COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 14,03 2023 N= 4826

MUWHHCTEPCTBO 3/IPABOOXPAR EHUS POCCHIACKON GEREPAITIN

HMHCTPYKLIA -
[10 MEJJMLTMHCKOMY ITPUMEHEHHIO JJEKAPCTBEHHOI'O IIPEITAPATA

AJUIOITYPHHO.I
Perncrpanuonnsiii Homep: JICP-001485/08
Toprosoe HamMeHOBaHMe: AJUIONYPUHOI
MexaynapoaHoe HeNATEeHTOBAHHOE HANMEHOBARHHE: AIOIYPUHOI
JlexapcrBennas ¢popma: TabaeTkn
CocraB: 1 TabmeTka conepXKHT Oelicmgyrowyjee Gewjecmeo: amnomypuron — 100,00 wr,
6cnomozamenvuvie 6eujecmea: caxaposa (caxap Oensii) — 19,52 wmr, xpaxman kaprodelns-
HEIH — 77,68 Mr, Marans creapar — 1,00 Mr, xenatuH mumesoit — 1,80 mr.
Onucanue: Kpyriple IUIOCKONMIMHIApUYECKHE TabaeTku Oeloro MIM HOYTH GeNoro Isera
(dackoii.
®dapMaKoTepaneBTHYECKAS] TPYNNA: [IPOTUBONIONATPHIECKOE CPEJICTBO — KCAHTHHOKCH/IA3EI
HHTHOUTOD
Kon ATX: M04AAO1
®apmakojorayeckue cBoicrsa
DapmaxkoouHamuxa
AJUTOIYPUHOI SABJISETCS CTPYKTYPHBIM QHAJOrOM THMIOKCAHTHHA. AJUIOIYPHHOJ, a Takke €ro
OCHOBHOM aKTHBHBIM MeTa0ONUT - OKCHITYPHHOJ, MHTHOUPYIOT KCAHTHHOKCHIA3y - (epMeHt,
ofecneynBarommii npeodpazoBaHye '’MIOKCAHTHHA B KCAHTHH, ¥ KCAHTHHA B MOYEBYIO KHCIIOTY.
AJITONYpPUHON YMEHBINAeT KOHIEHTPAIMI0 MOYEBOM KUCIOTHI B CHIBOPOTKE KPOBH H MOYE,
TakuM 00pa3oM OH IPEOTBPAINAET OTIOKEHUE KPUCTAIIOB MOYEBOH KHCIOTHI B TKAHAX H/HIM
crocoOcTByeT BX pacTBopenHio. Ilommmo IOJABIICHNS KATaGOIM3Ma IIYPHHOB ¥ HEKOTOPBIX (HO
HE Yy BCEX) IIAIMEHTOB C I'MIEPypUKEMHUEH, GOJBIIOE KOIMYECTBO KCAHTHHA M IMIIOKCaHTHHA
CTaHOBUTCS JOCTYITHO JUIS IOBTOPHOTO 00pa3oBaHMs IYPUHOBEIX OCHOBAHMM, YTO IPUBOIUT K
YTHETEHHIO OMOCHHTE3a IIYPUHOB de novo 10 MEXaHu3My OOpaTHOM CBS3H, YTO OIIOCPEIOBAHO
yrHeTeHHeM  (epMeHTa  THIIOKCAHTHH-TyaHwH  dochopubosmn-Tpancdepassl.  [pyrue
MeTabOJIUTh AJUIOMYPUHONIA - AJUIONYPUHON-PUOO3HA ¥ OKCHITYPUHOI-7 pubO3HLL.
Dapmakokunemuka
Beacvisanue
AJUTONIypHHOJ aKTHBEH IIPU IepopanbHoM npuMeHenud. OH OBICTPO BCACBIBACTCS M3 BEPXHHUX
oTHenoB kenymouso-kumiedHoro Ttpakta (QKKT). Ilo paEHBIM  (apMakOKMHETHYECKUX
HCCIIe/IOBAHME aIIONYPHHOJ OIpeensdeTcs B Kposy yxe gepe3 30 - 60 MuHYT Hocie mpuema.

BropoctynHoCT ayumonypuHoia Bapsupyer ot 67 % no 90 %. MaxcumanbHas KOHNEHTpAHS
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nmpemnapaTa B IUIA3Me KPOBH KaK IIPAaBIIIO DG rucTpupyeTtH *ApRG A ReTbH 41épes 1,5 waca

TI0CTIE IEPOPANEHOTO IpUeMa. 3aTeM KOHIEHTPAIMs allIoIyprHoya O6IcTpo cHkaeTcs. CrycTs
6 uwacoB IIOC/E INpHeMa, B IUIa3Me KPOBH OMNpeJieNsercs JIMIIb CIeJoBas KOHIECHTpaNys
npenapaTta. MakcumanbHas KOHIEHTpauus (Cmax) aKTHBHOrO Merabonura — OKCHITypHHOJA
0BBIMHO perucTpupyercs depe3 3 - 5 4YacoB IOCIE NEPOPAIBHOrO NpHEMa alIoNypUHOJIA.
KoHIeHTpanys OKCHIIYPHHOJIA B ITa3Me KPOBH CHIDKAETCS 3HAYUTENIEHO MEJUICHHEE.
Pacnpeoenenue

AJIONypHHOJ IOYTH HE CBS3BIBAaeTCA ¢ OeNKaM¥ IUa3sMbl KPOBH, IO3TOMY M3MEHEHMS CTEIICHH
CBS3BIBAHMS ¢ OeNKaMy He JOJDKHBI OKa3bIBaTh 3HAYMTEIBLHOTO BIMSAHUSA Ha KIMPEHC Npenapara.
Kaxymmiics o6beM pacupeeleHus AUIOIPHHOIA COCTABIACT NPUOIU3NTENEHO 1,6 nutpa/kr,
YTO FOBOPHT O JOCTATOYHO BEIPAKCHHOM IOIJIOMICHWH NPENapata TKAHAMH. KonuenTpanus
AIIONYPUHONA B PA3IMIHBIX TKAHAX UENOBEKa HE H3y4YeHa, OJHAKO BEChMa BEPOSTHO, YTO
AJUTONYPHHON ¥ OKCHITYPHHOJ B MAaKCHMAIBHOW KOHIEHTPAUXM HAKAIUMBAOTCA B ICHCHH H
CIH3UCTON 000I0UKE KMINEYHMKA, Tl PETUCTPUPYETCA BEICOKAs aKTHBHOCTE KCAHTHHOKCHIIA3EL.
Buompancgopmayus

Iox jeiicTBHEM KCAHTHHOKCHJIA3hl M AlbIETHIOKCHAA3hl aWIONYPHUHON MeTabOIM3UpyeTces ¢
o6pazoBaHHeM OKCHIypHHONA. OKCHIypHHOJ IOJABISeT aKTHBHOCTH KCAHTHHOKCH/A3LI. Tem
HE MEHee, OKCHITYPHHOJ — He CTOJh MOIIHBIH MHIUOATOp KCAaHTHHOKCHJIA3EI, 110 CPaBHCHUIO C
AIITOTIYPHHONOM, OJIHAKO ero mepuoj nonyesmeaeHus (T)p) 3HAIUTENBHO GoMbIIe. bnaropaps
STHM CBOMCTBaM, IOCIe IpHEMa pa3oBoff CyTOYHOM O3Bl amtomypuHona sddexrusHoe
[O/IaBJICHNE aKTHBHOCTH KCAaHTHHOKCHAA3E! OICPXKHUBACTCS B TCUCHHE 24 gacoB. Y NAlHEHTOB
¢ HopMmanbHON (yHKUMeH MOYEK KOHIEHTpalyMs OKCHIIYPHHONA B INIA3ME KPOBH MEJICHHO
YBEIMYUBAETCS BIUIOTH JO JIOCTHOKEHHS PABHOBECHOH KOHLEHTPALHH. [Tocne mnpuema
auronypuHona B go3¢ 300 Mr B CYTKH, KOHUCHTpPAI[Hd QUIONypPHHONA B IUIA3MC KPOBH, KaK
npasmio, cocrasiser 5 - 10 mr/m. K apyraM MeraGonmuraM aJlIOMypUHONA OTHOCATCSH
A0y PHHOJ-PUGO3UJ] ¥ OKCHITY pHHOJI-7-pPHO03HL.

BuvigeoeHue

pu6musutensao 20 % IPUHATOTO per OS AUIONYPHHOJA BBIBOAMTCHA Yepe3 KHIICTHHK B
HemaMenHOM Bue. Okomo 10 % CyTOHHOM O3B! 9KCKPETHPYIOTCS KITyGOYKOBLIM allaparoM
HOYKH B BHIE HEW3MeHHoro amiomypusona. Eme 70 % CyTOYHOM IO3BI AIONYyPHHOIE
BBIBONUTCS I09kaMd B (opme okcunypurona. OKCUIYpHHON BBIBOAMTCS IIOYKaMH B
HEM3MEHHOM BHJE, OJHAKO B CBS3M C KAHANBIEBOW peaGcopbmuell oH o6NagacT MIHTEIbHBIM
Tip. Tin annonypurona cocragister 1 - 2 gaca, Torna kak Ty, OKCHIYpUHONIA BapbUPyeT OT 13
70 30 yacoB. Takue 3HaYATENHHBIE PA3IAIAS, BEPOSTHO CBSA3AHBI C PA3IMIMAMU B CTPYKTYPE

pccnenoBanuii n/wmn kmpence kpearuauna (KK) y nanueHToB.
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Iayuenmul ¢ napywennot Qynkyueti nouex (Bxopswwit M3 N24223015)

YV NanueHToB ¢ HApYNIEHHOM (yHKUHMEH MOdeK BHIBEICHHE anﬁouypnnona M OKCHILypHHOJIA
MOXET 3HAYMTEIBHO 3aMC/UIATBCS, YTO I[IPM JUIMTENBHOM Tepaldu NpPHBOJUT K pPOCTY
KOHI[CHTPaUMA STHX COCAMHEHUH B IUla3Me KpPOBH. Y NAHEHTOB ¢ HApYIIEHHOH (QyHKIueit
nouex 1 KK 10 — 20 mi/Mun nocre 101roBpeMen oM Tepammu ajonypuHoioM B nose 300 mr B
CYTKH KOHIICHTpal¥s OKCHIyPHHOJA B IUIa3M€ KPOBH NOCTHTala OPHEHTUpOBOYHO 30 Mr/L.
Takast KOHUEHTpaUHs OKCHIYPMHONA MOXET OIDEHENSTHCS y MAUMEHTOB C HOPMATIBHOM
dyHKIpeH moYek Ha (OHE Tepamuu alUIOMypHHOIOM B 03¢ 600 Mr B cyTkH. CleoBaTeqnbHo,
IpY JICYCHUM TAUMCHTOB C HapymeHHeM (YHKIUHM IOYEK O3y aUIOIyPHHONA HEoBXOaIMO
CHIDKATB.

Iooicunvie nayuenmor

Y OKWIBIX TNAaNMEHTOB 3HAYHTE/IBHBIE M3MEHEHHS (APMAKOKMHETHYECKHX CBOMCTB
QUIONYPUHONA MAIOBEPOSTHEL VICKIIOYeHHE COCTABISIOT IAUMEHTHl C  CONYTCTBYIOMIEH
TIATOJIOTHEl TTOYeK (em. moxpassene «IlanmenTs! ¢ HAPYMIEHHOM QYHKUKEHR TOYEKN).
IloxazaHns K NpUMEHEHUIO

Bspocnuvie:

- Bee Bujpl rumepypuxeMuy, KOTOPBIE HEBO3MOXKHO KOHTPOJIMPOBATH JHUETOH, B TOM HUHCIE
BTOpHYHAs THIOCPYPUKEMHUS Ppa3Id4HOIO IPOMCXONKICHHS, ¥ KIMHUYECKHE OCJIOKHEHHS
TMIEPYPUKEMHH, B YaCTHOCTH, BBIp@KEHHAas Iojarpa, ypaTHas HedpomaTws, a TaKxKe
pPacTBOpEHHE H IIPEAYNIPEkICHHUE oﬁpasoslaﬂnﬂ KPUCTAJIJIOB MOYEBOH KHCIOTHI (IIOYEYHBIX
KaMHeit);

- Jleuenume  peUMIMBHMpPYIONMX, CMEIIAHHBIX  KPUCTAUIOB  KaTblMs  OKCAlara,
CONPOBOMKIAIOWMXCSA — THIEPYPUKEMHEH, eclH  ynoTpeOleHHe pasii4HBIX  KHAKOCTEH,
cobmoienre AUETH ¥ 0A00HbIe MEpEI He UMEIOT ¢ dexTa.

Hemu u nodpocmru:

- Bropuynas runepypukeMus pa3iindHOro IPOHCXOMKICHHS;

- Be3BanHast Mo4eBo# KUCTOTOH HepoaTHs IPH JeIeHHH JIeHK03a;

- Bpoxnennas QepMenTHas HexocTaToO4HOCTh, cuHApoM Jlema-Heiixana (monHas wuim
YacTHYHas  HEJ0CTATOYHOCTH TMIIOKCAHTHH-TYaHUH-Qochopubosmi-Tpanchepasnr) U
HEJI0CTATOYHOCTE afieHuH-(pocopubosun-Tpanchepassi.

IIpoTuBonOKa3zaHns

['MnepayBCTBHTENBHOCT, K AUIONYPUHONY WM JIEOOOMY M3 BCIOMOTATE]IBHEIX BEIIECTS,
BXOJAIIMX B COCTaB IIpenapara.

ITeyenoynas HeJOCTATOYHOCTH, XPOHHYECKAs MOYECHHAS HENOCTATOYHOCTE (CTA/Ms a30TEMHM),

OCTpBIH NPHUCTYII IIOJArphl, JETCKUR BO3pacT O 3-X JeT (C y4eToM TBEepAOH JIeKapCTBEHHOM
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dopwmen), nedunuT caxapassl/H3oManbTassl, HellepeHOCUMOCTE GipFyiioa bl T Tioko3d-ranakTo3Has
MansabcopOIHs.

Bepemennocts, mepumom rpymsoro BekapmumBaHMs (cM.  pasgen  «IIpumeHeHme pH-
GepeMeHHOMTH GEpeMEHHOCTH ¥ B IIEPHOJ IPYAHOTO BCKAPMIHBAHHSY).

C 0¢TOpPOXKHOCTHIO

Hapymenust Qynxuus nedennm, rHIOTHpeo3, caxapHbli auaGeT, apTepuatsHas TMIICPTEH3HS,
HEPBHYHBIA reMOXpoMaros, OTHOBPEMEHHBIA IIpHEM HHIUOUTOPOB
aHrHOTEeH3UHIpeBpamaromero Gepmenta (AIID) wmm nuypetnkos, gerckuil Bospact (1o 15 ner
Ha3HA4YaloT TOJBKO BO BpEMS IMTOCTATHYECKOH Tepanuy JISHKO30B M Jp. 3JI0KAYECTBEHHBIX
3aboneBanuii, a TaKKe CHMITOMATHYECKOr0 JICUCHHsS (PEPMEHTHBIX HAPYMICHHH), MONKHIOH
BO3DAacT, HapylmleHne (YHKIMHM TOYeK (Hapymienue (GYHKIHH [OYSK MOYCT IPHBOLATH K
3a[ICPIKKe mperapara ¥ €ro MeTaboIUTOB B OPraHu3Me ¢ HOCHeayonmM yumuaenneM T, aTux
COCIMHEHHUH U3 IIJIa3MbI KPOBH).

IIpumenenne npu 6epeMEHHOCTH M B EPHOJ TPYAHOr0 BCKAPMITHBAHMS

bepemennocme

B macrosmiee Bpems MaHHBIX 1O 6E30IMaCHOCTH TepalUd AIONYPHUHOIOM B IEPHOJ
OepeMeHHOCTH HEJIOCTATOYHO, XOTA 3TOT Ipenapar IMPOKO IPAMEHSAICS B TEUEHHE JOITHX JIET
0e3 ABHBIX HeOJIaroNpUATHBIX MOCIEACTBH. BepeMEeHHEIM KEeHIIMHAM He CJIe/yeT NPUHEMATh
TabneTky AJIOMYpPHHOI, 32 MCKIIOUYCHHEM TeX CIIyJaes, KOrjla HE CYIECTBYeT MEHEE OIIacHOIo
albTEPHATHBHOTO JIEYEHUA M 3a00JIcBaHHE COCTaBIAET OONBINMH PHCK UL MaTepu U IUIONA,
HEKENH IIPUeM IIpenaparta.

Ilepuoo epyonozo eckapmiusanus

AJIOIYpHHO M €ro MeTabONHT OKCHIYPHHOJN BBUICISIOTCS B TPYJHOE MOJOKO HeJIOBEKA.
Ilpenapar AJutonrypHHON He PEKOMEHAYETCS B IIEPHOJ] IPYAHOrO BCKAPMIIMBaHUA, Y }Kélmmﬂ,
- MpHHAMAIOMMX awronypuron B gose 300 Mr/cyrku, KOHLIEHTpAlMs aIONypHHOIA M
OKCHITYPHHOJIA B I'PYIHOM MOJIOKE JOCTHIala, COOTBETCTBEHHO, 1,4 Mr/m u 53,7 mr/n. Tem He
MeHee, CBEJICHHS O BIMSHHH AIONYPHHONA H €0 MeTaboIMTOB Ha MIALCHIEB, NPeGhBAIOMIX
HA IPYAHOM BCKapMIIMBaHUM, OTCYTCTBYIOT.

Cnoco6 npuMeHeHns | {03 LI |

Buyrps. Ilpenapar cnenyer npuHMMAaTh OAWH pa3 B AEHb IIOCHE €Ibl, 3alMBast OOJBIIHAM
KOJM4ecTBOM BoABL. OH IEPEHOCHTCS XOpOINO, B 0COOEHHOCTH, IOCHe npnéma ounw. Eemn
cyrouHas Jio3a npeppnnaet 300 Mr MM HMEIOTCS HEXENaTeNIbHbIE PEAKIIHKA CO CTOPOHBI )I{KT,
TO JI03y HEOOXOAMMO JENUTH Ha HECKOIBKO IIPUEMOB.

Bspocnvie nayuenmor
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Jlis Toro, 9TOGHI YMEHBLIITH DPHCK pasBHIHS TOOOUHEECSHPEKTOB < pekoMenIyercs

HCIIOJIF30BaTh @UIONYpHHON B HayainbHOU mo3e 100 Mr oguH pa3 B aeHb. Ecmu 3TOH /10351
HEJIOCTATOYHO JUIS TOTO, YTOOI JO/DKHEIM 00pa3oM CHH3UTH KOHLEHTPALXIO MOYEBOH KUCIOTHI
B CHIBOPOTKE KPOBH, TO CYTOUHYIO 103y IpenapaTa MOKHO [IOCTeNIeHHO yBeamauBaTh o 100 mr
Kaxasle 1 - 3 Hemenw 1o IOCTIKeHus jxermaemoro sddexra. Ilpu MOBBIIIEHHH O3B
AIONYPHHONA Kaxele 1 - 3 Hememu HEOOXOAMMO OIPEHEIATE KOHLCHTPAUMIO MOYEBOM
KMCNOTHl B CHIBOPOTKE KPOBH JIO JOCTIDKEHHs ee IeneBoro 3HaueHus. Crenyer NMpOosBIATH
0c00yI0 OCTOPOIKHOCTB IIPH HAPYIIEHUH (DYHKIMHU IMOYEK.

PexoMeH 10BaHHAs JI03a Ipenapara CoCTaBIIseT:

100 - 200 Mr B CyTKH IIPX JIETKOM TEYEHUH 3a00/IeBaHMS;

300 - 600 Mr B CYTKH IIPH CPEIHETIKETIOM TEUCHHH;

700 - 900 Mr B CyTKH IIPH TSDKEIOM TEYECHUH.

MakcumanbHas cyTousas xo3a — 900 mr.

Eciu mpu pacdere 10361 HCXOAWTH M3 MACCHl TeJa IAlMEHTa, TO JI03a JUIONYPUHOA JOJDKHA
cocTaBiIATh OT 2 1o 10 MI/Kr/cyTKH.

Jlemu u noopocmxu 6 6ospacme 00 15 nem

Pexomennmyemas mosa: 10 - 20 MF/KF/CY’fKH. ITpn HeoOXOMMMOCTH TIPUMEHEHHMS HHU3KHX J03
npenapara (50 Mr) cieayeT NPHMEHATH JIEKAPCTBEHHBIE IIpernaparhl ajUIoNypHHOIA B 103€
100 Mr, KOTOpBIE ¢ IIOMOIIBIO PHCKHA MOXKHO PasfelNHTh Ha [BE OJIMHAKOBEIE JI03BI IO 50 Mr.
Cyrounas 03a Iperapara He 1oJpkHa npesbuuars 400 Mr Ha Tpﬁ pHeMa B JIEHb.

AJUIOITYPHHON PEAKO IIPUMEHSETCS B IeIMaTPUYECKOl NpakTuke. MCKIodeHwue COCTaBNAOT
3JI0KAYeCTBEHHbIE OHKOJOTMUeckue 3abosneBanust (0COOEHHO JIGMKO3BI) M HEKOTOpHIC
(bepmeﬂ'ra'rﬁnume HapymeHus (Hanpumep, cunapom Jlema-Haitxana).

Hoowcunvie nayuenmol

[ToCKONBKY CIEIHaTbHEIC JAHHBIE 10 TPUMEHEHHIO ALIONyPHHONA B NOIYISIHH JHOICH
TIOKMJIOTO BO3pacTa OTCYTCTBYIOT, IS JIEYeHHMsA TAKHUX IAIUEHTOB CIEAYeT HCIOJIb30BATH
npenapaT B MUHEMATBHOH M03€, OGECHCYMBAIONIEH N0CTATOIHOE CHIDKEHHME KOHICHTPALMH
MOYEBOM KHCIOTHEI B CHIBOpoTKe KpoBH. Oco6oe BHHMaHWE HEOOXOMMMO YACIHThH
PEKOMEH/IAIASM TI0 TIOGOPY 710351 Ipenapara JUls NalHeHTOB ¢ HapyImeHHOH QyHKuuel mouex
(cm. pazmen «Ocobble yKasaHHAN).

Hapywernus @ynxyuu novex

[ToCKONBKY AJUIOIYPHHON U €ro MeTabOoIHTEI Bmoﬁmcs U3 OpraHd3Ma II0YKaMHM, HapylleHue
(DYHKIMI MOYEX MOYET [PUBOAMTE K 3a/[epXKKe Ipenapara i ero MeTaboMMTOB B OPraHu3Me C
TIOCTIEYIOIMM Y/JIMHEHHEM IIEPHONA TONYBBIBEICHAA OTUX COCIMHCHUH U3 IUIa3Mbl KPOBH.

IIpy TsKeNoM IMOYEeYHOM HEeIOCTATOYHOCTH PEKOMEHJIYETCS NPUMEHATh AlNOIMyPHHONI B 03¢

5
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HoKe 100 MI B CYTKH, WM HCIIOTB30BaTh PasoBkle 1035l 1ol TOO M-S HrTepBaton-601ee 0qHOro

IHS.
Ecim ycrnoBus no3BoJisiOT KOHTPOJIMPOBATH KOHIEHTPAIHIO OKCHITYPHHONA B ILTa3Me KPOBH, TO
A03y AUIONypHHOJA CIEAYeT IOX00paTh TakuM 06pa3oM, 4TOOB! YPOBEHb OKCHIIYPHHONA B
IIa3Me KPOBH OBUT HIKE 100 Mxvmoms/1 (15,2 mr/n).

AJTOTYPHHOII ¥ €70 POM3BOJHBIC YNAISIOTCS M3 OpraHu3Ma IIpy IIOMOIIHA TeMoran3a. Beiu
CEaHChl IeMojMam3a IMPOBOAATCS 2 - 3 pasa B HENEMO, TO IENeco00pasHO ONpEIEITHTH
HEOOXO/MMOCTh TIEpeXofa Ha ANbTCPHATHBHBIL pexum Teparmuu — mpuem 300 - 400 mr
aJUIOIIypHHOJIA Cpa3y MOCJIE 3aBEpINCHMS ceaHca reMoauann3a (Mexay ceaHcaMy TeMOHaIn3a
Ipenapar He IPUHUMAETCS).

Y NauueHToB ¢ HApYIeHAAMHE QYHKIHHA 09eK K0M6nHﬂpOBaHﬁe AJUIOIYPHHONA C THA3HIHBIMHI
JMYPETHUKAMH CIIEAYET IPOBOJUTH C HCKIIIOYHTEIHHON OCTOPOIKHOCTHIO. AJUIONYPUHOI CIIENyeT
Ha3HayaTh B CAMBIX HU3KUX 3((eKTUBHEIX T03aX IPH TIIATEIEHOM MOHHTOPUPOBAHUHA (YHKIIHH
no4ex (cM. pasnen «B3aumozeHcTBHE ¢ IPYTUME JIEKAPCTBEHHLIMH CPEICTBAMEY).

Hapywenus pynxyuu nevenu

Ilpu Hapymenno# Qynknum nevenu n03y mpemnapara HeoGXoauMo cHu3UTH. Ha paHHeM sTame
TEPalli¥ PEKOMEHAYETCA OCYIUECTBIATh MOHHTOPHMHI J1abOpaTOpHBIX MOKasarenedl (GyHKIHU
[ICYCHH.

Cocmosnus, conposojcoatowuecs ycunenuem 00MeHa Coneil MO4e80U KUCAOMbL (Hanpumep,
onyxoneevie sabonesanus, cunopom Jlewa-Haiixana)

Ilepen HayamoM Tepamuy NMTOTOKCHYECKUMM IIpeNiaparamMd pPeKOMEHJYeTCs BBIIOIHATE
KOPPEKIHIO CYIIECTBYIOMEH IMIEPYPUKEMHH W/WIM THUOEPYPHKO3YPHUM IIPH  IIOMOIIH
autonypurona. Bonpimoe 3HaueHHE nMeeT ajeKBaTHAs THApATAUMA, CHOCOGCTBYIOMAs
TIOJUICPIKAHUIO ONTHMAIBHOIO JUYype3a, a TaKKe OIIENavuBaHHe MOYM, Grarogaps KOTOpOMY
YBEIIHYHBACTCA PACTBOPUMOCTh MOYEBOM KHCIIOTHI U ee coied. [[o3a ajutomypuHoia DOJDKHA
OBITB OJM3Ka K HIDKHEH PaHALEe PeKOMEH/I0BAHHOTO JIMalla30Ha J03.

Ecinu sapymienne QynKiua modexk o0yCIOBIEHO pasBUTHEM OCTPOM MOYEKHCIION He(poImaTHH
WM APYro¥ MOYEeYHOH IIaTONOTHH, TO JIEYEHHE CIEAYET NPOJNOIDKATE B COOTBETCTBUH C
PEKOMEHIAIHAMH, IPEACTABICHHBIMY B nofipasnene «Hapymenus GyHKnua mogexy.
Onwmcagnele Mephl MOIYT YMEHBIINTH PHCK HAKOIUIGHHS KCAHTMHA M MOYEBOM KHCIIOTHL
OCJIOMKHSIONIEro TedeHue 6oIe3Hu.

Pexomenoayuu no monumopunzy

JUist KOppexkIuM JI03Bl Ipeliapara HEOOXOMMMO C ONTHMANGHBIMM HHTEPBATAMH OIEHMBATH
KOHIICHTPAIIUIO COJIEHi MOYEBOM KHCJIOTBI B CHIBOPOTKE KpPOBH, a TakKe YPOBEHB MOYEBOM

KHUCJIOTEI M YpaTOB B MOYE.
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IHo6ounoe aelicTBHE (Bxopswwmit M3 N24223015)

OTCyTCTBYIOT COBpEMEHHBIE KIMHMYECKHE NAaHHBIE Ul OpPEHENCHHS 9ACTOTH pasBHTHSA
n0604HbIX 3(dexTos. VX 4acTOTa MOXET BAPHHPOBAaTh B 3aBHCHMOCTH OT 035l M OT TOTO,
HasHavajCs JIM Ipenapar Kak MOHOTEPAIHs NI B KOMOUHAIMY C APYTEME IIpenapaTaMu.
Knaccupukanust gactoTst pasuTHs MOGOMHEIX 3(Q(EKTOB OCHOBAHA Ha IPHOIM3UTEIHHOIMN
OLICHKE, Ul GONBIIMHCTBA MOGOUHBIX ID(BEKTOB OTCYICTBYIOT JaHHBIC JUIS OLpPEAEICHMS
YACTOTHI MX PA3BUTHAL.

Knaccuduxarus HeKeNaTeNBHEIX peakuuid B 3aBHCMMOCTH OT YacTOTBHI BCTPEYAEMOCTH
BBITJIAMHT CIHEAYIONMM o0pasoM: owenv yacmeie (>1/10), uwacmeie (ot >1/100 mo <1/10),
newacmeie (or 21/1000 no <1/100), peoxue (or >1 /10000 mo < 1/1000), ouenv pedxue
(<1/10000), vacmoma neuseecmua (HEBO3MOXKHO ONIPEICIIATE HCXOMIS U3 JTOCTYIIHEIX JAHHEIX).
Ha6monaeMble B IIOCTPErMCTPAMOHHOM TIEPUONE HEKENATENbHBIC DPEaKIHH, CBS3AHHBIE C
TEPANUeH ANIOIYPUHOJIOM, BCTPEYAIOTCH PEAKO HIM OYeHb peaxo. B obmelt momymamum
NalCHTOB, B OOJBIIMHCTBE CIydYacB, HOCAT JeTKHM Xapakrep. YacroTra pasBUTHS
HEXENaTeNbHbIX IBJICHUA YBEIHIUBACTCS NP HAPYIICHUIX QYHKIMM ITOYeK U (U/IH) TIEYEHH.,
Hugexyuu u napasumapnvie 3a6oneeanus:

Ouenw pedxue - GypyHKYIES.

Hapywenus co cmoponwr cucmemvl Kpogu u Ium@amuueckoii cucmeml.

Ouenv pedxue - arpaHyJOIHUTO3, AIUIACTHYECKAs AHEMHS, TPOMOOIMTOIEHHS, IPAHYIONHTOS,
JNEHKONCHHSL, JIEUKOIUTO3, J03MHO(IIINS U aTlIasus, Kacarolasics TOIBKO 3PETPOLUTOB.

Ouenp peko MocTynanu coobIeHnus 0 TPOMOOLMTONEHAH, arpayIoNUTO3€ U AIacTHIeCKOM
aHEMHM, B OCOOEHHOCTH y JHMI ¢ HapymieHWIMH GYHKUMM [OYEK HW/HIM TIe4eHH, YTO
IO4EPKUBACT HEOOXOMMMOCTD IPOSBICHUS 0CO00H OCTOPOKHOCTH y STHX IPYIII [AIMEHTOB.
Hapywenusa co cmoponbt uMMyHHOL cucmembi:

Heuacmpie - peaknuy THIIEpYyBCTBUTEIBHOCTH; TSKEIBIE PEaKIMM IMIEPIyBCTBHTENHLHOCTH,
BK/IIOYass KOXKHBIE peaknul ¢ OTCIOHKOW smuaepmuca, JMXOpajakoH, mumbancHomaTue,
apTpairued m/mmm s03uHOGMIMEH (B Tom umcne cuuapoM Crusenca-/Dxoncona (CCI) u
TOKCHYeCKHi snuaepmanbHeii Hekponms (TOH)) (M. moxpasmen «Hapymenus co croposs
KOXH M TIOJKOKHBIX TKaHel»). COIyTCTBYIOIMN BAaCKyNHT WM PEAKLHH CO CTOPOHLI TKAHHM
MOTYT MMETh pa3IMYHEIe IIPOSBIEHNS, BKIIOYAs TEIaTUT, IOPaXEeHHe MOYeK, OCTPHIA XONAHTHT,
KCaHTHHOBBIC KOHKPEMCHTBI H, B OYE€Hb PEJKUX clly4asx, cynoporu. Kpome toro, ovens pedxo
Hab/II0anochk pasBUTHE aHAbUIAKTHIECKOro IIoKa. [Ipd pasBUTHM THKEIBIX HEKENaTeTbHBIX
peaKuuit TepamyIo alIoyPUHOIIOM HEOOXOUMO HEMEONCHHO NPEKPAMUMs U He 60300HO6NAMD.
Ilpn oTCpoYeHBOH MYNbLTHOPraHHOM TIMIEPYYBCTBHTEILHOCTH (M3BECTHONH KAK CHHJPOM

JIEKApCTBEHHOM TI'MIEpYyBCTBHTEILHOCTH) MOTYT pPa3BHBATHCH CHEAYIOIIHE CHMIITOMBI B
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14,03 2023 N- 4826

PasMYHBIX KOMOMHAIMAX: JNHXOPAJKa, KHas RO AEAeKY T, ' emedaeonarus,

NCeBAOMAM(pOMa, apTpaITHd, JTEHKONCHHS, S03UHO(HIAS, TENATOCIUICHOMETATNS, U3MEHEHNE
Pe3yIbTaTOB IEYCHOYHHIX (YHKIHMOHAILHEIX TECTOB, CHHAPOM HCYE3AIOMMUX IKETIHBIX
IIPOTOKOB (PaspyIIcHHe MM HCYE3HOBEHHE BHYTPHIIEYCHOYHBIX KETIHBIX IIPOTOKOBR). Moryt
OBITH 3aTPOHYTSHI IPYTHE OpraHbl (HAapUMep, IeYeHb, NETKHe, TOUKH, OPKeIyL0THas xKenesa,
MHOKap/ ¥ TOJNCTHIM KumedHuk). [Ipu passuTHH Takux peaxuuit B M060# mepHoj Jieuenus,
ANIONYPUHOT CIIENYeT HEeMeONEHHO OMMEeHUMb U HUK020a He 60306HOGNAMY. [ToeTOpHO
HaYHHATD JIPUEM IIpENapaTa NaieHTaM ¢ CHHApOMOM runepyyBcrBuTenbrocTd 1 CCII/TOH e
ciepyer.  KopTHKOCTEpOMjbl ~ MOTYT — OBITB  NONE3HBI IIPH  JIEYEHHH  peaxiuif
TUIIEPYYBCTBUTENHHOCTH CO CTOPOHBI KOXH.

I'enepanu3oBatHble peakllMy THIEPIyBCTBATEIBHOCTA PA3BHBANMCE Y GONBHBIX ¢ HApYIIEHHOM
byHKIHEH ToYeK u/uiIn niedeHy. Takue Ciyyau HHOT/Ia HMEIIH JISTAIBHbIA HCXOJT;

Ouenv pedxue - anrnonMMyHoOacTHas T-kieTodnas mumboma.

Hapywenus co cmoponsl 06mena seugecme u numanus:

Ouenvb peoxue - caxapHbIi uaber, TUnepIUITHACMES.

Hapywenus ncuxuxu:

Ouenwb pedkue - nenipeccus.

Hapywenus co cmoponvl Hepeno cucmembyi.

Ouenv pedxue - KOMa, Tapamud, aTakchs, NepudepadccKas HeHpONmaTHs, IapecTe3uw,
COHJIMBOCTb, I'OJJOBHAS 00JIb, IUCIEB3HIL.

Hapywenus co cmoponvt opeana 3penus.

Ouenb pedxue - KaTapaxTa, HapyIICHUS 3PEHUS, MAKYJIONATHS,

Hapywenus co cmoponvl opzana ciyxa u 1abupunmusie paccmpoiicmea:

Ouenw pedkue - TONOBOKPYKeHHUE (BEPTHIO).

Hapywenus co cmopoéu cepoya:

Ouenvb peoxue - cTeHOKap s, GpaguKapans.

Hapywenus co cmoponwt cocyoos:

Ouenb pedxue - TOBHIICHIE apTEPHATIHHOTO JaBJICHHS.

Hapywenus co cmopouwt sceny0ouHo-Kumeyno20 mpakma:

Heuacmuie - pBoTa, TOMHOTA, IAapes.

B panee mpoBeleHHBIX KIMHAYECKUX HCCIENOBAHUSIX HaGIIOAATN TOIMHOTY ¥ PBOTY, OXHAKO
Oonee mnosjHuMe HAOMIONEHMS NOATBEPIAWIM, YTO OTH PEAKIUH HE SBIAIOTCH KIMHUYECKH
3HAYUMOM IpOOIEMOH M X MOXKHO H306eXKaTh, HA3HAYAS AJLIONYPHHOI TIOCHIE EIbL,

Ouenv pedxue - KpoBaBas PBOTA, CTEATOpesi, CTOMATHT, M3MEHEHMH JaCTOTHI AedeKanuu u

XapakTepa cTyJa.



COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14,03 2023 N- 4826

Yacmoma neussecmna: 6015 B XHBOTE. (Bxopawmin M3 N24223015)

Hapywenus co cmopons nevenu u sicenyesvieodsuyux nymeii:

Heyacmpie - GeccnMUTOMHOE YBENTHYEHHE aKTHBHOCTH TIEYEHOYHBIX (JEPMEHTOB (IIOBBIIICHHAS
AKTHBHOCTS IIETOYHON (ocdarTassl ¥ TpaHCAMUHA3 B CHIBOPOTKE KPOBH);

Peoxue - renatut (BKIIOYAs HEKPOTHYECKYIO M TPAHYIEMATO3HYIO (GOPMEI).

Hapymrerust GyHKIMA medeHr MOTYT Pa3BHBAThCS Ge3 SBHBIX NPU3HAKOB IeHEPAIH30BAHHOMN
TUIIEPYYBCTBUTEIEHOCTH.

Hapywenus co cmoponui kodicu u nookodicHvix mraueil:

Yacmyie — ChIIb,

Peodxue - TSOKeIbIe peakuu co cropons! koxm: CCJ u TOH.

Peaxnuu co cTOpOHBI KOXH ABIAIOTCS HAUOOJIee YaCTHIM BHIOM PEaKIii, OHM MOTYT PasBHThCS
B moboi MOMeHT B xofae nedenms. OHH MOLYT IpEACTaBNATH cOOOH  3YASIIYIO
MaKyJnonamyne3Hylo, HHOIZA YeIyHyarylo HIM IypHypO3HYIO Chlllb, B PEAKHX CIydasx
9KCHONMATUBHEIC IOPAKCHHS, TaKWe Kak cumHApoM CruBeHca-JKOHCOHA M TOKCHYECKOM
anunepManbHblid  Hekponus (CCI/TOH). B ciydae pasBuTHS Takod peakiuu mNperapar
AJUIONYPHHON CJIelyeT HEMEUICHHO OTMEHHTh. Ilocie peakimii c1aboif THKECTH mocie
HCYC3HOBEHHUS 3THX WM3MEHEHHH NpPYMEHCHHE ALIOIYPHHONA MOXET OBITh BO30GHOBIEHO B
HU3KOH 1103¢€ (Takoi, kak 50 MI/cyT), KOTOPYIO MOMKHO IOCTEIEHHO YBEIMIHTh. BEUIO OKa3aHo,
aro annens HLA-B*5801 cBf3aH ¢ pHCKOM PasBHTHS 3aBHCHMOTO OT AJUIOMYPHHOJA CHHAPOMA
runepayscTBurensaocTd B CCI/TOH. Ecnu peaxuus co CTOPOHBI KOXH BO3HUKAET NMOBTOPHO,
NPUMEHEHHE ANIONYPUHONA CIELYET HEMEMIEHHO H OKOHYATENHLHO NPEKPATHTh, YIHTHIBAS
BO3MOXHOCTb pasBUTUs Oojiee TSHKENOH TMIepUyBCTBHTENBHOCTH (eM. moapasen «Hapymenus
CO CTOPOHBI HMMYHHOM CHCTEMELY);

Ouenv pedxue - aHTHOHEBPOTHYECKHN OTEK, JIOKAIbHAS MEIUKAMEHTO3HAs CHIllb, AJIOIEITHS,
obecupeduBaHUe BOJIOC.

CormacHo  CymIecTBYIOMIMM  CBeJGHMAM, Ha  (OHE = Tepanuu  ALIONYPHHOJIOM
AHTHOHEBPOTHYECKUI OTEK Pa3BUBAJICS H30JIMPOBAHHO, @ TAKXKE B COYCTAHHM C CHUMIITOMAMM
reHepaTM30BaHHON PeaKIuy THNepIyBCTBUTEIHHOCTH.

Hapywienus co cmoponvl ckenemuo-muluedHol u coeOUHUMENnbHOU MKAHU:

Ouenv pedxue - MAAITHSL.

Hapywenus co cmopombst noyex u Moyedui8o0auux nymeil.

Ouenw pedxue - reMaTypust, a30TEMHUS;

Yacmoma Heuseecmua - MOUeKaMeHHas 60Ie3HE.

Hapywenus co cmoponsl penpodyxmugnoti cucmemvl U MOJOYHOU JiceNe3bl.

Ouenb peoxue - MyxcKoe OecIUIoue, SpeKTHIbHAs UCHYHKIIUSL, THHEKOMACTHS.



COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14.03.2023 N= 4826

Obwue paccmpoticmea u napywenus ¢ mecme §eedenus npeRdapéama M3 N=4223015)

Ouenv peoxue - oTex, o0lee HeIOMOTaHUe, ACTEHHUS], IMXOPAKa.

CornacHo cymecTBylomm™M cBefeHUAM, Ha (OHE TEpallMM ALTOMYPHHONOM JHMXOPajKa
- pasBUBANACH KaK H30JIMPOBAHHO, TAK U B COYETAHHH C CHMITOMAMH TeHEPATH30BAHHON peaxiuu
THIIEPYYBCTBUTEABHOCTH (CM. NoApasaen «Hapymenus co CTOpOHEI MMMYHHOM CHCTEMBLY).
Coobugenus 0 603MOACHBIX NOBOUHBIX PEAKYUAX:

[Ipenocrapierye JaHHBIX O IPEANONAraeMBIX MOGOYHBIX PEAKIMAX NPENapara ABIAETCS OYCHb
B&KHBIM MOMEHTOM, MO3BOJISIONIMM OCYLIECTBIIATE HENPEPHIBHEI MOHUTOPHHI COOTHOIUCHHS
PHCK/TIONb3a JIEKAPCTBEHHOTO CPEACTBA. MeIMIMHCKAM pabOTHHKAM CIIeAyeT MpeLoCTaBIIsTh
HH(QOpPMALHIO 0 JFOGBIX IPENoNaraeMbIX HEGIATONPUATHBIX PEAKIHSX 10 YKA3aHHEIM B KOHIE
MHCTPYKIIAM KOHTaKTaM, a TakXKe Yepe3 HaMOHANLHYIO cucTeMy cbopa nHdopManuy.
Ilepeno3upoBka

Omnycan ciydaif npuemMa BHYTPb aJUIONYPHHOJA B 03¢ JI0 22,5 T 6e3 HexelaTe/bHbIX SBICHHI,
Cumnmomel; TOIIHOTA, PBOTA, JAMApes W TOJOBOKPYXEHHE HAGIMIONATACH y NaIHeHTa,
npussBiiero 20 r ayIonypruHOIa.

Tspxenast mepeno3upoBKa aIONYPHHONA MOKET IPHBECTH K 3HAYUTEIHHOMY YTHETCHHUIO
aKTHBHOCTH KcaHTHHOKcHiasel. Cam mo cebe 3ToT 3(deKT He JOmKeH CONpPOBOXKIATHCS
HOXXENATeIbHBIMU  peaknusamMu. VICKmoueHMe coCTaBlseT BIUSHHE HA COIYTCTBYIOILYIO
TepaluIo, B 0COGEHHOCTH Ha JIEYEHHE  6-MEpKanTONYpUHOM U (HIIH) a3aTHOIPHHOM.

Jlevenue: cnenupuIeckuit aHTHIOT AUIONYPHHONA HEW3BECTEH. AJEKBAaTHAA THIpaTallysd,
NOJUICPIKUBAIOIAA ONTUMAIBHEIM IHMype3, CIHOCOOCTBYET BBHIBEICHHIO AJUIONYPUHONA U €ro
IPOU3BOJIHAIX ¢ MOYOH. ITpy HaNMYUM KIMHAIECKUX MOKA3aHMI BEITOIHAETCS FeMOHAIH3.
Biaumopeiicreue ¢ JPyraMu JieKapcTBEeHHbIMH CPEACTBAMM

6-Mepranmonypun u a3amuonpun

AsatHonpuH ~ MeTaboNM3HpyeTcss ¢ 00pa3oBaHMEM  6-MEPKANTONYpHHA,  KOTOpHIH
MHAKTHBUpYeTCsS  (epMEeHTOM  KCaHTHHOKCHAa3oM. B ciuydasx, Korma  Tepamms
6-MEPKaNTONYPHHOM MM A3aTHOIPHHOM COYETAETCS ¢ AUIONYPUHOIOM, NAHUEHTAM CIE[yeT
HazHa4yaTh TOJNBKO OJIHY YETBEPTh OT OOBMHOM O3Bl 6-MEPKanTOIYpHMHA WA a3aTHOIPUHA,
IIOCKOJIBKY MHTMOMpOBAHME aKTHBHOCTH KCAHTHHOKCHIA3E YBEIMIHUBACT npo,uonmmeni.ﬂocu
NeACTBUA 3TUX CoequHeHnH. Ecim no3y 3TuX npenaparoB He MOHH3HTh, TO WX KOHIEHTPAlUHA B
CBIBOPOTKE KPOBH MOI'YT JIOCTHYb TOKCHYECKOTO YPOBHSL.

Buoapabun (a0enuna apaburnosuo)

B mpucyrcTBHE awronmypuHONA IEPHOA NONYBHIBENEHUS BHaapabuHa ysenwumBaercs. [lpu
OJHOBPEMECHHOM IIDMMEHEHHMH JTHX IIpenapatoB HeoOXxogumo cobmopmars  ocobyio

HACTOPOXKEHHOCTh B OTHOINCHUHM YCHIICHHBIX TOKCHIECKUX 3P (EKTOB TepaIuy.
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14,03 2023 N- 4826

Canuyunamer u ypuxosypuyeckue cpeocmea (Bxoamwmit M3 N=4223015)

OCHOBHBIM aKTMBHEIM METa0ONATOM AWIONYPUHONA SBIAETCH OKCHITYPHHOJ, KOTOPHRIA
BBIBOJIUTCS II0YKaMH aHAJIOTHIHO COJISIM MOYEBOM KucioTsl. ClIeHOBAaTeNbHO, NeKapCTBEHHEIE
Openaparel ¢ YpUKO3ypHYECKOM AKTHBHOCTHIO, TaKHe Kak IPOOEHENM HIIH BHICOKHE 0351
CAIMMIINIIATOB, MOTYT YCHJIMBATH BBIBEICHHE OKCHIYPHHONA. B CBOIO Odepens, yCHIIEHHOE
BBIBE/ICHAC OKCHIYPHHONA COIPOBOXKIAETCS YMEHBIIEHHEM TepalleBTHYEeCKOH aKTHBHOCTH
AUIONYPHHOIA, OJHAKO 3HAYUMOCTHL 3TOr0 BHJA B3aUMOMEUCTBHS HEOOXOIMMO OLECHHBATH
MHIHUBHUTYAIbHO B KAXIOM Cllydae.

Xnopnponamuo

llpu ojHOBpeMEHHOM NpPHMEHEHWH AUIONYPUHONA M XJIOPUPONAMHA, Y NALMHEHTOB C
HapyIIeHHON (yHKUMEH NMOYEK YBENMYMBACTCS PHCK DA3BUTHS JUIMTETBHON THIIOLIMKEMHH,
IOCKOJIBKY HA 3Tane KaHalbLEeBOH 9KCKPEIHMH aJLIOMYPUHON ¥ XJIOPIPONaMUT KOHKYPHPYIOT
MEXJTY COBOi. ‘
AnmuKoazynanmel npouss0OHbIE KyMAPUHA

llpu onHOBpeMEHHOM NpHMEHEHMH C AUIOMYPHHONOM HabIIOAanoch ycwieHue >(dhexTor
BapdapuHa U IPyruX aHTUKOATYISIHTOB IPOM3BOHBIX KyMapuHa. B CBA3M ¢ 3THM, HEOOXOMIMO
TIIATENBEHO KOHTPOIHXPOBATH COCTOSHHME IMAI(MEHTOB, IHOIYYAIONIHX COIYTCTBYIOMIYIO TEPAIHIO
STUMH IpenapaTaMy.

Denumoun

AJLTTOypHHON CIIOCOOEH IOAABISTH OKHCIECHHE (EHUTOMHA B TICYECHH, OJHAKO KIHMHWUecKas
3HAQYMMOCTh 5TOT'0 B3aUMO/IEHCTBHSA HE YCTAHOBIIEHA.

Teochunnun

M3BecTHO, 9TO aUIOIMypHHON yrHeTaeT MeTaboamsm Teobmwumba. IToo6HOE B3amMoJeiicTBIe
MOXHO OOBACHUTEL y9aCTHEM KCaHTHHOKCHA3hl B Iporecce GuoTpancdopmanuy teodpuuiata B
oprauusMe denoseka. KonmeRTpanmio Teo(H/UIMHA B CHIBOPOTKE KPOBHM HEOOXOIMMO
KOHTPO/IMPOBAaTh B HAYaNe CONYTCIBYIOWIEH Tepalud aUIONYPHHOIOM, a Taloke IIpH
YBEIUYECHUH 103BI IOCIEIHET0.

AMPUyuUIIUR U AMOKCUYUILIUN

Y HanueHToB, OMHOBPEMEHHO MOJYIaBIIAX aMIMLMUIMHE WA aMOKCHIUUIMH M aJJIONYPUHOIL,
PErUCTPHPOBAJIACh NOBEBINICHHAS JacTOTa Pa3BUTHS PEAKIMii CO CTOPOHBI KOXKH, [T0 CPABHEHUIO
C Mal@eHTaMH, KOTOPhIE HE MOIyYany II0J00HYIO COIyTCTBYIOMIYIO Tepanuio. [lpuunHa sToro
BUJa JICKAapDCTBEHHOI0 B3aWMOJACHCTBHA HE YCTAaHOBICHA. TemM He MeEHee, NalHeHTaM,
MONYYalOIIAM QJUIOIYPUHOJ, BMECTO aMIMIMUIMHA ¥ aMOKCHIWIUTMHA PEKOMEHIYETCs

Ha3HAYaTh JIPYTHE aHTHOaKTepUabHbIC IperapaThL.
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14,03 2023 N- 4826

Lumomoxcuueckue nexapcmeennvie cpedcmed (yukno@ocPamid obcopybinjun, biicomuyun,

npoKapbasuH, MexnopIMAaMun)

IIpy oxHOBpeMEHHOM NIPHMEHEHHH A/LTONYPHHONA C LUTOCTATHYECKUMY TIPEIIApaTaMy (TAKAMH
KaK IEKIopochammn, JOKCOpyOMIHMH, ONCOMMIMH, NpPOKapOasuH, aIKWI TalOTeHHJIbL)
JMCKpasuy KPOBH pa3BUBAIOTCA Oonee 9acTo, YeM NpPU HPUMEHEHHM 3THX JIeKapCTBEHHAIX
CPEJICTB 110 OTJEIBHOCTH.

Cremyer peryJisIpHO IIPOBOMUTS ITOJICYET KOJMYECTBA KPOBSIHEIX KIIETOK.

Huxnocnopun

CornacHo HEKOTOPHIM COOOIIEHMSIM, KOHIIEHTpAlUs IMKIOCIOPHHA B IUIa3Me KPOBH MOJKET
YBEIU4YUBATECSL HA (OHE COMyTCTBYIOMIEH Tepanmuy AUIOMypUHONIOM. IIpH OJHOBPEMEHHOM
INPUMEHEHHH 3THX IMPEIapaToB HEOOXOAMMO YYHTHIBATh BO3MOKHOCTH YCHIIEHHS TOKCHYHOCTH
IUKIIOCIIOPHHA.

Anomunus 2udpoxcud

IIpr ONHOBPEMEHHOM IPHMEHEHHH QUIONYPHHONA € AIOMHHHS THIPOKCHIOM 3hdexT
AJUIONYPUHOJIa MOXET CHH3HThCA. Mexay mpueMoM o0OUX NpenapaToB HEOOXOIHMMO CHIENaTh
nepepsis, o KpalHe# Mepe, B 3 gaca.

Juoanoszun

Y 3]0poBBIX J0OPOBOJIBIEE M IAIMEHTOB, HHOUIMPOBAHHBEIX BHPYCOM HMMyHOIehHUIHTA
YeJI0BEKA, IIONYYaromuX OWAAHO3MH, Ha ()OHE COIYTCTBYIOIIEH Tepaluyd ajjIonmypuHOIOM
(300 mr B cyTkm) Habmomanocs yBenudeHHe Cmax (MAKCHMaIBHAS KOHIEHTPAIMS [Iperapara B
miasme kpon) H AUC (mwmomans ©oJ KpHBOM KOHICHTpALWS-BpeMs) AWJaHO3MHA
IpuOIM3UTENbHO B ABa pasa. Ilepwox moiyBBIBeEHNS UIaHO3MHA IIPHA 3TOM HE W3MEHSUICH.
Kax mnpaBuno, OIHOBPEMEHHOE INPHMEHEHWE STHX JIEKAPCTBCHHBIX IIPENapaTroB He
pexomenayercsa. Ecma comyreTByromast Tepanus HeH30ekKHa, MOXKET IHOTpeOOBaTECSA CHIDKCHUE
J03bI IUJAHO3MHA ¥ TIIATENbHOE HAabIIOJCHAE 3a COCTOsHIEM ITallHeHTa.

Hrnzubumoper anzuomensunnpespawarowezo gepmenma (uAIID)

OnnoBpemennoe npumeneHne HAII® ¢ aWIOIMypUHOIOM COMPOBOXKIAETCH IOBHIIEHHBIM
PHCKOM pa3sBUTHA JIEHKONEHUM, TaKMM 00pa3oM, 9TH HpenapaThl CIEHyeT KOMOHHHpPOBATH C
OCTOPOXKHOCTBIO.

Coobmanock 0 MOBBINEHHOM PHCKE IHIIEPIYBCTBHTEIEHOCTH, KOT/Ia AJUTOILYPHHOJ IPUMEHSIICS
¢ HAII®, ocobeHHO TIpH IOYETHOM HEOCTATOUHOCTH.

Ilpn COBMECTHOM NpPUMEHEHHM AaJUIOMYPHHONA C KANTOIPHIOM MOXKET IIOBBICHUTECS pnck
Pa3BUTHS PEaKIMi CO CTOPOHBI KOXKH, OCOOCHHO y MAI[MEHTOB C XPOHWYECKON IOYeyHOMN

HEMOCTAaTOYHOCTBIO.

Luypemuru
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COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 14.03.2023 N- 4826
b k|

Coobmanocs 0 B3aMMOAEHCTBHE MEX/Y ALIGILypUHONOM WGy PoeehMuTon:,  ApHB0AUBIEM K

NOBBULECHHIO YPOBHA YPATOB B CEIBOPOTKE ¥ KOHIEHTPAUMK OKCHITYPHHOJIA B TUIA3ME KPOBH.
OnBHOBpeMeHHOE NpUMEHEHUE THA3HAHBIX NUYPETHKOB, B TOM YMCIE H THIPOXJIOPOTHAMJA,
MOJKET IIOBBICUTH PUCK Pa3sBUTHs MOOOYHBIX 3((HEKTOB IUIEPYyYBCTBUTEIBHOCTH, CBSI3aHHEIX C
aJUIOMYPHHOJIOM, OCOOEHHO Y TAIIMEHTOB ¢ HapyIIEeHHAMM (YHKIIHH HOYEK.

Oco0b1e yxazanus

Cunopom nexapcmeennoii  2unepuyscmeumenvrocmu, CCH u TIH (cundpom Cmusenca-
Hoiconcona u moxcuyeckuii snudepmansvlii HeKpoIU3)

Manugecrauus peakimii TMIEPYyBCTBUTENBHOCTH K AUTONYPHHONY MOXKET OBITH CaMol
pasiIMYHOM,  BKIOYas  MaKyJONANMYyJIE3HYI0  S5K3aHTEMY, CHHIAPOM  JIEKAPCTBEHHOM
runepayscTBaTeNbHOCTH (DRESS) m CCI/TOH. Otu peakuuu SBIAIOTCS KIHHHYECKUM
AWArHO30M M MX KIMHHYECKHE IPOABICHUS CIIyXKAT OCHOBOH U1 IPHHSTHS COOTBETCTBYIOIIIX
pemenuit. Tepamuio npenaparoM AJUIONYpHHON ClEyeT HEMEMIEHHO NPEKPATHTh NpH
HOSBIIEHHH KOKHO CBIIIM MM JIPYTHX IPOSABJICHHI peakiHU THIIepYyBCTBUTENBHOCTH. Henbss
BO30OHOBIATE TEPANMIO y HAIHMEHTOB C CHHAPOMOM runepuyBcTsuTensHoctr U CCII/TOH.
I MIOKOKOPTHKOCTEPOUIBI MOTYT TPHMEHSTBCS UL JICYCHHS KOXHBIX peakimii Ipw
TUIEePIYBCTBATEIBHOCTH.

Annenv HLA-B*5801

Beuto ycranoBneno, yTo mpucyrcreue amneisi HLA-B*5801 cBszaHo ¢ pasBUTHEM CHHApOMA

- THIEpYyBCTBUTENIRHOCTH K aymtomypunony m CCJ/TOH. YacroTa NpuCyTCTBHS anmeis
HLA-B*5801 pasnidra B pasHBIX STHHYECKHX IPYNIIaX B MOXKeT gocTurars 20 % B IONYJISIHHA
KATa@IeB HapogHOCTH XaHb, 8 — 15 % y Taiines, oxono 12 % y xopeiines u 1 - 2 % y sAroHNEB u
esponeiines. Cuemyer paccMOTpeTh LEenecooOpa3’BOCTh NPOBEIEHHS CKPMHHHrA [0 AJUTEIIO
HLA-B*5801 mepen HadanoM JIe4eHHA IOMYPHHOIOM y HMOATPYII NAIMEHTOB C W3BECTHBHIM
BeICOKHM pacmpocrpanenuem amiens HLA-B*5801. Xponuueckue 3a601eBaHUS MOYEK MOTYT
OOTIONHATEIBHO IOBBICUTH 3TOT PHCK y TakMX [AIUEHTOB. EciaM  BO3MOXHOCTH
TeHOTMIIMPOBAHMS Y IIAMEHTOB KHUTAlIeB HApOJHOCTH XaHb, TalleB WM KOpelleB
OTCYTCTBYET, TO QJUIOIYPHHOII CIeyeT Ha3HadaTh TOIHKO, €CIIH IIONB3a JICUCHUS IIPEBOCKOIUAT
BO3MOJKHBIH ITOBBIIICHHEIH puck. lIpuMEHEHNE T€HOTUIHPOBAHUS JUIA NPHHSTHS pEIIeHHH O |
Tepanuy aVIONYPHHOJIOM B IPYIHX I'PYIIIaX MaMEeHTOB HE HCCIeI0BAIOCE.

Ecimm uspectro, 9ro manmeHt sBasercs Hocurenem amiens HLA-B*5801 (B ocobGenHocTn y
KHTAHIeB HaApoJHOCTH XaHb, TalleB, KOpPEHIEB), HE CleAyeT HayuHATh Tepaluio
AJUIONYPUHOJIOM, 33 HMCKIIOYEHWEM CJIydaeB, KOIJa OTCYTCTBYIOT JPyrHe BO3MOIKHBIC

aCKBATHBIC BApHAHTEI JICHCHHUA.
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14.03.2023 N- 4826

CremiyeT oueHb BHEMATEIBHO CIEUTH 32 PASBHTHEM CHEAPOMALrHNEPIYECIBRTImEOCTA 1

CCIYTOH. Ilanmedt momkeH ObITh NPOHHGOOPMHUPOBAH O HEOOXOIMMOCTH HEMEICHHOM
OTMEHEI JIEYEHHSI IPH IIEPBOM IIOSBICHAH TAKUX CHMIITOMOB.

-CCI[/TSH MOXXET PAa3BUTHCA M y IAMEHTOB, Y KOTOPBIX OTCYTCTBYeT ajutens HLA-B*5801,
HE3aBHCAMO OT MX 3THHYECKOTO IMPOUCXOKICHHUS,

Xponuveckas noueyHas HedoCmamoyHoOCme

[TauuenTsl ¢ XPOHHYIECKOH NMOYEYHOH HENOCTATOYHOCTHIO IPH OJHOBPEMEHHOM IPHMEHCHHH
MOYETOHHBIX CpEJCTB, B 0cOBeHHOCTH THa3HAHBIX JIHYPETUKOB, MOIYT IIOJBEPraThCs
IIOBBINICHHOMY PHCKY Pa3BHTHA PEaKIMii THMIOepYyBCTBHTENHHOCTH, B ToM umcne CCJ/TDH,
CBSI3AHHEIX ¢ ayuionypuHonoM. Tpebyercs ocobas HACTOPOKEHHOCTH OTHOCUTENHLHO TIPA3HAKOB
cugapoma rHNepuyscTBUTENBHOCTH Wi CCIO/TOH, u  maumeHTsl JOMWKHEI  OBITH
HHGOPMHPOBAHEL 0 HEOOXOAUMOCTH HEMEUICHHOTO M OKOHYATEILHOTO TIPEKPANeHUs JIeTeHus
A0y PUHOIOM IIPY [IEPBOM HOSBICHAN CEMITOMOB.

Hapywenus ¢ynxyuu nevenu unu nouex

Y DaNMeHToB ¢ HapyIIeHHSMH (QYHKIMH NEYSHH WM I0YeK CHEAYET NMPUMEHSTH CHHKCHHEIE
JI03Bl AJUIONYpUHONA. Y IANMEeHTOB, NONYYalOIIUX JICYEHHWE II0 IIOBOAY AapTepUalbHON
THIIEPTOHHA WM CEPAEYHON HEJOCTATOYHOCTH, HAIPUMED, C NMOMOIINBE MOYETOHHBIX CPEICTB
i uHruouTopoB AIID, MOXET 0TMEYAThCs HEKOTOPOE CHIDKEHWe QYHKIHMU IodYek. Y Takux
HalMEeHTOB ATIOIYPHHOIOM CIIENYeT IIPUMEHSTE C OCTOPOKHOCTHIO.

Beccumnmomuas 2unepypuxemus _

AnnonypuHOI MOKa3aH He BO BCEX CIIy4asX THIEPYPHKEMEH, IPOTEKAIOMEH 6e3 KIMHNYECKIX
OposBIICHUA. B Taxmx ciyyasx yIy4ImICeHHE COCTOSHMS NAaIlACHTOB MOXKET OBITH JOCTHIHYTO
Onarozaps M3MEHCHUAM B JHETE M INOTPEONCHUIO XKHUIKOCTH HApSAy C YCTpaHCHHEM OCHOBHOH
IPHYHMHBI THIIEPYPUKEMUH.

Ocmpuiil npucmyn nooazpel.

He cnenyer HaunHaTh IpUMEHEHNE AJUIOIYPUHOIIA JIO TIOJHOTO KYIIHPOBAHMSA OCTPOro IpHCTyIa
HOJIArpbl, IIOCKOJIBKY STHM MOXHO CIIPOBOIMPOBATE AONOIHHTENEHOE 000CTPEHNE 3200 IEBaHHys.
AHaNOrMYHO TepaluH YPUKO3YPHYECKUMH CpEACTBAMHM, HA4ajo JIEYCHUS IIpernapaTtoM
AJTOIYpHHON TaKKe MOXET CIPOBOLMPOBATH OCTPBIA IpUCTYN noparpsl. s Toro yro6br
n30exars 3TOr0 OCJIOMHEHUS, PEKOMEHIYeTCs IPOBOIUTH npocpnnaxmirecxyro_ TEPITHIO
HECTEPOU/HBIMU NIPOTHBOBOCHATMTENbHbIME npeniapatamu  (HIIBII) wmm konxuupsOM B
TeYeHHe, II0 MeHbIe Mepe, OJHOr0 Mecsia J0 HazHaueHus awionypuHona. Iloxpobrsie
CBeJIEHHs 0 PEKOMEHIOBAHHBIX 103aX, NPEIOCTEPEIKEHUIX U MEPaX [PEIOCTOPOKHOCTH MOKHO

HalTH B COOTBETCTBYIOLIEH JTHTEpATYPE.
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 14,03 2023 N- 4826

Ecii octpsiit npuctyn moparpsr pasBactcs) Ha (oHe TEpARBH-HHNOTYPHiteIoM, 10 npreM

Ipenapara cjefyeT OPONOJDKHTh B TOH JXe J03€, a JUIf JICYCHHS IPUCTYNAa HEoOXOIUMO
HasHaIMTh noxxomsoymit HITBIT.

Asamuonpun unu 6-mepkanmonypun

AJTONYpUHON HE CleAyeT HasHAYaTh IAIHEHTaM, IOJYdYaiollkM JeYeHHE a3aTHONPHHOM WA
6-MEpKaITOIypUHOM, €CIIH JI03a 3THX IPENapaToB He CHIKEHA 10 25 % oT IIePBOHAYAILHO
Ha3HAYECHHOM JO3BL.

Henonupoeanue xcanmuna

B cinysasx, xorna oOpa3oBaHMe MOYEBOM KHCIOTHl 3HAYMUTENHHO YCHIEHO (HAIPHMED,
3/I0KaYCCTBEHHAS OIIyXOJIEBas IaTOJIOTHsS ¥ COOTBETCTBYIOINAs MPOTHBOOIIYXOJIEBAs TEpaIlus,
cunapom Jlema-Haifxana), abconroTHas KOHUEHTpalysd KCAHTHHA B MOYE B PENKHMX CIydasx
MOXET CYIMECTBCHHO YBEJIMYHTHCH, YTO CHOCOOCTBYET JENOHMPOBAHMIO KCAHTHHA B TKAHAX
MOYEBBIX IIyTeH. BEpOSTHOCTD IEMOHMPOBAHMS KCAHTHHA B TKAHSIX MOXHO CBECTH K MEHEMYMY
Oiraronaps anexBaTHOM ruApaTanuy, KOTOpas 06ecieYnBaeT ONTAMAIBLHOE Pa3BEICHHE MOH.
Brusinue na xonkpemenmul u3 Mo4ego Kuciomol

AJlexBaTHas TepalMs LIOIYPUHOJIOM MOXKET NPHBOJUTH K PACTBOPEHMIO HAXOIIIUXCH B
TOYEYHBIX JIOXAHKAX KPYIHBIX KOHKDEMEHTOB U3 MOYEBOM KHCIOTBI, C OTAIEHHON
BEPOATHOCTBIO X IIOIIAJJaHUA B MOYETOUHMKH.

[Ipy neveHuM NOArpHYECKOr0 IOPAKEHHUA IIOYEK M YPATHBIX KaMHeH CYTOYHEIH 00BeM
BBIICIIEMOH MOYH JIOJDKEH COCTaBIATh HE MEHee 2 JIMTPOB, M 3Hadenue pH Mouwm M0JDKHO
HaXOJIUThCS B auamnazoxe 6.4 - 6,8.

LI'emoxpomamo3

OcHoBHOH 30 {EKT amIonypuHONa IPH JICICHAN [OJArPsl COCTOUT B IIOJABICHHH aKTHBHOCTH
(depMenTa KCaHTHHOKCHJa3bl. KCAaHTHHOKCHMa3a MOXCT y4YacTBOBATh B YMEHBIIECHUH
CONECPXKAHMS W  BHIBEICHHMM )Keje3a, JeNoHHpyeMoro B medend. HccienoBaHus,
JEMOHCTpHpYIOIIe 0e30macHOCTh Tepauru AUIONYPHHOJIOM B IONYIAUMA  GONBHEIX
PeMOXPOMAaTO30M, OTCYTCTBYIOT. IlamMeHTaM € reMoXpoMaTo3oM, a TaKKe HX KPOBHEBIM
POJCTBEHHUKAM aJIOIYPUHOI CJIEyeT Ha3HadyaTh ¢ OCTOPOXKHOCTEHIO.

Hapywenusa ¢pynxyuu wumoguonoil sicenesul

[Tospmmennsle 3nagenns TTD (TmpeorpomHoro ropmosa) (>5,5 MxME/mi) waGmopamuce y
NAllMeHTOB, IOJIYYaBIIUX AUIOIYPHHOJI B T€YCHHE IUTEeNnsHOro BpeMeHH (5,8 %) B pamxax
IIPOJIOJUKHTENBHOI0 OTKPEITOrO JIONOJHHUTENBLHOIO KIMHUYECKoro ucciepoBanus. Cremyer
coOMIONaTh OCTOPOXKHOCTH IIPM IPUMEHECHMM AJUIONYPHHOJA Y UAIMEHTOB C HApYIICHHAMH
(YHKIMH MUATOBUTHOM JKEIe3bI.

Bansinue Ha cnoco0HOCTE K YNPaBJIEHHIO TPAHCIOPTHLIMH CPeJCTBAMH, MEXaHH3MAMH
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COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 14.03.2023 N= 4826

Ha ¢one Tepanmu ajutonypuHoioM Habmoaaliochk pasnnﬂﬁ*@a?ﬁét“ﬂeﬂéfﬁféﬁﬁhﬁ%munﬁ,

KaK COHJIMBOCTB, 'OJIOBOKPY)XCHHE (BEPTHIO) M aTaKCHA. DTH HeXenaTelbHBIE SBICHHS MOTYT
TIOBIAATE Ha CIIOCOOHOCTH YIPaBICHH TPAHCIOPTHEIME CPEACTBAMH U pabOTHI ¢ MEXaHU3MaMH.
IlaupenTsl, NPUHMMAIONHE Ipenapar AJIIOIMYPHHON TaOJNETKH, He JOIDKHBI YIIPaBISTH
TPaHCHOPTHBIMH CPEICTBAMH M MEXaHU3MAMM 10 TEX HOp, IOKA OHU HE OYIyT yBEPEHEI B TOM,
49TO AJUIOIYPHHON HE OKashlBAeT HEONArONPHATHOTO BIMSHHS HAa COOTBETCTBYIOIIME
CIOCOOHOCTH.

®Dopma BbINyCKA

Tabnerxu 100 mr.

Ilo 10 Tabnerok B KOHTYPHYIO S4EHKOBYIO YIAKOBKY W3 IUIEHKM TMOJHUBHHUIXIOPHIHONW H
(hOIBIY ANIOMUHIEBOA.

5 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECT€ C HHCTPYKIMEH [0 NPHMEHEHHIO NOMEMAIOT B
Ma4gKy U3 KapToHA. |

Cpox rogsocTa

5 ner. He mpuMensTs MOCITE MCTEUERHS CPOKA TOIHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

Yenosns xpanenns

B samunieHHOM 0T cBeTa MecTe IpH Temieparype He Buime 25 °C.

XpaHuTe B HEIOCTYIIHOM JUIS AeTel MecTe.

YeaoBus oTnycka

Otmyckaror 1o perenry.

HauvmenoBanme, ajpec NPOM3BOAMTENS JICKADCTBEHHOr0 IpeNapara M ajJpec MecTa
npousBsoAcrea/HaumenoBanne  opraHu3anmMy,  NpPHHHMAIOMeER OpeTeH3ud  OT
norpeduTeneii:

AxnuonepHoe obmectBo «Opramuka» (AO «Opranukay»), Poccms, 654034, Kemeporckas
obnacts - Kys6acc, r.0. HoBoky3uenkwuii, r. HoBoxysuenx, p-u Kysneuxuit, m. Kysnenkoe, 1. 3,
Ten. (3843) 994-222, daxc 994-200, www.organica-nk.ru.
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