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OBLIASI XAPAKTEPHCTHKA kapCTRSHEBPBATE R AR AT 004

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Jluzunonpun — BEPTEKC, 5 mr, Tabnerku.

Jluzunonpun — BEPTEKC, 10 mr, Tabnetku.

JInzunonpun — BEPTEKC, 20 mr, TabneTku.

2. KAYECTBEHHbBINA U KOJIUYECTBEHHBIA COCTAB
JleiicTByroII€E BEIIECTBO: JIM3UHOIPHII

Jlnsunonpun — BEPTEKC, 5 mr, tabierku

Kaxgast Tabnerka conepkut 5,44 Mr JIM3UHOIIPIIIA AUTUIAPATA, B TIEPECUSTe HA JTU3UHOIPUIT —
5 .

BcromoratenbHble BelIecTBa, HAaJIMYKWe KOTOPBIX HAJO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHJIpaT, HaTpuid (cM. pazaen 4.3, 4.4.).

JInsunonpuin — BEPTEKC, 10 mr, TabiaeTku

Kaxxgas tabnerka cogepkut 10,89 mr nusuHoNpuia quruapara, B nepecuyere Ha JIM3UHOIPHIT —
10 mr.

BcnomorarenbHnie BCIICCTBA, HAIMYUC KOTOPBIX HAAO YUUTBIBATH B COCTABE JICKAPCTBCHHOTIO
npenapara: JJaKTo3bl MOHOTHJIpaT, HaTpuii (cM. pazaen 4.3, 4.4.).

Jlmsunonpuin — BEPTEKC, 20 mr, Tabiaerku

Kaxnas tabnerka conepxut 21,78 Mr Iu3nHONpUia AUTHApATa, B IepecueTe Ha JIM3HHOMPUIT —
20 wmr.

BcenomorarenbHble BelecTBa, HaIU4YME KOTOPBIX HATO YYHUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npernapara: JakTo3bl MOHOTHIpaT, HaTpHil (cM. pasznen 4.3, 4.4.).

ITomHpIit MEPCUCHb BCIIOMOI'aTCIIBHBIX BCIICCTB IPUBEACH B pa3JiCjIC 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
Kpyriple MIOCKOUMIMHAPUYECKHE TaOJIeTKu Oeloro wiu mouyTH Oemoro 1Bera ¢ (ackoi

(o3upoBku 5 Mr u 10 mr) unu ¢ ¢packoit 1 OAHOCTOPOHHEN pHUcKoi (103upoBKa 20 mr).

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K TPUMEHEHHUIO
JlekapctBennsiii npenapat Jluzunonpun — BEPTEKC mnoka3zan Kk TpUMEHEHHUIO Yy B3POCIBIX B

BO3pacTte oT 18 jer:
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TUIIOTEH3UBHBIMU CPEJICTBAMH);

— XpoHuueckas cepaeuyHas HenocrarouHocTh (XCH) (B cocraBe KOMOWHHUPOBAHHOM
Tepanmuu s JIEYCHHUs] NAIMEeHTOB, MPUHUMAIOMIMX CEPACYHbIC TJIUKO3UABl W/UIU
JUYPETUKN);

— paHHee JeueHue ocTporo uHpapkra MuoOKapia (y MAIMEHTOB CO CTAaOWIbHBIMH
MOKAa3aTesIMA TeMOJIMHAMUKH B TEpBbie 24 4 i NMPOPMIAKTUKN AUCHYHKIUU JIEBOTO
JKEMyI0UKa U CepJICYHON HEIOCTATOUYHOCTH);

— naualernueckas HedpomnaTus (CHIKEHHE albOyYMUHYpPHHM Yy MAllMEHTOB C CaXapHBIM
nuaberoMm 1-ro Tura mpu HOPMAJIBbHOM apTepuaibHOM AaBiieHuu (AJ]) u y manueHToB ¢

caxapHbIM JuabeToM 2-T0 THIA ¢ apTepHalIbHOM TUIIepPTeH3HEH ).

4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

Pexxum 103upoBaHus

Jliist obecrieueHus pexxuMa 103UpOBaHUS JIM3UHONPIIIA B 103€ 2,5 MI' pEKOMEHAYETCS IPUMEHSTh
JU3UHONPWII B TabJeTKax 1Mo 2,5 MI WIM IO 5 MI' ¢ PUCKOM IPYyrux MpOU3BOAUTEINEH.
Apmepuanvuas cunepmen3susi

Pexomennyemas HauvanpHas 1032 JIM3MHONpPWJIA JUISL  TAllMEHTOB, HE IPUHUMAIOLIUX
TUIOTeH3UBHBIX cpeAcTB — 10 Mr 1 pa3 B cytku. IIpu oTcyTcTBHM TepaneBTHUYECKOTro 3 deKTa
J103y MOBBIIAKOT KaXable 2 — 3 HA Ha 5 MI 10 cpeAHel TepaneBThuueckoi 103bl 20 — 40 mr B
cytku. OOblyHasi moajepkuBaromas no3a cocrapiser 20 Mr 1 pa3 B cyTku. MakcumanbpHas
cyrouHas fo3a — 40 Mr 1 pa3 B CyTkH (B KIMHMYECKUX HCCIEAOBAHUAX MaKCHUMallbHas 103a
JAU3UHONpUIIa cocTaisia 80 MI B CyTKH, OJJTHAKO YBEIUYEHHE 710351 CBbIIIE 40 MI' B CYyTKH OOBIYHO
HE BEJIET K JalbHeimemMy cHikeHuo AJl).

TepaneBTudeckuii 2¢(heKT pa3BuUBaeTCs O0OBIUHO 4Yepe3 2 — 4 Helenu OT Haudaja JEYCHHS, YTO
ClelyeT yYuThIBaTh MPH yBeIHMueHUHU 103bl. [Ipy HemocTaTouHOM TepamneBTHUYEeCKOM 3(dexTe
BO3MOXXHO KOMOMHHPOBATH JIM3UHOMIPHUII C IPYTMMHU TUIIOTEH3UBHBIMU CPEACTBAMHU.

Ecnu manueHT npenBapuTeNbHO MONydall JICYeHUE JUYPETHKAMH, TO MX NPHEM JOJDKEH ObITh
MpeKpaiieH 3a 2 — 3 AHSA 0 Hadaja MPUMEHEHHS JU3NHOmpuia. ECiM 3TO HEBO3MOXKHO, TO
HayaJIbHas J103a IperapaTa He JTOJDKHA MPEBbIaTh 5 Mr B cyTkH. [locne npuema nepBoi 1036l
HE00X0IMMO HaOJI0JIeHHe Bpaya B TEUEHHE HECKOJIbKMX 4YacoB, TaK KaK MOXET BO3HUKHYTh
BbIpaXEHHOE CHI>KEHHE Al

Penosackynapnas eunepmensus unu opy2ue cOCMOAHUA C NOBLIUEHHOU AKMUBHOCMbIO PEHUH-
aneuomen3uH-arboocmeporosoul cucmemol (PAAC)

HauanbHas no3a au3MHONpUIIA COCTaBIsAeT — 2,5 — 5 Mr B CyTKH nof KoHTpojieMm AJl, GyHKIu
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MOYEK, COJCPKAHUS Kajusi B CHIBOPOTKE KPOBH. Hozmglaﬁ(r/l;m E%QF |§JCTa a'_BIl'I/IBa%T B

3aBUCUMOCTH OT BelnuuuHbl A/l

Hapywenue ¢pynxyuu novex

[TockonbKy TU3UMHOMPUIT BBIBOJUTCS MOYKaMH, TP MOYEYHOM HEAOCTATOYHOCTH HavajabHas /1032
onpenensiercs B 3aBucuMocTu oT kimpenca kpearrnarHa (KK): mpu KK 31 — 80 mu/mMun HavaapHas
no3a Ju3uHonpuia cocrapiseT 5 — 10 mr B cytku, npu KK 10 — 30 mn/mus — 2,5 — 5 Mr B CyTKH,
npu KK menee 10 mi/MuH, B TOM 4KcIIe y TAIIMEHTOB, HAXOIAIMXCS Ha TeMOIUaNn3e — 2,5 Mr B

cytku. [logaepxuBarorias 103a onpeaensercsa B 3aBUCUMOCTH 0T A/l (ipu peryisspHOM KOHTpOJIe
(GyHKIMY MOYEK, KOHLIEHTPALUU KaJlusl U HATPUS B KPOBU).

XpoHuueckas cepoeyHas HeOOCMamoyHOCms

[Ipu XCH navanbHas no3a Ju3uHONpHia cocTtaBisieT 2,5 mr 1 pa3 B cytku. [lepBbiii npuem
JU3UHOINPUIA HEOOXOAMMO HAaYMHATH TOJ MPHUCTAIbHBIM BpadyeOHBIM HAOIIOJIEHUEM Ui TOTO,
4yTOOBl OLIEHUTH BIMAHUE mpenapara Ha AJl. B panpHelimem o3y JM3UHONpPHIIA CIEAyeT
MIOCTENIEHHO yBEJIUWYMBaTh Ha 2,5 Mr ¢ untepBajioM B 3 — 5 aueit 1o 5 — 10 — 20 mr B cytku. He
PEKOMEHAYETCSl MPEBbINIaTh MAaKCUMaJbHYIO CYTOUHYIO 703y Ju3uHompuia 20 wmr (B
KJIIMHUYECKUX HCCIEAOBaHUSAX MaKCHUMallbHas J103a Ju3uHonpuia y nauueHtoB ¢ XCH
cocraisuia 35 mr 1 pa3 B cyTkn).

[To BO3MOXKHOCTH A0 Hayajla MpueMa JM3UHONpPHIIA CIeAYeT YMEHbIINUTh 103y AMypeTuka. Jlo
Hayaja JIeYeHUs! JTU3UHONPUIIOM U Jlajie€ B XOJI€ JICUEHHUSI CIIEeIyeT PEryJIspHO KOHTPOJIUPOBAThH
AJl, GyHKIMIO MTOYEK, COIEPIKaHNE KAJIUsl U HATPHUS B CBIBOPOTKE KPOBU BO U30EKaHUE Pa3BUTHS
apTepuanbHOM TMIIOTEH3UH U CBSI3aHHOTO C HEell HapyleHus QyHKIMH MOYeK.

Pannee neuenue ocmpozo ungpapxma muoxapoa

Cmapmosas mepanusi (nepsgvie 3 cymox ocmpo20 ungdapkma muokapoa)

B nepBbie 24 4 nocnie octporo nHGapkTa MUOKapa Ha3HAYaroT 5 MI JTM3UHOIPUIA OJHOKPATHO.
Yepes 24 yaca (1 cyTkH) Ha3HA4YaIOT 5 M JIM3UHOTIPHIIA OTHOKPATHO, yepe3 48 4acoB (JIBOE CYTOK)
— 10 mr nmu3MHONIpUIIA OJHOKPATHO.

Henb3a HaunHaTh neyeHue npu cucroandeckom AJl menee 100 Mm pr. CT.

[Taruentam ¢ Hu3kUM cuctonudeckum AJ[ (< 120 MM pT. CT.) B Hayaje JICYCHHS] U B TCUCHUE
HEPBBIX 3-X CYTOK MOCJIEe OCTPOro MH(papKTa MUOKap/a Ha3HAYaIOT MEHBIIYIO 103y JIU3HHONPHUIIA
—2,5mr 1 pa3 B CyTKH.

Toooeporcusarowias mepanus

[TognepxuBaromas o3a au3uHonpuia cocrasiseT 10 mr 1 pa3 B cytku. Kypc ieuenus — He MeHee
6 Henenb. B nanpHelimeM clieyeT OIEHHUTH 11€71€cO00pa3HOCTh MPOJOIDKEHHUS Tepanuu.
[TaniueHTaM ¢ CUMITOMaMHu CEpJACYHOM HEJOCTATOYHOCTH PEKOMEHIYETCS MPOJ0KATh MPUEM

JIM3UHOIIPpHUJIA.
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7103y JTU3WHONpPUIIA BPEMEHHO CHIKAIOT JI0 5 MT, IIPH HEOOXOAMMOCTH — 110 2,5 mr. B ciydae
JUTUTEJIBHOTO BhIpakeHHOTO CHIbkeHUsT A/l (cuctonmumyeckoe AJl Huxe 90 MM pT. CT. B TEUCHUE
Oonee 1 1) npuMeHeHUE JTM3UHONPUIIA HEOOXOAUMO MPEKPATUTh.

Jluabemuueckas Hegponamus (015 CHUdICEHUS ANLOYMUHYPUU V NAYUEHMO8 C CAXAPHbIM
ouabemom 1 muna ¢ HopmanrvHuimM AJ] u nayuenmog c caxapHulm Ouabemom 2 muna c
apmepuaIbHol cunepmensueli)

Hauanphas no3a nusuHonpuiia coctaBiser 10 Mr B CYTKH, KOTOPYIO HpH HEOOXOIUMOCTH
MOBBIAIOT A0 20 MI' B CYTKM JO0 JOCTH)KEHHUS LEJEBBbIX 3HAYEHUU auacTosimueckoro AJl
(mmactomuueckoe AJl HmKe 75 MM PT.CT. B TIOJIOKEHUU «CHIS» Y TMAIMCHTOB C CaxapHBIM
nuabeTom 2 Tuma).

[Tpu napymenun Qynkuuu noyek (KK menee 80 mur/mMuH) HauanbHasi J03a OIpenesseTcs B
3aBucuMocTH oT KK (cM. BbI1IIe).

Oco0ble IPVIIILI TAIUEHTOB

Tayuenmur nodwcunozo eospacma
VY nanueHToB NOKUJIOro BO3pacTa Ipenapar cleAyeT IPUMEHATh C OCTOPOKHOCTBIO.
eTu
be3zonacHocth 1 3 dextuBHOCTh Npenapara Jluzunonpun — BEPTEKC y nereit B Bo3pacte 10
18 et He ycTaHOBNEHBI. JlaHHBIE OTCYTCTBYIOT.

Croco0 rmpuMeHeHus

BHyTps, 1 pa3 B cyTku yTpoM, HE3aBUCUMO OT BPEMEHHM ITPHEMA ITUIIH, IPEAIIOYTUTEIBHO B OJHO

U TO K€ BpeM.

4.3. IlpoTuBONOKA3aHNUSA

— T'unep4yBCTBUTENBHOCTD K JIM3UHONPHITY UM K JIFOOOMY M3 BCIIOMOTaTeIbHBIX BELIECTB,
IIEPEYUCIIEHHBIX B paszaene 6.1.

— AHTMOHEBPOTHUYECKHI OTEeK B aHaMHe3e, B TOM YHWCIIE CBS3aHHBI C MpPUMEHEHHEM
UHTUOMTOPOB aHTHMOTEH3UHIpeBpamaomero ¢epmenra (AIlD), waumonaTuyeckuii
AQHTMOHEBPOTUYECKUN OTEK, HACJIEJICTBEHHbI aHTHOHEBPOTUUECKUN OTEK.

— bepemMeHHOCTh U epuoOJI TPYIHOTO BCKapMiIuBaHus (cM. pazzen 4.6.).

— OpnHoBpemeHHoe npuMeHeHne npenapara Jluznnonpuwin — BEPTEKC ¢ anuckupeHoM u
npenapaTami, COJEpXKalluMH aTUCKUPEH, Y MAallMEeHTOB C CaXapHbIM JUabeTOM W/WiH
YMEPEHHBIMH WJIN TSDKEJIBIMU HapyHUIEHUAMH (PYHKLIUHU MOYEK (CKOPOCTh KIyOOYKOBOM
unsrpanun (CK®) menee 60 Mn/mMun/1,73 M? maomaay moBepXHOCTH TeNa).

— OJnHOBpeMEHHOE MPUMEHEHHUE C aHTaroHucTamu peuentopoB anruorensuna I (APA 1) y
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MaIlMEeHTOB ¢ JUA0CTHYECKON HePPOTIaTHEH.

— OpnHOBpEeMEHHOE TPUMEHEHHWE C HWHTHOMTOpaMH HEWTpaJbHOW  SHAONENTHAA3BI
(HampuMep, C IMpenaparamMy, COACPKAIIUMH CaKyOUTPUII) B CBSI3H C BBICOKUM PHCKOM

Pa3sBUTHUA aHTUOHCBPOTHYCCKOI'O OTCKaA.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

— aprepualibHas TMIIOTEH3Us, IBYCTOPOHHUM CTEHO3 MOYEUHBIX apTEPUIl MU CTEHO3
apTepuu €IMHCTBEHHOW MMOYKH;

— PEHOBACKYJIIpHAs TUIIEPTEH3US;

— mnoueynas HepoctarouHocTh (KK menee 30 min/mun);

— COCTOSIHME I10CJIE€ TPAHCIIJIAaHTALIUY [TOYKH;

— AOpTaJIbHBII UM MUTPAIbHBIN CTEHO3;

— runepTpoduveckas OOCTPyKTUBHAS KapAUOMHUOIIATHUS;

— XCH;

— HIeMuyeckas 00JIe3Hb cep/lla Win 1epeOdpoBacKysipHbIe 3a00IeBaHNUs;

— CHCTeMHBbIE 3a00JICBaHHS COCIMHUTEIBHON TKaHU (CUCTEMHas KpacHast BOJTYaHKa,
CKJIEpOAEpPMHUS U JIp.), YTHETEHHE KOCTHOMO3TOBOI'O KPOBETBOPEHUS,
MMMYHOCYTIPECCUBHAs Tepanusi, OJHOBPEMEHHOE TPUMEHEHHE AIOMYPUHOIA UITH
MPOKaMHAMUJIA, UM KOMOWHAIUS YKa3aHHBIX OCIOXKHSIONINX (DaKTOPOB (PUCK Pa3BUTUS
HEUTPONIEHUH U arpaHyJI0IMTO3a);

— TI€YEHOYHas HeJOCTaTOYHOCTb;

— caxapHblii quaberT;

— TUINEpPKaTHUEMHS;

— OJHOBpPEMEHHOE MPUMEHEHHUE C KaJIuiicOeperalonmMm JUypeTHKaMu, ITpernapaTaMu
KaJIMsl, KAJTMICOIEpKAIMMU 3aMEHUTEISIMU MTUIIEBOM COJIH;

— OJIHOBPEMEHHOE IPUMEHEHHE C IIPENapaTaMy JUTHS,

—  OTATOIIEHHBIN AJJIEPTOJIOTHYECKUI aHAMHE3;

— OJIHOBPEMEHHOE MPOBEICHNE JECEHCUOMIN3AINY aJlIEPreHOM U3 si/1a
MEePETOHYaTOKPBLIBIX;

— OJIHOBPEMEHHOE MPOBEIeHNE MPOLEAYPHI apepe3a TUMONPOTEUHOB HU3KOH MIIOTHOCTH
(JIITHII-adepesa) ¢ ncnonab3oBaHUEM JIEKCTpaH Cyibdara;

—  TeMOJHAlIH3 C HCTOIB30BAHNEM BBICOKOTIPOTOUHBIX MeMOpaH (Takux kak AN69®);

—  COCTOSIHHSI, COTIPOBOXKIAIOIIHMECS CHIKEHHEM o0beMa rupkynupytomei kposu (OLIK) (B
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NIOBAPEHHOM COJH, TUaliu3e, Tuapee Uil pBOTe);

— TUIOHATPUEMHS;

— 1mojarpa, THIepypUKEMHS;

— TPUMEHEHHUE BO BPeMs OOJIBIINX XUPYPTHUECKUX BMEIIATENLCTB HITH P IPOBEJACHUN
00I11Iel aHeCTe3 N,

— TPUMEHEHHUE Y MAMEHTOB HETPOUIHOM pachl,

— IpUMEHEHHE y NAIMEHTOB [I0KUIIOr0 Bo3pacTa (ctapiue 65 jerT).

Oco0ble yKazaHus

Apmepuanvras cunomen3us

Yamie Bcero BeipaxkeHHoe cHIbkeHHE AJl Bo3nukaeT npu cHmkenun OLK, BeI3BaHHOTO Tepanueit
JUYPETUKAaMH, YMEHBIIECHUEM COJEPKAaHUS IIOBAPEHHOW COJM B IULIE, AUATU30M, JUapeei Win
PBOTOH, a TAaK)KE€ y NALMEHTOB C TSHKEJIOW PEHUH3aBUCUMON apTepUabHOM THIIEPTEH3UEH.

[Tpu XCH ¢ oqHOBpeMEHHOM OYEYHON HEIOCTATOUHOCTHIO MM 0€3 Hee BO3MOYKHO BbIPaXKEHHOE
cumxenue AJl. Yamie Bcero BeipakeHHOE CHIDKeHHUE AJl BBISBISIETCS Y MAIIMEHTOB C CEPACUHON
HEJ0CTaTOYHOCTBIO B TSKEJION CTENEHH, KaK CIEICTBAE IPUMEHEHNUS IE€TIEBBIX» TUYPETUKOB B
BBICOKHUX J1033X, TMIIOHATPUEMUH UM HApyIIEeHUs (PYHKIMH [TOYeK. Y TaKUX MallleHTOB JIeYeHHe
npenaparoM Jluzunonpun — BEPTEKC namo naumHaTh moa CTpOrUM KOHTpPOJEM Bpada (C
OCTOPOKHOCTBIO IMTPOBOJUTH 110A00P A03bI IIpernapara u AMYPETUKOB).

[TonoGHBIX TpaBU CleAyeT MpUIEpKUBATbCcs NPU Ha3HAYeHMM mpenapara JluzuHompun —
BEPTEKC nmamuentam ¢  umemMudeckod  Oolle3HBbIO — cepilla, IiepeOpoBacKyIspHON
HEJ0CTAaTOYHOCTBIO, Y KOTOPBIX pe3Koe CHIKeHue AJ] MOXeT mpuBecTH K MH(papKTy MHOKapaa
WU UHCYJIBTY.

TpaH3uTopHass TUIOTCH3UMBHAs peEaklUMs HE SBIAETCA NPOTUBOIOKA3aHUEM Ui I[IpUEMa
cienyroomeid no3el npenapata. [Ipm npumenenun npenapara Jlusunonpun — BEPTEKC y
HeKoTophIx manueHToB ¢ XCH, HO ¢ HOpMaNbHBIM WM CHUXEHHBIM AJl, MOXET oTMeudaThcs
cHmkeHnne AJl, 9To 0ObIYHO HE SBISAETCSA MPUIMHON ISl IPEKPAIICHUS JICUCHUSI.

Jo navama nedenuss npenapatoMm Jlmsmnonpun — BEPTEKC no BO3MOXHOCTH cClenyeT
HOpPMaJIN30BaTh KOHIIEHTPALWIO HATpus W/uiu BocnoidHuTh OLIK, TmiaTtenbHO KOHTPOIUPOBAThH
JeiicTBue HavasbHOM 10361 npenapara JInsunonpun — BEPTEKC na A/l nanuenra.

B cnyuae pa3BuTHs CUMIITOMAaTHYECKON apTepHalbHON T'MIIOTEH3UU MOXET ObITh HEOOXOAMMO
CHIDKEHUE JI03bI WIIM IIPEKpAIleHUE pUeMa JIM3UHOIIpUIIa.

Apmepuanvhas cunomen3us npu 0OCMmpom UuH@apkme Muokapoa

[Ipu octpom uH(papKTe MUOKapAa HeNb3sd HAYMHATH TEPANHIO0 JIM3UHONPHIIOM, €CIU H3-3a

MPEbIAYILIEro JeUYeHUs COCYIOPacIIUPSIONIMMH MpernapaTaMy CyIIeCTBYET PUCK JalbHEHUIIEro
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cuctonnueckuM AJl < 100 MM pT. CT. WM C KapAMOT€HHbIM LIOKOM. B mepBbie 3 aHs mocie
uH(papKTa CleIyeT CHU3UTh J03Y Mpemnapara, eciu cucronndeckoe AJl < 120 mwm pr. cr. [Ipu
cucroanyeckoM AJ[ < 100 MM pT. CT. OJACPKUBAIOIIYIO 03y CIEAYET CHU3UTh 10 5 MI WU
BpeMeHHO 70 2,5 mr. [Ipu ycToliunBOM apTepralibHON runoTeH3uu (cucrommueckoe AJl < 90 mm
PT. CT. Ha POTsKEeHUM Oosiee 1 yaca) Teparnio JTU3UHONPUIIOM CIIETYET IPEKPATUTD.

[TokazaHo mpUMeHEeHHEe CTaHJAPTHON Tepanuu (TPOMOOIMTHKY, alleTHIICATUIIIIIOBAs KUCTIOTa (B
03axX, TPUMEHSEMBIX B KAauyeCTBE aHTUArPEraHTHOTO CpeACTBa), [-aaApeHOOIOKATOPHI).
Bo3moxno npumenenune npenapara Jluzunonpuinm — BEPTEKC coBMecTHO ¢ BHYTPUBEHHBIM
BBEJICHUEM WIH C IPUMEHEHUEM TEPANEeBTUUECKUX TPAHCAEPMAIbHBIX CUCTEM HUTPOIJIMLEPHUHA.
Aopmanvheiil U MUMPATLHBIN CTMEHO3bL / 2unepmpoguueckas Kapouomuonamus

Kak u B cnydae c gpyrumu unruouropamu AllD, nusuHONpHI clieqyeT MPUMEHSTHh C
OCTOPOKHOCTBIO Y AI[UEHTOB CO CTEHO30M MUTPAJILHOTO KJIaraHa U OOCTPYKIUEH BBIHOCSIIIETO
TPaKTa JIEBOT0 Key10uKa (TIpH a0PTaILHOM CTEHO3€ WIIH TUIEPTPOPHUECKON KapAUOMHOTIATHH ).
Hapywenue ¢ynxyuu novex

Y mnauuentoB ¢ HapymenueM ¢yHkiun mnodek (KK menee 80 mu/MuH) HauwanbHas a03a
JU3UHONpUIA JOJbKHA ObITh momoOpanHa B coorBerctBuM ¢ KK mamumenta (cm. pasgen 4.2).
PerynspHblii KOHTpOJb COJEp)KaHUS KalMus U KOHLEHTPallMd KpeaTUHUHA B IIa3M€ KPOBU
ABJIIETCS 0053aTE€IbHON TAKTUKOMN JIEUEHUS TAKUX MAIlUEHTOB.

Y naumenroB ¢ XCH aprepuanbHas THUIIOTEH3US, BO3HUKIIAS BCIEACTBUE IPUMEHEHUS
uHrnoutopoB AII®, MoxeT NpUBECTH K JalbHEHIIeMy HapylIeHUIO (GYHKIUU MOYeK. Y Takux
NAIMEHTOB OMKMCAHBI CIy4au OCTPON MMOYEYHON HETOCTATOYHOCTH, OOBIYHO 0OpaTHUMOM.

[Tpu cTeHO3€ MOYEeUHbIX apTepHil (B 0COOEHHOCTHU NPHU ABYCTOPOHHEM CTEHO3€ WIIM IIPU HATUYUU
CTEHO3a apTepUM EJUHCTBEHHBIH MOYKH), a TaKXKe NMPH HEJOCTATOYHOCTH KPOBOOOpAIEHUS
BCJIEJICTBHE HEJIOCTATKA MOHOB HATPHUS M/WUJIM KHUJIKOCTH, IPUMEHEHHUE npenapara JIn3uHonpui —
BEPTEKC MoOeT mpHBECTHM K YBEJIMYEHUIO KOHLEHTPALUW CHIBOPOTOYHOIO KpEaTMHWUHA W
MOUEBHHBI B IJIJa3M€ KPOBH, HApYIIEHUIO QYHKIIMH TIOYEK, OCTPOM MOYEUHON HETOCTATOYHOCTH,
KOTOpasi 0OBIYHO OKa3bIBAETCA HEOOPATHUMOH 1OCIIe OTMEHBI Npernapara.

[Tpy HaMuMM PEHOBACKYISIPHON T'MIIEPTEH3UU CYIIECTBYET BBICOKMM PHUCK Pa3BUTHUS TXKEION
apTepHalIbHON TUIOTEH3UU U TMOYEYHOM HEeAOCTAaTOYHOCTH. JIJii TakuX NaIMEeHTOB JIeYEeHHE
cleyeT HayMHaTh IOJ TIIATEIbHBIM MEAMIMHCKUM HaOJIOJEHHEM C MalblX 103, KOTOpbIE
JIOJDKHBI OBITH TOYHO MOJ00paHbl. [1OCKONBKY JeueHHe AUypeTHKaMH MOXET CIIOCOOCTBOBATh
Pa3BUTHIO YKA3aHHBIX BBIIIE COCTOSHUMN, B TEUEHHUE JICUECHUS JTU3NHONPUIIOM IIPUEM TUYPETUKOB
JOJKeH OBITh MpEeKpalleH, NMpu 3TOM (YHKIUIO MOYEK CIeAyeT KOHTPOJIHPOBaTh B TEUEHHE

MNEPBBIX HECACIIb.
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YV HEKOTOPBIX NAMEHTOB C APTEPUATIBHON TUTIEP TGHSHefI':gg;I ;BM%QGJIEM; %ro-léfizl:g%:i%éqex

MIPUEM JTM3UHOIPUIIA, 0COOCHHO Ha (DOHE TUYPETHKOB, BHI3BIBACT IMOBBIIICHUE YPOBHS MOYECBUHBI
B KpPOBH W KpEaTHWHWHA B CHIBOPOTKE KpPOBHU; OTH H3MCHCHHS, KakK TPaBUIIO, OBIBAIOT
HE3HAYUTENIbHBIMU U MPEXOIUMU. BeposSITHOCT WX BO3HUKHOBEHHS BBILIE y MAIIUEHTOB C
HapylieHreM QpyHKIMY movek. B Takux ciayyasx MOXKET BOSHUKHYTh HEOOXOAUMOCTh B CHUYKEHU U
JI03bI M/WJTH MIPEKPAIICHUH IpHeMa JUYPETHKA U/WIH JTU3HHOIPHUIIA.

[Tpu ocTpom uHpapKTe MUOKapa TePANHIO JU3HHOIPUIOM HE CJelyeT HAYMHATH MalUeHTaM C
pU3HAKaMU HapylleHUs (YHKIHMM MOYEK, TO €CTh MPHU KOHIEHTPAMU KpeaTUHUHA B IUIa3Me
kpoBu 177 MxMmoub/i w/unu niporerHypun 500 mr/cytku. Ecnu ¢yHKIMs modek Hapymaercs Ha
(doHe NpUMEHEHHUs JIM3UHOIIPIIA (KOHLIEHTPAllUs KpeaTUHUHA B IUIa3Me KPOBH IpEBbIIIAET 265
MKMOJTB/JT WJIM YABAUBACTCS €€ 3HAYCHHUE JI0 HaJalia JICYCHHUs ), HeOOXOIMMO PEIIUTh BOIIPOC 00
OTMEHE Ipernapara.

Peaxyus cunepuyscmeumenvrocmu, aHeUOHE8POMUYECKULL OMeK

AHTMOHEBPOTHUYECKUN OTEK JIMIIA, KOHEYHOCTEH, Iy0, S3bIKa, TTIOTKH W/MIU TOPTAHH, KOTOPKIMA
MOYKET BO3HUKHYTH B JIFOOOH MEpHOJ JICYCHHUS, PEIKO OTMEUANICs y MAIlMEHTOB, MOJTYYaBIINX
nedenue uaruOutopamu All®, Briatovas nu3uHONpWI. B Takux ciydasx jedeHue mpernapaToM
HEOOXOUMO KaK MOXKHO ObICTpee MpEeKpaTHTh, U 3a MalMEHTOM YCTaHOBUTH MEAMIIMHCKOE
Ha0JII0/IEHUE /10 MOJTHON PEerpeccuy CUMITOMOB.

Jlaxxe B Tex citydasix, KOTa OTE€K 3aTparuBaeT TOJIbKO S3bIK, 0€3 IPU3HAKOB HApYIICHUS AbIXaHMUS,
nmaleHTaM  MOXeT MOTpeOoBaThcsl  JUIMTENBbHOE  HAONIOJIGHHe, TIOCKOJBbKY — Tepamus
AHTUTUCTAMUHHBIMU TIperapaTaMu U TIIFOKOKOPTUKOCTEPOUIaMU MOXKET OBbITh HeloCTaTo4yHa. B
PeAKUX CIIy4asX aHTMOHEBPOTHUECKHUN OTEK, CONMPOBOXKAAIOIIMNCA OTEKOM TOpTaHU WJIU SI3bIKa,
MOKET MPUBECTH K JeTaIbHOMY Ucxoy. OTeK s3bIKa, HAATOPTAaHHUKA WM TOPTAHU MOXKET OBITh
OPUYMHON OOCTPYKIIMM JIbIXaTeNbHBIX MYTEH, OCOOEHHO y MAIMEHTOB, paHee MepPeHEeCIINX
XUPYpPru4eckoe BMEMIATeNhCTBO Ha OpraHax JbIXaHHs, MOITOMY HEOOXOAMMO HEMEIJICHHO
MPOBOJUTH COOTBEeTCTBYyIOIIy0 Tepamuo (0,3 — 0,5 mum 1:1000 pactBOopa »smuHedpuHa
(ampeHanmHa) TIOJKOXXKHO) W/WIM  MEpPhl TIO OOECNeYeHWI0 CBOOOTHOW TPOXOIUMOCTH
JIbIXaTenbHbIX nyTed. [lanveHT [omKeH HaXOAuThCAd MOJ TIIATEIbHBIM MEAUIUHCKUM
HaOII0IEHUEM JI0 TIOJTHOTO U CTOWKOTO MCYE3HOBEHUS CUMITTOMATHKH.

B penxux cnydasx Ha ¢one tepanuu uHruOnTopamu AIID pa3zBuBaeTCs MHTECTUHAIBHBIA OTEK
(aHTHOHEBPOTUYECKHUH OTEK KHIeuHuKa). [Ipu 3TOM y marimeHToB oTMe4yaeTcst 00J1b B )KUBOTE KaK
M30JIMPOBAHHBIA CUMIITOM HIIM B COYETAHHWH C TOUTHOTOM M PBOTOH, B HEKOTOPHIX Cliydasx 0e3
MPEAIECTBYIONIETO AHTHOHEBPOTUYECKOTO OTEKA JIUIIA U TPU HOPMaJIbHOM ypoBHE C1-3CTEpasbl.
JlnarHo3 ycTaHaBIMBAETCS C TIOMOIIBI0O KOMITBIOTEPHOM ToMorpaduu OpIOIIHONW TOJOCTH,

YJIBTPA3BYKOBOI'O UCCICAOBAHMS UIIN TP XUPYPIrUUICCKOM BMEIIATCIILCTBE. CHMIITOMBI MCYE3aIH
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OoTeKka HeoOXOJMMO YYHUTHIBATh NpPHU NpoBeaeHUHM auddepeHnnanbHoi TuarHocTuku Oomneil B
KHUBOTE Y MALMEHTOB, MPUHUMAIOUINX HHTHOUTOpHI AT1D.

[TanMeHThl, y KOTOPBIX paHee OTMEYaJICsl aHTMOHEBPOTUYECKHI OTEK, HE CBA3aHHBIN C IPUEMOM
uHruouTopoB AIID, moryr ObITh B OOJIbIIEH CTENEHH TOABEP)KEHBI PHUCKY Ppa3BUTHUSA
AQHT'MOHEBPOTUYECKOT0 OTEKA IpU IpUMEeHEeHNU nHruoutopos AlID.

VY nanueHToB HETPOUIHON pachl, IPUHUMABIIUX UHTUOUTOPHI AII®D, aHTMOHEBPOTUUECKUN OTEK
HaOJI01asICs yallle, 4YeM y MpeACTaBUTENEH Ipyrux pac.

OnHoBpeMeHHOe  TpuMeHeHune  uHruoutopoB  AIl® ¢ cakyOutpuiaom/BajcapTaHOM
IIPOTUBOMNOKA3aHO U3-32 MOBBIIIEHHOI'O PUCKA Pa3BUTHS aHTMOHEBPOTUYECKOTo oTeKa. Jleuenue
CaKyOMTpHIIOM/BaJICApTAaHOM HE CIIelyeT HaUMHATh paHee, 4eM uepe3 36 4acoB Mmocie MmocieaHen
J103bI TM3UHOIIpUIIa. JIeueHre Tu3MHONPUIIOM HE I0J>KHO HAUMHATBCS paHee, 4yeM uepe3 36 yacoB
nocJie mocieIHel 103bl cakyOuTpuiia/BajacapTaHa.

VYBenuyeHne pHUCKa pPa3BUTHS AHTMOHEBPOTHYECKOTO OTEKa HAONI0NANIOCh y MAIMEHTOB,
OJTHOBPEMEHHO NpUHUMAOMUX HHrHOMTOpel AII® M Takue JeKapcTBEHHBIE CPENCTBA, Kak
uaruOutopel mMTOR (Hampumep, TEMCHUPOIUMYC, CHUPOJHMMYC, 3BEPOIHMYC), HHTUOUTOPHI
munentuauinentuaassl [V tuna (JAIITI-1V) (cutaraunTuH, CakcarIMOTHH, BWIIATJIMIITHH,
JUHATJIUNTHH), 3CTPAMYCTHH, WHTUOUTOPBHl HEUTpanbHOW SHOoNENnTuaasbl (palekagoTpuil,
CaKyOUTpHII) M TKaHEBbIE aKTUBATOPHI MJIA3MHUHOTEHA.

Crnenyer mposiBISATH OCTOPOXXHOCTh HPU Hayaje JIEUCHUs paleKkaJoTpHIIOM, MHIMOUTOpaMu
mTOR (Hanpumep, CUPOTUMYC, 3BEPOIUMYC, TEMCUPOJIUMYC) U BUJIATIMOTUHOM Y HAllUEHTOB,
y>Ke PUHUMAIOIUX UHTHOUTOpHI AT1D.

Anaghunaxkmouonvle peakyuu npu 2emooudaiuze

AHapWIaKTOMIHBIE pEaKIMM OTMEYAIOTCS Yy TMAalUEeHTOB, MOJBEPrHYTHIX TI'€MOAHANIN3Y C
MCIIOJIb30BAHUEM BBICOKOMPOTOYHBIX MANM3HBIX MeMOpan (Hanpumep, AN69®), koTopsle
OJIHOBPEMEHHO NpUHUMAIOT MHrHOuTOphl AIID. V TakuxX MaluMeHTOB CIEAYyeT pPaccMOTPETh
BO3MOXXHOCTh MIPUMEHEHHSI IPYrOro TUIa MEMOpPAaHBI JUIs IMain3a Win APYroro rinoTeH3UBHOTO
CpEICTBa.

Anagunaxmouonvie peaxyuu npu nposedenuu JIIHII-agepesa

B penkux ciydasx npu nposenenun adepesa JIITHII ¢ ucnonp3oBanueM aekcTpaH cyibdaTa y
NAlMEeHTOB, TNojy4yaroumx uHruOuTopel All®, MOryrT pas3BUTBhCS JKH3HEYTPOKAIOIIUE
aHa(UIaKTOUHbIE peakuuu. I mpeaynpexaeHus pa3BUTHS aHA(PHUIAKTOUIHON peakluu
ClIeZlyeT MPEeKpaTUTh NpuMeHeHre HHruoutTopos AIID nepen kaxapiM ceancoM adepesa.
Hecencubunusayus

VY manmeHToB, NpuHUMAIKMX UHTHONTOphl AIID Ha (oHe neceHCHOMMM3UPYIOMICH Teparnuu
9
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1y OTUETY

MOYKHO M30€KaTh, €CIIM BPEMEHHO NPEKPaTUTh JeueHne mHruouropamu AllD nepen xaxaon
JeceHCHOMIM3ael Ha THMEHOINTEPY, OJHAKO ClydailHOe NpuMeHeHHe HHTHOuTOpoB AllD
MOYKET CIPOBOLIMPOBATh aHA(UIAKTOMIHYIO PEAKIIMIO.

Hapywenue ¢ynkyuu neuenu

[Tpumenenne nHruOuTOpoB AII® MOXKET NPUBOAUTH K PA3BUTHUIO XOJIECTATUUECKON KEITYXU C
IPOTPECCUPOBAHUEM BIUIOTH 10 (yJIBMHHAHTHOTO HEKpO3a MeueHH M (B PEOKUX Cllydasx)
JEeTaNbHOIO UCXOAa. MexaHu3M Pa3BUTUS JAHHOIO CHHJpoMa HesiceH. IloaTomy HeoOxonumo
IIPEKPATUTH NIPUEM IIpernapaTa Ipy MOBBIIIEHUY aKTUBHOCTH IIEYEHOYHBIX TPAaHCAMHUHA3 B IJIa3Me
KpPOBH U IIOSIBJIEHUM CUMIITOMOB XOJIECTa3a.

Heuimponenus/azpanynoyumos

v MAIMEHTOB, IPUHUMAOILUX UHTUOUTOPBI AllD, MOTYT pa3BHUBaTHCA
HEUTpOIeHHs1/arpanyaouuTo3, TPOMOOLMTONCHU U aHeMHs. Y MalUeHTOB C HOpMaJbHOM
(GyHKIMEN MOYeK U B OTCYTCTBUU OCJIOKHEHMIM HEUTpOIIeHUs pa3BuBaercs penko. Helitponenus
¥ arpaHyJoOLUUTO3 00paTHMBI U TIPOXOJIAT IOCIIE IPEKpaieHus mprueMa HHruHOuTopoB AIlD.

C 0c000i1 0CTOPOKHOCTHIO HEOOXOAMMO TPUMEHATh JTU3UHONPUI Yy NAIIUEHTOB C 3a00JI€BaHUSIMHU
COEMHUTENIBHOM TKaHHU (B TOM 4YHCJE C CUCTEMHOM KpacHOW BOJYAHKOM, CKiepoiepMHei), ¢
COCYIUCTBIMU IIPOSIBICHUSAMH, IPOXOJSIIMM KypC JICYEHUS HWMMYHOJENPECCAHTaMH, C
YTHETEHUEM KOCTHOMO3TOBOTO KPOBETBOPEHUS, a TaKK€ B KOMOMHAIIMU C aJJIOMYPUHOJIOM WU
NPOKauHAMUJIOM, OCOOCHHO NP HATMYUH HapyILIEeHUs (PYHKIIUH MTOYEK.

VY TakMX MalMeHTOB, BCIEACTBUE OOJBIION BEPOATHOCTH PAa3BUTHUS BBIPAKEHHON HEUTPOIIEHUH U
arpaHyJolMTO3a, MOBBIUIEH PUCK pA3BUTHUS TKENbIX HHPEKIUH, B HEKOTOPBIX CIIydasx
YCTOMUYMBBIX K WHTEHCHUBHOM aHTHOMOTHKOTEepanuu. B ciydae mnpuMeHeHHs TMpenapara
JInzunonpun — BEPTEKC y Taknx naiiueHTOB pEKOMEHAYETCSI IPOBOAMUTD PETYIISIPHBII KOHTPOJIb
JIEUKOILUTOB KPOBH, MPHYEM MAIMEHTOB CJIEAyeT MPEAyNpPeauTh O HEOOXOIUMOCTH COOOLIATh
Bpauy O JII0ObIX MPU3HAKAX UHPEKIINH.

sotinas 6nokaoa PAAC

Coobmanocs o ciaydasx apTepuHaJbHONW TMIOTEH3UH, 0OMOpOKE, MHCYIbTE, THIEPKAINEMUH U
HapylmeHUsIX (YHKIMM TOYeK (BKIOYas OCTPYIO IOYEYHYIO HEJOCTaTOYHOCTb) Y
BOCIPUHUMYMBBIX MAIlMEHTOB, OCOOCHHO MPU OJHOBPEMEHHOM NPUMEHEHHH C JIEKAPCTBEHHBIMU
npernapaTamu, KOTOpbIE BIUSAIOT Ha ATy cuctemy. [loatomy nBoitHas 6;1okaga PAAC B pesynbrare
coyetanusi UHTHOUTOpoB AIID ¢ APA II nnu anuckupeHoM He peKOMEHTyeTCsl.
OnHoBpeMeHHOE MpuMeHeHne MHruouTopo AIID ¢ npemaparamu, copepiKallMMy aIUCKUPEH,
IPOTHBOIIOKA3aHO Yy MAIMEHTOB C CaXapHbIM AMA0ETOM W/MIM C YMEPEHHOM WIN TSDKEIOH

noveunoit HegocTarouHocThi0 (CK® Menee 60 ma/mun/1,73 M? nnomaay NoBepXHOCTH Tena) U
10
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HE PEKOMEHAYeTCs y APYTUX MalleHTOB.

OnnoBpemenHoe npumenenne HHruouTopos AII® ¢ APA II mpoTuBOMOKa3aHoO y MAIEHTOB C
nrabeTHYecKor HepomaTue  He PeKOMEHIYeTCsl y APYTUX NaIllMeHTOB.

Pacosas npunaonescrnocmo

Wurubutopsl AII® wyamie BBI3BIBAIOT pPa3BUTHE AHTMOHEBPOTHYECKOTO OTEKa Yy MAIMEHTOB
HErpOMJHOM pachl IO CPAaBHEHHUIO C IMALlMEHTaMU JIPYrod pacoBOM NpuHauIekHOCTUH. Kak u
npyrue uHruouTopsl AII®, nu3nHONPHI MOXKET ObITH MeHee d((EKTUBHBIM B CHIDKEHHH Al y
MAIMEHTOB HErPOMIHOI packl, BOZMOXKHO, BCIIEJCTBUE O0Jiee BHICOKOM YaCTOTHI JIUI] C HU3KUM
YPOBHEM PEHHHA B MOIYJISIUY NAUEHTOB HErPOUIHON pachl,

CTPAJAIOIINX apTEPUATIBHON TUIIEPTEH3UEN.

Kawenv

[Tpu npumenenuu uarudbuTopoB AIID oTmeuancs cyxoit kamenb. Kamens cyxol, JIMTEIbHBIN,
KOTOPBI McYe3aeT mocie npekparienus gedenus naruoutopom AIlD. Ilpu nuddepennmanbaom
JIMarHO3€ Kalulsi Ha/l0 YYUTHIBATh M Kallelb, BEI3BaHHBIN puMeHeHneM naruoutopa AIlD.
Xupypeuueckue emewiamenscmea/oowas anecmesus

[lepen XxupypruyecKkuM BMENIATEIHCTBOM (BKIIOYAs CTOMATOJOTHYECKYIO XUPYPrHIO) CIEayeT
uH(pOpMUpOBaTh Bpaua/aHecTezuosiora o npumeHeHun uHruoOutopa AIID. Ilpu oOmHpHBIX
XUPYPru4eCcKUX BMEUIATENbCTBAX, a TAaKXKe MPU MPUMEHEHUH IPYTHX JIEKapCTBEHHBIX CPEICTB,
BBI3BIBAIOIINX CHIDKeHHE AJl, nu3uHomnpmi, OJ0Kupys oOpasoBaHue aHruotrensuHa lI, moxer
BBI3bIBaTh BBIPAJKEHHOE HENIPOTHO3UpYyeMoe CHIKeHHe Al

T'uneprxanuemus

Wurubutopelr  AII® Moryr BbI3BaTh TUIEPKAIMEMHUIO, IIOCKOJIBKY OHU HHTUOUPYIOT
BBICBOOOK/ICHUE AlTbJIOCTEPOHA. Y MAIMEHTOB C HOPMAJIbHOW (PyHKIMEH movyeKk 3PheKT 0ObIYHO
HE3HAUUTENIbHBIN, OJJHAKO y MAlMEHTOB ¢ HapymeHUAMU (QYHKIMM MOYEK W/WIM y MalUEHTOB,
OPUHUMAIOIIMX — Kajuiicojepkaliue THIeBble J00aBKM  (BKJIIOYas — Kaluicozepkalue
3aMEHUTENIM COJM), KauuicOeperamomue JIUYpPEeTUKHU, TPUMETONPHUM, KO-TPUMOKCA30Jl
(TpumMeTornpuM + cynbhaMeToKca30i1) U, 0COOEHHO, AHTATOHUCTHI ATTHIOCTEPOHA UK OJIOKATOPHI
peLenTOpOB aHTMOTEH3MHA, BO3MOXXHO BO3HUKHOBEHHE Turepkanuemuu. KanmiicOeperaromme
JTUYPETUKU U OJIOKATOphI PELENITOPOB aHTMOTEH3MHA CJIEeAyeT MPUHUMATh C OCTOPOXKHOCTBIO Y
NAMEHTOB, Moiydarmux HHruOutopel AllD, a Takxke cieayeT KOHTPOJIUPOBATH MOYEUHYIO
GYHKIMIO U coiepKaHHe Kaiusl B ChIBOPOTKE KpoBHU. Eciu mpueM NepedyrclIeHHBIX BbIIIE
npenapatoB Ha ¢oHe nedeHuss nHruouTopom AIID npusHaeTcss HEOOXOIUMBIM, PEKOMEHIYeTCs
PETyJIApHBIA KOHTPOJIb YPOBHS Kallusl B CBIBOPOTKE KPOBH.

Ilayuenmul ¢ caxapnvim ouabemom

vy ManucHTOB C CaxXapHbIM ,Z[I/Ia6eTOM, MNPUHUMAIOMUX THUIOTIMKEMHUYCCKHUEC CPEACTBA HIIN
11
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MOJTYYarONTUX WHCYJIWH, HEOOX0AUMO TIATEIHHO KOHTD%E%EE[%I%E&BEED FMD;-—B? 1';| Klp%llﬂ/l B

TEYEHHE MEePBOro Mecsla JieueHus: tHruouropom AllD.

Jlumuii

Kaxk npaBuio, He peKOMEHyeTcs COYeTaTh IPUEM JINTUS U JTU3UHOIIPHUIIA.

Ilayuenmur nodrcunoco eospacma

VY nmanueHToB MOXXWIOTO BO3pacTa NPUMEHEHUE CTaHAAPTHBIX 103 JM3MHOINpUIA MPUBOAMUT K
0oJiee BHICOKOH KOHLIEHTpAIMK IpenapaTta B KPOBHU, MO3TOMY TpeOyeTcsi ocodasi OCTOPOKHOCTh
IIpU ONpPEAENIEHUH J03bl, HECMOTPSA Ha TO, YTO Pa3jJW4YUil B aHTUTUIIEPTEH3UBHOM JCHCTBUU
npenapara Jinszunonpun — BEPTEKC y noxuiblx 1 MOJOIbIX TAIIUEHTOB HE BBISABIICHO.
Tpancnaanmayusa nouku

OnpIT NpUMEHEHUS JIU3UHOIIPWIIA Y AIIMEHTOB, HEAABHO MEPEHECIINX TPAaHCIUIAHTALUIO TOYKH,
OTCYTCTBYET.

Anxozonw

B mepuon nedeHuss He PEKOMEHAYETCS YMOTPEOIATh AaIKOTOJBHBIE HANMUTKH, T. K. JTaHOI
YCUJIMBAET aHTUTHIIEPTEH3UBHOE JieiicTBHe MHTHOUTOpOB AIID.

BcnomorarenbHbIe BEIECTBA

JlexapctBennsiii npenapar Jluzunonpusn — BEPTEKC comepxuT nakTo3bl MOHOTMIpAT.
[TariueHTaMm C peIKo BCTPEUAIOIICHCS HACIEACTBEHHOM HEITEPEHOCUMOCTBIO JJAKTO3bI, JeUIIUTOM
JIaKTa3bl JONaped WIM TIII0KO030-TaJaKTO3HOW MalibabcopOuuel He ciieqyeT NMPUHUMAaTh 3TOT
npernapar.

JlexapctBennslit npenapat Jlusunonpuin — BEPTEKC conepxutr menee 1 mmons (23 mr) HaTpus

Ha OJHY TabJIETKY, TO €CTb, [I0 CYTH, HE COJEPKUT HATPUSI.

4.5. B3amMmopeiicTBHMe ¢ JPYTMMH JICKAPCTBEHHBIMH MpenaparaMM H JApyrue BHIbI
B3aMMO/JEHCTBHUA

Jsotinas 6nokaoa PAAC

VY nanueHToB ¢ aTepoCKICPOTUYECKMM 3a00JI€BaHUEM, CEpAECYHOW HEJOCTATOYHOCTHIO WM
caxapHbIM 11a0EeTOM C MOpPaKEHUEM OpPraHOB-MUIICHEH OJHOBPEMEHHAsl TEpanusi HHTHOUTOPOM
AII® u APA 1I cBszana ¢ 6osee BBICOKOH 4acTOTOH pa3BUTHUS apTepUAbHOW THUIOTEH3HH,
0o0MOpOKa, THUNEpKAIMEMUU U YXYALIEHUS (QYHKIMM MOYeK (BKIIOYas OCTPYIO IOYEYHYIO
HEJO0CTAaTOYHOCTh) MO CPAaBHEHUIO C MPUMEHEHUEM TOJIbKO OJHOIO IMpenapara, BIUSIONIEro Ha
PAAC.

JBoiiHas Onokana (Hampumep, npu couetanun uHruoutopa AIlD ¢ APA II) momkHa ObITH
OrpaHWYEHA OTACIbHBIMH CIy4dassMM C TINATEJbHBIM MOHUTOPHMHIOM (YHKIMM IOYEK,

CoAEpKaHUA KaJaus U peryJsipHbIM KOHTposiem A/l
12



COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 27.02.2024 K2 3631
OmHOBpEeMEHHOE TMPUMEHEHHE WHTHOUTOPOB AHCﬁn"E'JH%J&QEMﬁ: - ];:Bezlchr'EiéMH

COJepXKALIMMH AIMCKUPEH, MPOTUBOIOKA3aHO y MAIlMEHTOB C CaXapHbIM JWA0ETOM W/WIN C
YMEpEHHOH MM TsXelol modednoit HemocratouHocthio (CK® memee 60 wmua/mun/1,73 wm?
IUIOIA/IM TOBEPXHOCTH TeJa) U HE PEeKOMEHAYETCS y APYTUX HNalleHTOB.

OnnoBpemenHoe npuMmeHeHue HHruouTopoB AII® ¢ APA Il npoTuBONOKa3aHo y MallMEHTOB C
nrabeTHYecKor HepomaTue n He PeKOMEHIYeTCsl y APYTUX NallueHTOB.

Kanuticoepezarowue ouypemuxu, npenapamol Kaius, Kaiuticooepaicawjue 3amMeHumeny nuuegoll
conu u Opyaue JeKapCmeeHHbvle npenapamovl, CNOCOOHblE YBeIUdUBAMb COOepHCaHUue Kaaius 6
Cbl8OPOMKeE KPOBU

[Ipy OOHOBPEMEHHOM MPHUMEHEHHH JIM3MHONPHIIA C KaTUHCOEperalomumMu TuypeTHKaMu
(CTMpOHOJAKTOH, TPUAMTEPEH, AaMWJIOPHI, OIUIEPEHOH), NpernapatamMu Kauusg  HWIn
KaJTuicoepKalluMH 3aMEHUTEISIMU TTUIIEBON MOBAPEHHOM CONHM U IPYTHUMH JIEKAPCTBEHHBIMU
npenapaTamu, ClIoCOOHBIMH YBETTUUHMBATH COJIEPIKAHUE KaTUs B CHIBOPOTKE KpoBHU (BKiItouas APA
I, remapuH, TaKpOIUMYC, LHKIOCIIOPWH; TpenapaTsl, COJACpKalIe KO-TPUMOKCA30I
[TpuMeTOnpuUM + cynbhamMeToKca30]), HOBBIIACTCS PUCK PA3BUTHUS TUIEPKATHEMHUH (OCOOCHHO
y TAIMeHTOB ¢ HapyleHusAMU QyHKuuH noyek). [losTomy naHHbIe KOMOMHAIIMM HA3HAYAIOT C
OCTOPOXKHOCTBIO, TIOJT KOHTPOJIEM COJIEPKaHuUsI Kalus B IUIa3Me U QYHKIIUHU TTOYEK.

VY MOXHUIBIX MAIMEHTOB W MAIMEHTOB C HAPYIICHWEM (YHKIWHU ITOYEK OJHOBPEMEHHBIN MpHEM
uHruoutopos AII® c¢ cynbdhamMerokcazonoM/TpUMETONIPUMOM  COMPOBOXKIAICS — TAKEION
TUIEepKAIMEMHUe, KOTopasi, KaK CYHMTaeTcs, Obula BbI3BaHA TPUMETONPUMOM, IOITOMY
JU3UHONPUI  ClIeAyeT TMPHUMEHATh C OCTOPOKHOCTBIO C IpernaparamMH, COJep KalluMH
TPUMETOIIPHM, PETYIISIPHO KOHTPOJIHUPYS COJCpKaHNE KU B TUIa3Me KPOBH.
Kanutinecoepezarowue ouypemuxu

[Ipy onHOBpEMEHHOM NPUMEHEHUM JIM3UHOIpPHUIA C KaluiiHecOeperaroummMmu IuypeTuKaMu
TUIOKAJIMEMUs], BbI3BaHHAsI UX IPUMEHEHHEM, MOXET ObITh YMEHbIICHA.

pyaue ecunomen3sugnvie 1ekapcmeeHnble cpeocmad

[lpy  OomHOBpEeMEHHOM TIPpUMEHEHHWH C Ba3oaWIaTaTOpaMu, OeTa-aIpeHo0JI0KaTopaMH,
OJI0KaTOpaMu «MEJUIEHHBIX» KaJIbI[MEBBIX KAHAJIOB, TUYPETUKAMU U JAPYTMMHU THIOTEH3UBHBIMU
JIEKapCTBEHHBIMH CPEJCTBAMU YCHUJIIMBAETCS BBIPAXKEHHOCTh AHTUTHIIEPTEH3UBHOTO JIEHCTBHS
JU3UHONpUIIA.

IIpenapamol numus

[Ipr oxHOBpeMEHHOM NMPUMEHEHHUHU JM3HMHONPWIIA C MpernapaTaMy JIUTUS BbIBEJCHHE JTUTHS U3
opranusMa 3ameansercs (PUCK YCHJICHHS KapJHOTOKCHYECKOT0 M HEMPOTOKCHYECKOTO JIeHCTBUS
autusi). OTHOBpEMEHHOE MPUMEHEHUE JTU3UHONpPUIIa C MpenapataMu JIMTUS HE PEKOMEHTyeTCS.

B cnydae HeoOXOAMMOCTHM MPUMEHEHHMsS JAHHOM KOMOHMHAIIMM  CIEAYeT PperyssipHO
13
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KOHTPOJHUPOBATh KOHICHTPALUIO JIUTHUA B IJIa3MC€ KPOBH.

Hecmepouonvie npomugosocnanumenvuvie npenapamer (HIIBII), exnouas cerekmugeHbvle
uneubumopwl yuxiooxcueenaszvi-2 (LOI-2) u evicokue 003bl AYeMuiICaIUYULO80U KUCIOMbL
(= 3 2/cymxu)

HIIBII (B ToM umcie cenektuBHbie HHTUONTOPHI LIOI'-2) 1 aneTuicanumuioBas KUCIOTa B A03aX
Oosee 3 T/CYTKHM CHM)KAIOT aHTUTHIIEPTEH3UBHBIN AP PEKT TU3NHOIIPUIIA.

Y HEKOTOPHIX MAlMEHTOB C HAPYIIEHHOW (DYHKIIMEH MOYeK (HAIpUMep, Y TOKUIBIX MAIEeHTOB
WIHM TAUEHTOB ¢ 00€3BOXKMBAHUEM, B TOM YHUCIIEC MPUHUMAIOIIUX TUYPETUKHU), MOTYYAIOIIUX
tepanuto HIIBII (B TomM uyumcne cenektuBHbIME wuHruoOutopamu [1OI'-2), omHOBpeMeHHOE
npuMeHerne HHruOuTopoB AII®D nnn APA 11 moxeT BbI3BaTh AaipHEIIee yXyAIeHHE (yHKIINA
MOYEK, BKIIKOYAsl Pa3BUTHE OCTPOM MOYEHUHOM HEJOCTATOYHOCTH, WM TUIIEpKaIueMuro. /[aHHbIE
a3 dexTsl 00b1YHO OOpaTuMbl. OnHOBpeMeHHOe TpuMmeHeHue unruoutopo AIID u HIIBII
JOJI’KHO TPOBOJUTHCS C OCTOPOKHOCTHIO (OCOOEHHO Yy MOXKMUIIBIX MAllMeHTOB U Y MAIlMEHTOB C
HapymeHHOH ¢yHKuued mouek). [lanuMeHTsl MODKHBI IMOJydaTh a/eKBAaTHOE KOJHMYECTBO
KHUJIKOCTH. PEKOMEHIyeTCsl TIaTeIbHO KOHTPOJIMPOBATh (DYHKIIMIO IMOYEK KaK B Hadajie, Tak U B
MPOLIECCE JICUCHHUS.

He mnporuBomokazaHo mNpUMEHEHHWE IU3UHOMNpUIA B KOMOWHAIMU C aleTHJICATUIIUIOBON
KHCJIOTOM B KQUe€CTBE aHTUATPETaHTHOTO CPECTBA.

T'unoanuxemuueckue nexapcmeenHvle cpeocmea

OnHOBpeMEHHBIN TPUEM JTM3UHONPHUIIA U UHCYINHA, a TAKXKe MePOPaTbHBIX TUITOTITUKEMUIECKIX
CPEICTB MOET NPHUBOJUTh K PAa3BUTUIO THUMNOTNIMKeMHH. HamOonpmmii pHCK pa3BUTHS
Ha0JII0/1aeTCsl B TEUEHHME MEPBBIX HEJNENb COBMECTHOIO NMPUMEHEHHUS, a TaKKe Yy MalleHTOB C
HapyieHueM (YHKIIMH TTOYeK.

Tpuyuxauueckue anmuoenpeccanmol/HetpoienmuKu/cpeocmsa ons obwet
anecmesuu/HapkomuiecKue cpeocmaa

[Ipu oqHOBpEMEHHOM MPUMEHEHUH C TPUITUKINUYECKUMH aHTHISTTPECCAaHTAMHU, HEUPOJICTITHKAMU,
cpencTBamu IS O0IIeH aHecTe3nn, bapouTyparamu, MUOpETaKCaHTaMH HAOJI01aeTCs YCUIICHUE
AHTUTUIIEPTEH3UBHOTO JICHCTBUS JIM3HHOMPUIIA.

Anvpa- u bema-adpenomumemuxu

Anbda- u GeTa-aIpeHOMUMETHKU (CUMIATOMUMETHKH), TaK ke, Kak snuHedpuH (axpeHaiuH),
W30MPOTEPEHON, J00yTaMHUH, [OMaMWH, MOTYT CHHXaTh AaHTHUTUIEPTEH3UBHBIN dddexT
JTU3UHOTIPUIIA.

baxnogen

YcunuBaer aHTUTUNEpTEH3UBHBIN 3ddext wuHrnomropoB Alld. Crneayer TmareabrHO

KoHTponupoBath AJl M B ciydyae HEOOXOIMMOCTH KOPPEKTUPOBATH 103y THUIOTEH3WBHBIX
14
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Smanon

IIpy OIHOBpPEMEHHOM NPUMEHEHHM 3TaHOJ YCWJIMBAET AHTUTUIIEPTEH3UBHOE JEHCTBUE
JU3UHOIpUIIA.

Acempozcenwbl

OcTporeHsl OCNA0NAIOT AHTUTHIIEPTEH3UBHBIA 3(PQEKT IM3MHOMpHUIIA BCIEACTBUE 3aICPKKU
KHUJIKOCTH.

Annonypunon, npokauHamuo, yumocmamuru, UMMYHOOEeNnpeccanmsl, 210KOKOPMUKOCMEPOUbl
(npu cucmemHom npuUMeHeHuu)

CoBmectHoe mpuMeHeHHe HHrHOMTOpoB All® ¢  amromypuHoIOM, NPOKaWHAMHIOM,
UTOCTATUKAMH YBEJIIMYMBACT PUCK PA3BUTHS HEUTPOIICHUH/arpaHyI0UTO3a.

IIpenapamul 3010ma

[Tpu ogHOBpEeMEHHOM MPUMEHEHHUH JIM3UHOMPUIIA U MPENapaToB 30710Ta BHYTPUBEHHO (HATPHS
aypoTHOMAaJIaT) ONMCaH CUMITOMOKOMIUIEKC, BKIIOYAIOUIUI TMIIEPEMUIO JIMLA, TOLIHOTY, PBOTY
1 cHrkeHue AJl.

Cenexmugnvie uH2UOUMOPLL 0OPAMHO20 3AX8AMA CEPOMOHUHA

CoBMecTHOE MPUMEHEHHE JU3WHOMPUIA C CEJIeKTUBHBIMU MHTHOUTOpaMU OOpaTHOrO 3axBaTa
CEpPOTOHHHA MOKET MPUBOAUTH K BBIPAXKEHHOIN TMIIOHATPUEMHH.

Uneubumopor mTOR (mammalian Target of Rapamycin — muwenv panamuyura 8 Kiemkax
MIeKonumarowux) (Hanpumep, MemcupoIumMyc, CUpOIUMYC, I8EPOIUMYC)

VY mnanueHToB, NPUHUMAIOLIUX OJHOBpeMEHHO HHruOuTopel AII® m wunruburopsr mTOR
(TEeMCHpOIIUMYC, CHUPOJIUMYC, 3BEPOJIMMYC), HAONIONANOCh YBEIMYEHHUE YacTOThl Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKA.

Hneubumopor JIIII-1V (cnunmunst), Hanpumep, CUmMaziunmuH, CakcaziunmuH, SUI0A2IUNMUH,
JUHAIUNMUH

VY nmanueHToB, MPUHUMABIIUX 0JHOBpeMEeHHO MHTuOUTOphl AII®D u naruburopsr AIII-IV tuna
(rMUnTHHBI), HAO0II0170Ch YBEJIMYEHNE YaCTOThl Pa3BUTHSI aHTHOHEBPOTHUECKOTO OTEKA.
Aempamycmun

YBenuueHre 4acToThl pa3BUTHS aHTMOHEBPOTUYECKOTO OTEKA IMPU OJJHOBPEMEHHOM TPUMEHEHUHU
¢ uaruoutopamu AllD.

Uneubumopul HetimpanbHOU SHOOnenmuoassl

Coo011anoch 0 MOBBIIEHHOM PUCKE PAa3BUTHSI aHTHOHEBPOTHUUECKOTO OTEKA MPU OHOBPEMEHHOM
npuMeHeHnrd UHruouTopoB AIID u panekagorpuna (MHrHOUTOP SHKEDATUHA3HI, IPUMEHICMBINA
JUIs1 JICUEHUS OCTPOU TUApen ).

[Ipyu oxHOBpEMEHHOM MpUMEHEHHH HHruoutopoB AIID ¢ nekapcTBEHHBIMH NpenapaTami,
15
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AQHIMOHEBPOTUYECKOIO0 OTEKa, B CBA3M C YEM OJHOBPEMEHHOE IIPUMEHEHHE YKa3aHHBIX
npenapaToB MnpoTuBonokazaHo. Muaruburoper AII® cnenyer HazHayaTh HE paHee, 4eM depe3
36 yacoB 1ocie OTMEHBI NIPENapaToB, COAEPKAIINX caKyOuTpuil. IIpoTnBoONOKa3aHo Ha3HAYEHUE
IpenapaToB, COEpKaIIUX CaKyOMTpuII, MAalMeHTaM, noayJaomum nHruouropsl AIID, a Taxxke
B TeueHue 36 yacoB nocsue oTMeHbl UHruouTopoB AlID.

Tkanesvie axmueéamopwvl NIA3MUHO2EHA

B oOcepBallMOHHBIX  HMCCIEIOBaHMAX  BbISBIEHA  IOBBIIIEHHAs  4acToTa  pa3BUTHUSA
AQHTMOHEBPOTUYECKOTO OTEKa Yy MAlUMeHTOB, MpPUHUMABIIMX HHruoutopsl AIllD mocie
NPUMEHEHHS JITEIUIA3bl I TPOMOOIMTHYECKON Tepalliy HIIEMUYECKOTO HHCYIIbTA.
Dapmaxokunemuyeckue 63aumMo0eticmeusl

AHTauuabpl U KOJECTUPAMUH CHWXKAIOT BCACBIBAHME JIM3MHONPUIIA B JKEIYAOYHO-KUIIEYHOM

TpaKxTe.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepeMeHHOCTD

[IpumeHenue nu3MHONpWIA TNpU OEpPEeMEHHOCTH MpOTUBOINOKa3zaHOo. Ilpu ycTaHoBieHUU
OepeMeHHOCTH NpHEM IIpernapaTa HYXHO HIpPEKpaTUTh KaK MOXHO paHblie. JIuuHompui
IIPOHUKAET 4epe3 miarneHTapHbelii Oapbep. [lpuem murudburopo AII® Bo II u III Tpumectpe
OepeMEHHOCTH OKa3bIBae€T HEOJAronpusTHOE BO3JEHCTBHE HAa IUIOJA (BO3MOXHBI BBIPRXKEHHOE
cHmkeHue AJl, modeuHas HENOCTAaTOYHOCTb, TUIEPKAJIMEMHs, THMIIOIUIA3Usl KOCTEH dYepena,
BHYTPUYTpPOOHasi CMEPTh). DNMUJEMUOJIOTUYECKUE JaHHbIE O PUCKE TEPATOr€HHOCTH, CBA3aHHOM
¢ mnpuemoMm wuHruOutopo AII® Bo Bpems | Tpumectpa OepeMEHHOCTH, HE SBISIOTCS
yOeaUTeNbHBIMH, OIHAKO HEOOJBIIOE YBEIMUYEHHE PHCKA HE MOXKET OBbITh MCKIIOYEHO. 3a
HOBOPOXXJICHHBIMH U TPYAHBIMH JI€TbMH, KOTOPBIE [TOJIBEPIIINCH BHYTPHUYTPOOHOMY BO3AECHCTBUIO
uHruoutopoB AlID, pexomeHayercs BecTH HAOIIOJEHUE I CBOEBPEMEHHOTO BBISBIICHUS
BBIpaXXEHHOTO CHUKeHUs AJl, onurypuu, runepkajlvieMun.

Jlakranus

Bo Bpems nedenus npenapatom Jluzunonpun — BEPTEKC HeoOxoauMo OTMEHUTH TpyAHOE

BCKapMJIMBaHUE (HET TAHHBIX O TPOHUKHOBEHUH JIM3UHOIIPHIIA B TPYTHOE MOJIOKO).

4.7. Bausinne Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBaMHM M padorarh ¢
MeXaHHU3MaMH
Her naHHBIX 0 BIUSHUM NpenapaTa Ha CIOCOOHOCTh K YIPABJIEHUIO TPAHCIIOPTHBIMU CPEICTBAMU

N MEXaHHU3MaMHU, IPUMCHCHHOTI'O B TCPAIICBTUYCCKHUX J03aX, OAHAKO HCO6XOILI/IMO YUYUTBIBATH, UTO
16
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IIPU YIIPABJICHUU TPAHCIIOPTHBIMU CPEJICTBAMM.

4.8. HexkennaTesibHbIE peakunu

TabanuHoe pE3IOME HEKENATCIBLHBIX PeaKIMH

HexenarennHbie peakunu KHaCCI/I(bI/ILII/IpOBaJII/I o kKjaccaM CHCTCM OpraHoB MU YaCTOTC HX

BO3HUKHOBEHUS C UCTIOJIB30BAHUEM CIICIYIOIIMX KaTeropuid: oueHb yacto (>1/10); gacro (>1/100,

HO <I1/10); mewacto (>1/1000, HO <1/100); peaxo (=1/10000, mo <1/1000); odeHwb pemko

(<1/10000); gactoTa HEeM3BeCTHA (HA OCHOBAHWH UMEIOIIMXCS IAHHBIX OLIEHUTh HEBO3MOJKHO).

CucreMHO-OpraHHbIil KJjace

Yacrtora

HexenareabHbIe peakmun

Hapymenust co cTopoHsI

KPOBH U JIUM(PaTUIECKOI

Penxo

CHuxeHHe reMorjio0mHa,

CHMIXCHHUC I'EMAaTOKpHUTA

CUCTCMBI

Ouens penko

ITonaBnenue nesaTeIbHOCTH
KOCTHOT'O MO3Ta, aHEMUS,
JIEUKOTIEHU S, HEUTPOIICHUS,
arpaHyJoLNTO3,
TPOMOOITUTOTICHUS,

903UHO(D IS, SPUTPOTICHHUS,
TeMOJINTHYECKAs aHeMU,
aumdaaeHonaTus,

ayTOMMMYHHBIE 3a00JIeBaHUS

Hapymienust co cTopoHsl

I/IMMYHHOﬁ CHUCTCMBI

Ouens penko

Anadunaktuyeckas/

aHa(I)I/IJ'IaKTOI/II[HaH peaKkuus

IIUTaHUA

DHJAOKPUHHBIEC HAPYIICHUS Penxo HeanexBaTHas cexpenust
AHTUINYPETUYECKOTO
rOpMOHa

Hapymenust merabonusma u OueHb penko [Munornukemust

Hapy1enust co ctopoHbl
HEpPBHOU

CUCTCMBI

Yacto

FOJ’IOBOKPY)KCHI/IG, T'OJIOBHasA

00JIb

17
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Hedacro == "EATaGiii bAOCTh HACTPOCHHA,

rapecTe3usi, U3MEHEHUS
BKYCa, HapyIlIEHUs CHa,

raJunroquHainy, BEPTUTO

Penko CnyTaHHOCTbH CO3HaHMS,
HapylleHue 00OHSIHUS,
aCTEHUYECKUN CUHIPOM,
CYZOPOXKHBIE [TOIePTrUBaHMS
MBIIII KOHEYHOCTEH U TYO,

COHJIMBOCTD

Ouenb pE€aKko CHMIITOMBI JACTIPpECCUH,

00MOpOK

Hapymenust co ctoponsl Heuacto HNudapkr muokapaa,

cepana BO3MO>KHO BTOPUYHBIN U3-3a
BBIPAKEHHOI'O CHUKEHHUS A /]
y rpynin NarueHToB
MOBBIIIEHHOT'O PUCKA,
TaxXUKapaus, OULyICHHE

cepaneOueHus

Penxo Bpaaukapnus, ycyryonenue
CUMIITOMOB CEPIECYHON
HEJIOCTaTOYHOCTH,
Hapyuienue AV
IIPOBOJAUMOCTHU
(aTpHOBEHTPUKYISAPHOM
MIPOBOJMMOCTH ), 0OJIb B

Ipyau

Hapymienust co cTopoHsl Yacro OprocraTnueckue 3 HeKThl

COCYJIOB (BKITIOYAsi TUTIOTEH3HIO)

Heuacro LepebpoBackysipHbIN
HHCYJIBT, BO3MOKHO
BTOPUYHBIN H3-32
BBIPAKEHHOTO CHUKEHUS A ]

y TpyIII NalMeHTOB

18
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cunzpomM Peitno

Hapymenust co ctopoHnsl
JbIXaTENIbHON CUCTEMBI,
OpraHOB I'PYJHOMU KIIETKH U

CpE€aAOCTCHUA

Yacto

Kamrens

Heuacto

Punur

OueHnb penko

CunycuT, OpOHXOCTIa3M,
QIIEPTUYECKHUI aTbBEOJIUT /

203UHO(HIIbHAS THEBMOHHSI,

H(e.]'[y,I[OLIHO—KI/II_He‘IHBIe

HapyIICHUA

OJIbIIIKA
Yacto Hwnapesi, ppota
Heuacto Tominora, nucrencus, 60Jb B
JKMBOTE
Penxo CyxocTb cu3ucToi

000JIOYKH MOJIOCTH pTa

Ouens penko

[Tankpearur, xenryxa
(renmaToLeUIIONIApHAs WK
XoJecTaTuyeckas), renaTur,
MIEYEHOYHAs
HEI0CTaTOYHOCTb,

WHTECTUHAITLHBIN OTCK,

Hapymienust co cTopoHsl

KOXH U IIOJAKOXKHBIX TKaHeH

aHOpEKCUs
Heuacro KoxHblli 3y/1, KOXKHast ChIIIb
Penko I'unepuyBCTBUTENBHOCTH/

AHTMOHEBPOTUYECKHUM OTEK:
AHTMOHEBPOTUYECKHUN OTEK
JM1a, KOHEYHOCTEH, I'y0,
S3bIKa, TOPTaHU W/UIN
IJIOTKH, KPAIIMBHULIA,

ajonenus, rmcopruas

Ouensb penko

IToBeIlIEHHOE
MOTOOT/IeJICHHE, BACKYIIUT,
IIy3bIpYaTKa,
(dhoToceHcuOUIM3aIms,

TOKCHUUYECKUN

19
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(cunapowm Jlaitena), cuHAPOM
CruBenca—/IxoHCOHa,
MyJIbTH(GOPMHAS IpUTEMA,

nceBoMM(pomMa Koxu™*

nyrei

Hapyienust co ctopoHbl HewunssectHo ApTpanrus/apTpuT, MUAITHS
MBIIIICYHOM, CKEJISTHON B
COCUHUTEIIBHOM TKaHU
Hapyienust co ctopoHbl Yacro Hapymenne QpyHKImm noyex
IIOYEK ¥ MOUYEBBIBOISALINX

Heuacto Ypemus, octpas noyeqHas

HCJOCTAaTOYHOCTH

Ouens penko

AHypus, onurypus,

MPOTEUHYPUS
Hapymenust co ctoponsl Heuacto Nmnorenuus
PENpPOYKTUBHON CUCTEMBI U
Penxo I'maexomactus
MOJIOYHEBIX JKEJIe3
OO6mue HapyIieHus U Heuacto AcTeHus, MOBBIIIICHHAS
peaKuru B MECTE BBEICHUS YTOMJISIEMOCTD
JlabopaTopHbie 1 Heuacrto [ToBbIlIEHNE KOHLIEHTpAUU
WHCTPYMEHTAJIbHBIE JaHHBIE MOYEBHMHBI B KPOBH,
TUIIEPKPEATUHUHEMUS,
TUTIEPKATUEMHUS], TOBBIIICHUE
AKTUBHOCTH «IICUYCHOYHBIX)
TpaHCAMHUHA3
Penxo l'unepOunupyounemus,

TUIIOHATPUEMUS, ITOBBIIICHUEC
CKOPOCTH OCeIaHHsI
sputpouutoB (CODJ),
MOJIOKUTEIIBHBIE PE3YIbTATHI
TECTAa Ha AHTUHYKJICAPHBIE

antutena (AHA)

* COO6H.I3.J'IOCL O CHMIITOMOKOMIIJICKCE, KOTOpBIfI MOXXCET BKIIHOYAaTh OAWMH MM HCCKOJIBKO M3

CIIEYIOIIUX CHUMIITOMOB: JMXOpPAaJKa, BaCKYJIUT, MUAITHUS, apTPaTrus/apTpUT, MOJIOKUTEIbHAs

20
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peakuus Ha AHA, yBemnuenue COD, 3 3HH0d)H'JE';;':::IJE‘;I%%EEBEH"KO Hast" "'éf:,'lnb,

(doTocencHOMIM3aNUs WIN APYTHe KOKHBIC TPOSIBICHUS.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01IaTh 0 Mo103peBaeMbIX HeXKEIATSIbHBIX PEAKIUAX ITOCIIE PErUCTPAIIMH Ipenapara ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMIaTh O JTFOOBIX
MOI03PEBACMBIX HEXENNATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara 4epe3 HalmOHAIbHbBIC
CHUCTEMBI COOOIICHUS O HEXENAaTeIbHBIX PEAKIUAX TOoCyAapcTB — uWieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccniickas @enepanys

®OenepanbHas ciryx0a 1o Hax30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Anpec: 109012, r. MockBa, CnaBsiHcKast miomanis, a. 4, ctp. 1

Tenedon: 8 (800) 550 99 03

OnekrpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnromsl

BeipaxxenHoe cHmwkenue AJl, kosutanc, HapylleHHE OSJIEKTPOJIMTHOro OajlaHca, MOYedHas
HEJ0CTAaTOYHOCTh, yJallleHWe AbIXaHMsl, TaXUKapaus, OLlylIeHHe cepalneOuenus, opaauxkapaus,
TOJIOBOKpPY)KEHHE, OECIOKONCTBO, Kalllellb, CYXOCTh CIM3UCTOM OOOJOYKM IOJIOCTH pTa,
COCTOSSHUE  TPEBOTM,  NOBBILICHHAs  Pa3ApaXUTEIbHOCTb,  COHJIMBOCTH,  3aJEpiKKa
MOYEHUCITyCKaHMsl, 3a1op.

Jleuenue

Cneunduueckuit aHTUIOT OTCYTCTBYET. [IpomMbIBaHME JKemyIKa, TPUMEHEHUE YHTEPOCOPOESHTOB
U cnaburenbHbIX cpeacTB. [lokaszano BHyTpruBeHHoe BBeneHue 0,9 % pacTtBopa HaTpHs XJIOpUIa.
B caywae  ycroifumBoil K JeueHHIO  OpaaMKapAMM  HEOOXOJMMO  NPHMEHEHHE
anekTpokapauocTumyistTopa. HeoOxonum koHTposnbs AJl, BOZHO-3JEKTPONUTHOTO OanaHca.

I'emonuanus rpdexTruBeH.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA
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CHCTEMY; MHTHOUTOPBI aHTHOTeH3UHITpeBpalnatoniero ¢pepmenta (AIID).
Kox ATX: C09AA03

MexaHu3M IeHCTBUS

Nuru6utop AIID ymenpmaer oOpa3oBanue anruoreHsuHa Il m3 anrmorensuHa I. CHuxeHue
cojepxanusi aHruorensuHa Il Bemer kK NpsAMOMY YMEHBIICHHUIO BBIACICHUS allbJIOCTEPOHA.
YMeHbIIaeT Aerpananuioo OpaJuKWHUHA M YBEIMYMBACT CHUHTE3 NpOCTariaHauHOB. CHIKaeT
oO1uiee nepudepuyeckoe CocyaucToe conpotusienue, AJl, mpearHarpysKy, JaBjIeHHE B JIETOUYHBIX
KaluJuIspax, BbI3BIBAET YBEJIMUYEHHUE MUHYTHOTO 00beMa KpPOBU U MOBBIINIEHUE TOJIEPAHTHOCTH
MHUOKap/ia K Harpy3ke y nanueaTo ¢ XCH. Pacimpsier aprepun B OOJIBIICH CTENICHHU, YEM BEHBI.
Hekotopsie 3¢ dexts 00bscHsroTCs Bo3neiictBueM Ha PAAC. Tlpu miuTensHOM NMPUMEHCHHUH
YMEHbILIAETCSl TUMEPTPOPUS MHOKapJa M CTEHOK apTepuil PEe3UCTHBHOIO THMA. YIIydilaeT
KPOBOCHA0KEHHE UIIEMU3UPOBAHHOTO MUOKap/a.

Kinunanueckas 3¢ deKTUBHOCTL U 0€3011aCHOCTh

WNuarunburopsr AIl® yamuHSIOT NPOAOIDKUTENBFHOCT KU3HN y nanueHToB ¢ XCH, 3amemnsior
nporpeccupoBaHie IUCOYHKIMU JIEBOIO JKEJyJ0YKa Yy MAIUEHTOB, MEPEHECHIMX HH(apKT
MHOKap/a 6€3 KIMHUYECKUX MPOSBICHUHN CepiedHO HeJ0OCTaTOYHOCTH.

Havano neiictBust mpemapara — yepe3 1 yac, JOoCTHraeT MakcMMyMa uepe3 6 — 7 yacoB U
coxpansiercsd B TeueHue 24 yacos. [IpogomxurenbHOCTh 3 (eKTa 3aBUCUT TaKkKe OT BETUUMHBI
npuHaTol 103bl. Ilpu aprepuanbHoi runepreH3uu 3¢@exkT orMedaercst B MepBbIE THHU IMOCTE
HauaJsa JieueHus1, CTabWIbHOE JelCTBUE pa3BuBaeTcs yepe3 1 — 2 mecsaua tepanuu. [Ipu peskoit
OTMEHE JIM3UHOTPUJIA HE HAOII0AAJIOCh BEIPAKEHHOTO MOBbIIIeHUs A/l

JIm3uHonpua yMeHbIIAET CTENEeHb ajlbOYMUHYpUH. Y TAIUEHTOB C THUIEPIIUKEeMHUEn
CHOCOOCTBYET HOPMATIU3AIMH (PYHKIIMH OBPEKACHHOTO III0MEPYIIsipHOro 3H10Tenus. He Bauser
Ha KOHIIEHTPALIMIO TIIIOKO3bl B KPOBH Y IMAIMEHTOB C CaxapHbIM AMA0ETOM U HE MPUBOAUT K

YUaICHUIO CJIYYacB I'MIOTTIMKEMHUU.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

Cpenusas creneHb a0COpOUMM JIM3WHOMNPHUIIA COCTaBISET OKOJO 25 % mnpu 3HAYUTEITHHOU
MEXHHIMBUIyaTbHOU BapuabenbHocTH (6 — 60 %). Iluma He BiIMseT Ha BcachIBaHUE
JU3UHONPUIIA.

Pacrnpenenenue

[Tocne mpuema BHYTpb MakcuMmaibHasi KOHLIEHTpalMs (Cmax) JU3MHONpPUIIA B IUIa3ME€ KPOBU

nocturaercs depe3 7 4dacoB. JIM3uHOMpWI HE CBS3BIBaeTCA C OelikaMH IIa3Mbl KPOBH, 3a
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TUTAIICHTAPHBIN Oaphep HU3Kas.

Buorpancdopmarus

JInzunonpui He MeTabONIU3UPYETCS.

OJIMMUHALNS

JIu3uHOMPUI BHIBOJUTCS IMOYKAMH B HEM3MEHEHHOM Buie. llocie MHOTOKpaTHOrO mpuema
3¢ (eKTUBHBIN TEPUO/T MTOTYBBIBEACHUS JTM3UHOIIPHIIA cocTaBisieT 12,6 4. KimupeHc mu3uHonpuia
y 3I0POBBIX JOOPOBOJIBIIEB COCTABISAET MPUOIU3UTENbHO 50 Mii/MUH. JIN3nHONPUIT MOKET OBITH
BBIBE/ICH U3 OpraHu3Ma IOCPEICTBOM T'eMOANATN3A.

q)aDMaKOKHHeTHqCCKaﬂ-d)a‘[)MaKOI[I/IHaMI/I‘-IGCKaﬂ 3aBUCHUMOCTD

XDOHI/ILIGCKEUI cepacyHasd HEAOCTATOYHOCTD

VY nanuentoB ¢ XCH aOcopOuus M KIMPEHC JM3UHONPWIA CHUXKEHBL. Y JaHHOM KaTeropuu
HAlMEeHTOB a0COMIOTHAs OMOAOCTYIHOCTh JIM3UHONPHIIA CHUYKAETCs MPUMEpHO Ha 16 %; onHako
AUC (muomaznp noJ KpUBOW «KOHLIEHTpALUsI-BPEMS») YBEJIMYUBAETCsS B cpeaHeM Ha 125 % no
CPaBHEHUIO CO 3/I0POBBIMHU JI0OPOBOJIBLIAMH.

Octpelii HHQAPKT MUOKApAA

VY narueHToB ¢ ocTpbIM HHpapkTOM MUOKapaa Bpemst JOCTHKEHUSA Cmax (TCmax) JU3MHONpHIA
cocrasirsteT 8 — 10 yacos.

IToyeyHas HETOCTATOYHOCTD

HapymeHHe (bYHKI_II/II/I MMOYCK IIPUBOAUT K YBCINYCHUIO AUC u nepuoaa IOJIYBBIBCACHUS
JIN3UHOIIpUJIA, HO 3T U3MCHCHUA CTAHOBATCA KIIMHHUYCCKHU 3HAYMMBIMU TOJIBKO TOr'A4d, KOrJa

CK® camxaercs mmxe 30 wmu/mun/1,73 w2

IUIOIIAAM TOBEpXHOCTH Tena. Ilpm nerkon m
ymepeHHoi noueuHoil HepoctaTouHocTu (KK oT 31 mo 80 mn/muH) cpennee 3nauenne AUC
yBenuuuBaeTcs Ha 13 %, B To BpeMs Kak Ipu Tsbkenol noyeyHoit HepoctatoyHocTH (KK ot 5 1o
30 mn/muH) HaOmonaeTcs ysenuuenue cpeasero 3Hauenus AUC B 4,5 pasa.

IIeueHOUHAS HEAOCTATOYHOCTDH

VY manueHToB ¢ NUPPO30M IEYCHU BCAChIBAHNE TM3UHOIIPHIIA CHIDKAeTCs (MpHOIM3uTeNpHO Ha 30
%), omHako skcrnozunus npenapara (AUC) yBennuuBaercs (mpuOmmsurensHo Ha 50 %) mo
CPaBHEHHIO CO 3/10POBBIMHU JI00POBOJIBLIAMH H3-33 CHIKEHUS KIIMPEHCa.

JInia moKujioro Bo3pacra

V manueHToB MOKUIIOTO Bo3pacTa (crapiie 65 JeT) KOHIICHTPAIHsI TU3UHOIIPUIIA B TJIa3Me KPOBH
U IJIOIIAJIb MOJ KPUBOM «KOHIIEHTPALMS—BpPEMS» B 2 pa3a BbIIIE, YEM Y MAlUEHTOB MOJIOJIOTO

BO3paCTa.
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6. DPAPMAIIEBTHYECKHUE CBOVICTBA (NOCNEACBATENEHOCTE 0004)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JlakTO3BI MOHOTHPAT

Lemmono3za Mmukpokpuctainyeckas 102
Kpockapmenno3a Harpus

Maruus cteapat

6.2. HecoBMecTHUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHuThb B 3aIIUIIEHHOM OT CBETa MECTe MpH TeMIiieparype He Boiiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

Jluzunonpun — BEPTEKC, 5 mr, Tabierku

10, 15, 20 nnu 30 TaG1eTOK B KOHTYPHOU STYEHKOBON YIaKOBKE U3 TUIEHKH MOJUBUHUIXJIOPHIHON
U QOJIbIU ATIOMUHHUEBOH JTaKUPOBaHHOM.

1, 2 unu 3 KOHTypHBIE sueiikoBble ymakoBKU Mo 10 TabieTok, 2 uin 4 KOHTYpHbIE sTUEHKOBbBIE
ynakoBKHU 1o 15 Tabnerok, 3 KOHTypHbIE siueliKoBble ynakoBku 1o 20 Tabnetok, 1, 2, 3 nmm 4
KOHTYpHBIE sYeiikoBble ynakoBKU Mo 30 TabyieTOK BMeCTE C JIMCTKOM-BKIIAJBIIIEM B MayKe U3
KapTOHa.

JImsunonpun — BEPTEKC, 10 mr, TabiaeTku

10, 15, 20 nnu 30 TabG1eToK B KOHTYPHOU STYEMKOBON YIIaKOBKE U3 IUIEHKH MOJUBUHUIXJIOPUIHON
U QOJIbIU ATIOMUHHUEBOH JTaKUPOBaHHOM.

1, 2 nnu 3 KOHTYpHBIE SYeHKOBbIe yMakoBKU Mo 10 Tabnerok, 2 uiau 4 KOHTYpHbIE sSueiiKOBbIE
YIaKoOBKHU 10 15 TabieTok, 3 KOHTypHbIE siueiKOoBbIe ynakoBku mo 20 Tabnerok, 1, 2, 3 wim 4
KOHTYpHbIE siYeHKOBbIe yrnakoBKU Mo 30 TablieTOK BMECTE C JUCTKOM-BKJIAJbIIIEM B IMauke U3
KapTOHa.

Jlmsunonpun — BEPTEKC, 20 mr, Tabnerku

10, 15, 20 nnu 30 TaG1eTOK B KOHTYPHOU SYEMKOBON yIIaKOBKE U3 TUIEHKH MOJUBUHUIXJIOPHIHON
1 GOJIBIM ATIOMUHUEBOM JTAKHPOBAHHOM.

1, 2 unu 3 KOHTYpHBIE TYeiiKOBBIC yakoBKH 110 10 TabneTok, 2, 4, 6 uiu 8§ KOHTYPHBIX TYCHKOBBIX
YIaKoBOK 1O 15 TabneTok, 3 KOHTypHBIE sUeiikoBble ymakoBku 1o 20 Ttabnerok, 1 wmm 2

KOHTYPHBIC STYCHKOBEIC YIIaKOBKH 110 30 TabneTok BMECTE C JJUCTKOM-BKJIAJbIIEM B ITa4YKEC U3
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KapToHa.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIH OTX0A0B, TMOJYYEHHBIX IIOcjde NPHMEHEeHUus
JIEKAPCTBEHHOT'0 NMPenapara, u Apyrue MaHUIMYJISIIUN ¢ Penaparom

Het oco0pbIx TpeOoBaHU K YTHIN3AIIUH.

7. AEPXKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanus

AO «BEPTEKC»

Anpec: 197350, r. Cankt-IlerepOypr, Jlopora B Kamenky, a. 62, mut. A
Tenedon: 8 (800) 2000 305

Anpec 3IeKTPOHHOM MOYTHI: vertex@vertex.spb.ru

7.1 IlpeacTaBuTesb Jep:KaTeisi PerucTPALMOHHOIO Y10CTOBEPeHUs

IIpereH3uu HOTDC6HTCJI€I>1 HaITpaBJIATh 11O aAPECy.

Poccniickas @enepanys

AO «BEPTEKC»

Anpec: 197350, r. Cankt-IlerepOypr, Jlopora B Kamenky, a. 62, nut. A
Tenedon: 8 (800) 2000 305

Anipec anekTpoHHOM nouTkl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHNS PETHUCTPAIIVH,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0mas xapakrepucTika JekapctBeHHoro npenapata Jlusunonpun — BEPTEKC nocrynna Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHUKaIMoHHOU cetn « HTEepHET» https://eec.eaeunion.org/
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