ pa3ButuemM mnog00HBIX HMH(EKIMOHHBIX OCIOXHEHUH B
HacTofAllee BpeMs HeBO3MOXkHO. [loaToMy mnpu BeTpsHOM ocme NpUMEHEHHs Mpernapara
Hexckeronpoden JIEKAC cnemyer nzberarts.

BcroMorarenbHBIE BEIIECTBA

[penapar comepxut nakTo3y 6e3BoaHY0. [larmeHTam ¢ peKo BCTpeyaromeics: HacueICTBEHHON
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HEINEPEHOCUMOCTBIO TadaKTO3bl, JAe(UIUTOM JIaKTaSB&n.II;B;IMGﬁJ%II EROYe ek ddnoit

ManibabcopOIHe He ciaeyeT NPUHIUMATh 3TOT Mpernapar.

B npenapare copepxxutcst menee 1 Mmmonb HaTpus (23 Mr) Ha 1 TabeTKy, HOKPHITYIO INICHOYHOM
000JI0UKOI, T.€. MpenapaT NPaKTUYECKH HE COAECPIKUT HATPHUSL.

Biusinue Ha CIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU

B cBs3u ¢ BO3MOHBIM IOSIBIEHUEM TOJIOBOKPYKEHMSI U COHJIMBOCTH B MEPUOJ NPUMEHEHUs
JIeKCKeTOnpogeHa, CIOCOOHOCTh K KOHLIEHTpPAIlMM BHUMAHUS M OBICTPOTa MCHUXOMOTOPHBIX
peakIuil y manrueHTOB MOTYT CHHKAThCsl, 0COOCHHO B IMEPBBIN Yac mocie npuema. [loatomy BO
BpeMsl MPUMEHEHUs JEKCKeTonpodeHa ciaenyeT coO0JaTh OCTOPOXKHOCTh NPHU YIPaBICHUU
TPAHCIIOPTHBIMU CPEACTBAMHM M 3aHATUAX MOTEHIUAIBHO ONACHBIMM BHUAAMHU JESATEIBHOCTH,
TpeOYIOLUMMH MOBBIIIEHHONW KOHIIEHTPAIIMH BHUMAHHSI U OBICTPOTHI ICUXOMOTOPHBIX PEaKLIUH.
®opma BBINLYCKA

[To 10 TabieToK B KOHTYPHYIO SUYEHKOBYIO YIAKOBKY M3 TJIEHKU MOJUBUHWIXJIOPUIHON U (HOJIBTH
AJIIOMUHHMEBOU I1€YaTHOM JIAKUPOBAHHOM.

ITo 30 TabyieTok B 6aHKM MOJIMMEPHBIE U3 MOIUATHIICHTEpeTanaTa ¢ KphIIIKaMH U3 OJIUITHIICHA.
Kaxmyro 6anky unu 1, 2, 3 win 5 KOHTYPHBIX SUYEHKOBBIX YITAKOBOK BMECTE ¢ MHCTPYKIIUEH 1O
MEIUIMHCKOMY TPUMEHEHHUIO B TAYKy KaPTOHHYIO.

YciaoBust XxpaHeHUs

XpaHuThb Npu TemrepaType He Boie 25°C.

XpaHUTh B HEAOCTYITHOM JIJIs IeTeid MecTe!

Cpok rognoctu

3 rona. He npumeHsTh IpenapaT nocjae UCTEYEHHs CpOKa TOAHOCTH.

YcaoBus ornycka

OTtmyckaroT 6e3 perenra.

HaunMeHoBaHMe M apec IOPUINYECKOIO JIMIA, HA UM KOTOPOI0 BbI/IAHO PErHCTPALMOHHOE
yaocToBepeHue/ IIpounsBoanTesn/ Opranusanus, NPUHUMAOLIAA NpeTeH3nu
norpeduTesICH:

3A0 «bepe3oBckuii dapmaneBTUUecKuii 3aBon», Poccusa, 623704, CepmioBckas o001.,

r. bepé3onckuii, yn. Konbresas, a. 13a. Ten./dakc: (343) 215-89-01, e-mail: info@uralbfz.ru.
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