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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO TIPENAPATA- = U008

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Juknodenak, 25 Mr/mi1, pacTBOp JJI BHYTPUMBIIIEYHOTO BBEICHHS.

2. KAUECTBEHHBIN 1 KOJUYECTBEHHBIN COCTAB

JleiicTBy1o1IIee BEMIECTBO: AUKIOGEHAK HATPHUS.
1 M1 ipenapara CoOAEPKUT AUKIo(eHaK HATPHs 25 MT.

BemecTBa, Hann4re KOTOPBIX HAJIO YYUTHIBATh B COCTaBE JEKAPCTBEHHOTO IIpenapara: OEH3MIOBBIH
cnupT, HaTpus metadbucynshut (E223) (cm. pasnen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp /U1 BHYTPUMBIIIEYHOTO BBEICHUS.

[Tpo3paynblii OT OECIIBETHOTO 10 CIa00-KENTOr0 IBETA PACTBOP CO CIaOBIM XapaKTePHBIM 3aIaxoM
OCH3UIJIOBOTO CIIUPTA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHus K NPUMEHEHUIO

[Tpenapat Jukinodenak nokasan K IPUMEHEHHIO Y B3POCIBIX:

. BocnanurenbHble U JereHepaTUBHbBIE 3a00JI€BaHUS ONIOPHO-ABUraTEIbHOIO aNapara, B TOM
qucle:

- pEBMaTOUIHBINA apTPUT,

- AQHKUJIO3UPYIOUIUM CIIOHAUIUT U JPYTHe CIIOHANI0AapTPONaTHH,

- 0CTE0apTpo3,

- [IOAArPUYECKUN apTPUT,

- OypcHuT, TEHIOBaruHMT,

- 0oyieBble CHHJIPOMBI CO CTOPOHBI ITO3BOHOYHHKA (JIIOMOAro, MWIIHAITUs, OCCaITus,
HEBPAJITUsl, MUAITHUS, apTPAITUs, PAIUKYJINT);

° noycyHas U KCI4Hasd KOJIUKH,

. MOCTTPAaBMAaTHYECKUH ¥ TIOCJICONIEPAIIMOHHBIM OOJEBON CHHIPOM, COMPOBOKIAOIITHICS
BOCITaJICHUEM;

. TSDKEJTBIC IPUCTYITBI MUTPEHHU.

4.2. Pesxum 103MpOBaHus U cNIOCO0 NPHMMEHEeHHUSs

Pexum o3upoBanus

Jlo3a mpemnapara moaoupaeTcsi MHAUBUAYAIBHO, TIPU 3TOM C IENbI0 CHU)KCHHSI PUCKA Pa3BUTHS
MoO0YHBIX A(DPEKTOB pPEKOMEHIYETCs] NPUMEHEHHE MHUHUMAIbHON 3(P(EKTUBHON J03BI, TIO
BO3MOXHOCTH, C MAKCUMAJIBHO KOPOTKUM NECPUOAOM JICHCHHA, B COOTBCTCTBUH C LCJIBIO JICHCHHUA U
COCTOSIHMEM IallUeHTa.
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ACTCHCPATUBHBIX PCBMATHYCCKUX 3a60H€BaHI/II>'I, a Takxke 0oau BCICACTBUEC BOCHAJICHUA
HEPEBMATUYCCKOT'O ITPONUCXOKIACHU .

Pexomenoyemasn oosa cocrasusier 75 mr (copepxxumoe 1 ammynsl) 1 pa3 B cyTku. B Tspxensix
cilyyasix (Harmpumep, IpHU KOJIMKAx) B BUJAE UCKIIOUEHHsI, MOTYT OBbITh IIPOBEAEHBI 2 UHBEKIUU IO
75 Mr ¢ TpPOMEXKYTKOM B HECKOJBKO YacoB (BTOPYIO HMHBEKLHUIO CJEeIyeT INPOBOAUTH B
KOHTpaJIaTepallbHYI0 SAroMLly). B kauecTBe anbTepHATUBBI, OHY MHBEKLHUIO IIpenapara B JeHb (75
MTI') MO’KHO KOMOWHHUPOBATh C IPUEMOM JIPYTHX JIEKapCTBEHHBIX (GopM aukiodeHaka (TabIeTKH,
pEKTalIbHbIE CYNIIO3UTOPUH ), TIPU 3TOM CyMMapHas CyTOUYHasl J103a He J0JKHA MpeBblmaTth 150 mr.
[Tpu mpucTynax MUTPEHH JIeYeHHE HAYMHAIOT KaK MOXKHO paHbIle MOCJe Hayaja MpHUCTyna ¢ B/M
BBeleHUS nukiodenaka B go3e 75 mr (1 ammyna). [Ipn HEOOXOIUMOCTH BO3MOXKHO MPUMEHEHHUE
auKIogeHaka B Jpyrux JIGKapCTBEHHBIX (popMax, MPU 3TOM CyMMapHasi CyTOYHas 71032 He JI0JKHA
npeBbiath 150 Mr B CyTKH.

Oco0bl€e rpyIIIel HAIMEHTOB

Jluya nooicunozo eozpacma (> 65 1em)

Koppekunu HavanpHOW J03bI y TAlMEHTOB B Bo3pacTe 65 JeT W crapiie, Kak MpaBUiIo, HE
Tpedyercs. OaHako, UCXOId W3 OOMMX MEIUIMHCKUX COOOpaXEHUH, CIEeIyeT COOII0IaTh
OCTOPOKHOCTH Y OCITA0JICHHBIX TTOKUJIBIX MMAIIMEHTOB WM MAIIEHTOB C HU3KOH Maccoil Tena.

Tayuenmul ¢ 3a001€8aHUAMU CEPOCYUHO-COCYOUCMOU CUCMEMbL UNIU BLICOKUM PUCKOM 3aD01e8aHUL
cepoeuHo-cocyOUCmonl Cucmembl

Cnenyer ¢ 0co0o0il OCTOPOKHOCTbIO NPHUMEHATH MpermapaT Yy MalUeHTOB ¢ 3a00JIeBaHUSIMU
CepACYHO-COCYTUCTOM CHCTEMBl WJIM BBICOKMM PHCKOM Da3BUTHA 3a00JICBaHMN CEpIeHHO-
cocynucToil cucteMbl. [lpum HeoOXomuMocTH IMTENbHOW Tepanmuu (Oojee 4 HENenb) Y TaKuX
MALMEHTOB CIEAYET IPUMEHSTH Npenapar B CyTOYHOM 03¢, He npesblmatonieii 100 mr.

Ilayuenmul ¢ noueunoli HeOOCMAMOUHOCMbBIO

Her nanHBIX 0 HEOOXOAMMOCTH KOPPEKLMHU H03bI MPU MPUMEHEHHM IIpernapara y MalueHTOB C
HapyueHUsIMH (YHKIUU MTOYEK B CBSA3HM C OTCYTCTBUEM HCCIEIOBAaHUI 0€30MacHOCTH MPUMEHEHHUS
mpernapara y naideHToB JaHHOW kareropuu. Cienyer coOr01aTh OCTOPOKHOCTh PU MTPUMEHEHUN
npernapaTa y HalieHTOB ¢ HapylleHueM QyHKIUH MOYeK.

[IpumeHeHnne mpemapata y TMAIMEHTOB C TMoyeuyHoW HemocraTtoyHocThio (CKD  wmenee
15 mn/mun/1,73 M? mIoIIaAM TIOBEPXHOCTH TeJa) MPOTUBOMOKA3aHo (cM. pasen 4.3).

Ilayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCMbIO

Her naHHBIX 0 HEOOXOAMMOCTH KOPPEKIMHU MO3bI MPU MPUMEHEHHWH Iperapara y TalHueHTOB C
HapyIeHUsIMA (YHKLIUU TE€YEHU JIETKOM M CpeAHEW CTeNeHM TSHKECTH B CBSI3U C OTCYTCTBHEM
WCCIIeIOBaHMI O€30MMacHOCTH MPUMEHEHHSI ITperapara y JaHHOW KaTerOpuH IMalueHTOB.
[IpumeHeHne mnpemnapaTa y MaLMEHTOB C HapylleHHeM (YyHKIUM TEeYeHH TSDKEIOH CTeleHu
MIPOTHBOMOKa3aHo (cM. pazaen 4.3).

eTH
Juknodenak, pacTBOp Il BHYTPUMBIIIEYHOTO BBEACHMS, HE CIIEAYeT NPUMEHATh y AeTeld U
MOJIPOCTKOB Myiajmie 18 JieT B CBA3M C TPYTHOCTBIO JJO3MPOBAHUS IMperapara; Npu He0OOXOAUMOCTH
JICYEHUs Y JaHHOM KaTeropuu NalMeHTOB IUKIO(PEHAK MOXHO MPUMEHSATh B TableTKax WIH
CYIIIO3UTOPHUSX.

Croco0 npuMeHEHNS

BryTpuMsIIIeUHO.

JlukimodeHnak BBOIAT MyTEM TIIYOOKOW WHBEKIIMU B ATOAMYHYIO MbImy. He ciemyeT mpuMeHsTh
MHBEKIMU AuKiIodeHaka 6onee 2 aaeit moapsa. [Ipu HE0OXOIMMOCTH JIEUEHUE MOXKHO MTPOOTIKHUTh
TUKII0(EHAKOM B TaOJIETKAX MM PEKTAIBHBIX CYMITO3UTOPHUSIX.

[Ipu mpoBeneHUHM B/M WHBEKIMH JJIs TOTO, YTOOBI M30€kKaTh MOBPEKACHHUS HEpBAa WM JIPYTHX
TKaHEeH B MECTE€ MHBEKIHU (YTO MOXKET MPUBECTH K MBIIMIEYHOW CIabOCTH, Mape3y, CHIKCHHUIO
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MPUACPKUBATHCS CIEYIOINX TPABUII.
[Ipenapar ciemyeT BBOAWTH TUIyOOKO B/M B BEpXHUU HAPYKHBIM KBAJPAaHT SATOAMYHON OOJAcCTH C
COOJIIOICHHEM TIPABUIT ACETITHUKH.

Awmnyny mpenapara cleAyeT HCIOJiIb30BaTh TOJBKO OAWH pa3. PacTBop cienyer BBOAMTH
HEMEJIJICHHO TOCJe BCKPBITHS amnyiibl. [locne OJHOKpaTHOTO MPUMEHEHHUS HEUCIOJIb30BAaHHBIC
OCTaTKM pacTBOpa AuMKIO(pEHaKa TMOoJyIekaT YTWIM3AlUW B COOTBETCTBUU C JIOKAJbHBIMU
TpeOOBaHUSIMHU.

[Ipu npumMeHeHUH npenapara clieyeT UCIO0Ib30BaTh MOAXOIAIIYIO JIMHY UTJIbl U BEPHYIO TEXHUKY
WHBEKIMU (YYUTHIBAsE TOJIIMHY STOJWYHOTO JKMPa KOHKPETHOTO IMalMeHTa), 4TOoObl M30eXaTh
HeNpeIHaMEPEHHOT0 TOJJKOKHOT'O BBEICHUSI.

He cnenyer cMmemmBaTh pacTBOp IUKIOPEHAKA, COACPKAIIUNACS B aMITyJIax, C paCTBOPAMU JIPYTUX
JIEKapCTBEHHBIX CPEICTB JIsl UHBEKIIUH.

4.3. [IporuBOoNOKAa3aHUS

. ['mnepuyBCTBUTENBHOCTh K AUKIO(EHAKY HaTpus WIM K JIIOOOMY M3 BCIIOMOIaTEJIbHBIX
BEIIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1, B TOM 4ncie K HaTpusi MeTabuCynbQuTy.

. OObocTpeHue A3BeHHOM 00JIE3HU JKeNlyAKa U JBEHAaTUIIEPCTHON KUIIKH, KPOBOTECUEHUS U3
opraHoB xeinynouHo-kumeyHoro Tpakra (JKKT), nepdoparus opranos XXKT.

. bepemennocts B cpoke Oosee 20 HEENb.

. Kax u npyrue HIIBII mpemapaT nmpoTHBOIIOKa3aH MalMEHTaM C IOJHBIM WM HEMOJIHBIM

codyeTaHHEeM OpPOHXMAIBHON acTMbI, aHTHOHEBPOTUYECKOTO OTEKa, KPAIMBHUIIBI, OCTPOTO PUHUTA,
PEIMIMBHUPYIOMIETO  TOJUIIO3a HOCA WM  OKOJOHOCOBBIX TAa3yX H  HEMEePEHOCHMOCTH
AIeTUIICAMIIMIIOBOM KUCIIOTHI WIIM JIPYTHX HECTEPOUIHBIX MPOTHBOBOCTIAIUTEIBHBIX MpPENapaToB
(B TOM 4uCJI€e B aHAMHE3E).

. Hapymienne GyHKIIMM ne4eHu TSHKEIION CTENEHH.

. [Moueunas negocrarounocts (CK® menee 15 mn/mun/1,73 m?).

. Xponuveckass cepaeuyHas HemoctatouHocts (II-IV  dyHKmmMoOHanmpHBIM  Kilacc 1O
knaccudukanuu NYHA).

. Knunudecku noaTBepxkaeHHas UlleMHYecKas 00Je3Hb cepara.

. 3aboneBanus nepuepudecKux apTepuil ¥ COCyI0B TOJIOBHOTO MO3Ta.

. HexonTponupyemas aprepuanbHasi THIEPTEH3HUS.

. CocTosiHUSI, COPOBOKIAOIINECS PUCKOM Pa3BUTHS KPOBOTCUCHHIA.

. [TonTBeprkieHHAs TUIIEPKATHEMHUSL.

. AOpPTOKOpOHAPHOE MIYHTHPOBAHUE (IEPUONIEPANIMOHHBINA TIEPUO).

. Bocnanurensubie 3a0osieBanus kuineuyHuka (Oone3nb KpoHa, s3BeHHBIH KoiauT) B (ase
obocTpeHus.

. AKTHBHBIE 3200JI€BaHUS TIEUCHHU.

. [Tepuon rpy1HOTO BCKapMITMBAHUS.

. Herckuii Bo3pact 10 18 ner.

4.4. OcoOble yka3aHHs ¥ MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

[Tpu npumenenun aukinodenaka u apyrux HIIBII HeoOxomumo coOaroaaTh OCTOPOKHOCTh U
TIIATETIbHO  HAONMIONATh MAIMEHTOB C  CHMIOTOMAaMu/IpU3HAKaMH, YKa3blBAIOIIMMH  Ha
nopaxxenusi/3ad6oneBanus XXKKT unm ¢ aHaMHECTHYECKUMU JaHHBIMU, TIO3BOJITIOIIUMH 3aI10103PHTh
S3BEHHOE MTOPAKCHNE XKeyKa WM KHIIEYHWKA, KPOBOTEUECHHE WIIM MepOpaIio; y MalueHTOB C
uHpekmeit Helicobacter pylori B anamHe3e, S3B€HHBIM KOJTUTOM, OoJie3HbI0 KpoHa, ¢ HapymeHneM
GyHKIIMM TIe4eHH B aHaMHE3e, M Yy MAaIMEHTOB C >KaJo0aMu, IO3BOJSIOIIMMH 3aIro/l03pUTh
3aboneBanus JKKT. Puck pa3BuTHS IKeTyJOYHO-KHILIEYHOTO KPOBOTEUEHHUS BO3pACTaeT NpHU
yBenudeHun 1036l HIIBII wnm mpu Hanw4wu s3BEHHOTO aHaMHE3a, OCOOECHHO KpPOBOTEYCHHH W
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nepQopalu si3Bbl U y MOXKHUIBIX TAI[UEHTOB.

[Tpuem HIIBII, Bxiouyast AukiodeHak, MOXKET OBITh CBSI3aH C IOBBIIICHHBIM PUCKOM IPOTEUKU
aHacTOMO3a, PACIOJIOKEHHOTO B JKENyIOYHO-KUIIeyHOM Tpakre. [Ipu mpumeHeHuu mnpemnapara
JlukioeHak T1ocie  ONEepaTUBHOTO  BMEMIATENbCTBA HA  JKENIYJAOYHO-KHIICYHOM  TPAKTE
PEKOMEHIyeTCsl TIATeNIbHOE METUIIMHCKOE HAOII0IEHUE U OCTOPOKHOCTD.

Crnenyer cobmomaTth OCOOYI0O OCTOPOXXHOCTh IpPH MPUMEHEHHUH JTUKIOPEHaKa y TNalueHTOB,
MOJIyYalOIIUX Tpenaparbl, YBEIMYMBAIOIIME PHUCK JKEIYJTOYHO-KUIIEYHBIX KPOBOTEUECHUMA:
CHCTEMHBIE TIIOKOKOPTUKOCTEPOUIBI (B T. 4. MPEAHU30JI0H), aHTUKOATYJISHTH (B T. 4. BapdapuH),
aHTHarperaHTel (B T. Y. KIONUAOTPEN, aleTWICATUIMIOBAs KHUCIOTA) WU CeJIEKTUBHbIE
MHTUOUTOpPHI OOpaTHOrO 3axBaTa CEPOTOHMHA (B T. Y. LUTANONpaMm, (DIYyOKCETHH, MAapOKCETHH,
CepTpauH).

OcTopoxHOCTh HEOOX0AMMA MTPH MPUMEHEHUH TIpenapaTa y MalleHTOB C JIETKUMH U YMEPEHHBIMU
HapyueHus M (YHKIIUM TI€YEHH, a TakKe y MAIlMeHTOB C IMEeYEHOYHOW mnoppupuen, Tak Kak
npernapar MOXeT IPOBOLUPOBATH MPUCTYIBI TOPPUPHH.

Crnenyer C OCTOPOKHOCTBIO TPHMEHSTH TMpenapar y TMalieHTOB ¢ OpOHXWAIbHON acTMOM,
CE30HHBIM AIJICPIrHYECKUM PUHUTOM, OTEKOM CIIM3UCTON 00OJIOYKH HOCOBOH MOJIOCTH (B TOM UHUCIIE
C HOCOBBIMHU TMOJHIAMH), XPOHUYECKOM OOCTPYKTHBHOW OOJIE3HBIO JIETKUX, XPOHHUYECKUMHU
MHQPEKIMOHHBIMU  3200JICBAaHUSAMHU  JIBIXAaTENbHBIX IMyTeld (0COOEHHO AaCCOLUMUPOBAHHBIX C
IJIEPTUYECKUMH PUHUTOINOA00HBIMU CUMIITOMAaMH ).

Ocobast  OCTOPOXKHOCTH TpeOyeTcs TMpU JICYCHWU TMAlHUEHTOB C CEpACYHO-COCYIUCTHIMU
3a00JIeBaHUSAMH, HApyHICHUSIMH  (YHKIHMHM TOYEK, BKJIIOYAas XPOHUYECKYID IOYEUYHYIO
negocrarounocts (CK® 15-60 mn/mun/1,73 M?), muciaunuaeMueil/TunepiIunuaeMueii, caxapHeiM
nnabeToM, THIEPTOHUYECKON OOJIe3HbI0, MPU JIEYEHUH KYPSIIMX [MAllMeHTOB WJIM IalUeHTOB,
370YNOTPEOJIAIONIMX AJIKOTOJIeM, NMPH JEYCHUH TMOXXHUIIBIX MAIlMEHTOB, MOJYYAIOUINX TUYPETUKU
WIM Jpyryue mpenaparbl, BAUSIONIME HAa (DYHKIHIO MOYEK, a TaKXKe MalMeHTOB CO 3HAYUTEIbHBIM
yMeHblIeHHeM oObeMa nupkyiupyromeil kposu (OLIK) mo60it sTHONOrMH, HAIPUMED, B IEPUOIBI
710 ¥ TIOCJIE MACCHUBHBIX XUPYPTrUYECKUX BMEIIATENIbCTB.

Crenyer ¢ OCTOPOXXKHOCTBIO NMPUMEHATH mpenapar JukinopeHak y MalnueHToB ¢ JedekTamu
cucteMbl remocta3a. Cremyer coOn0gaTh OCTOPOKHOCTh MpPH TNPUMEHEHUH Ipernapara y
MAIMEHTOB C PUCKOM Pa3BUTHSI CEPIACUHO-COCYAUCTHIX TPOMOO30B.

Cnenyer coOnofaTh OCTOPOXKHOCTh IPH MNPUMEHEHHWU TMpenapara y MalueHTOB IOXKUIOro
BO3pacTa. ITO 0COOEHHO aKTyallbHO y OCITa0ICHHBIX WJIM UMEIOIIUX HU3KYI0 MAacCy Tela MOXKUIIBIX
moael. Y ManueHTOB TaHHOW KaTeropuu PEKOMEHIYeTCS MPUMEHATh Mpenapar B MUHUMAIbHOMN
s dhekTHBHOHI H03€.

Crnemnyer ¢ OCTOPOKHOCTBIO TPUMEHSTh TIpenapat BO BpeMs O0EpeMEHHOCTH B Cpoke 110 20 Heeb.
Oco0yi0 OCTOPOXHOCTBH CJIEAYeT COOJI0AaTh NPU BHYTPUMBIIIEYHOM BBEIEHUM Iperapara
JluknodeHak y manueHToB ¢ OpOHXUATBLHON aCTMOM M3-3a pucKa 000CTpEeHHUs 3a00JIEBaHMS, TaK KaK
HaTpusi MeTabucynb(uUT, coAaepXkalluiics B IpenapaTe, CIOCOOCH BBI3BIBATH TSDKENbIE PEAKIIUU
TUINEePYyBCTBUTEIHLHOCTH.

Oco0ble yKazaHusl.

Topadsicenue sceny0ouHo-KuueyHo20 mpakma

[Ipy npuMmeHeHHHM JOUKIOPEHAKa OTMEYaINCh TaKWe SBICHHUS KaK KPOBOTCUCHHS WIIH
m3bs3BrneHus/nepdopanuu JXKKT, B psne ciydaeB co CMEpTEIbHBIM HCXOAOM. J[aHHBIC SBICHHS
MOTYT BO3HUKHYTh B JIF000€ BpeMs MPH MPUMEHEHUHU MPENapaToB y MANUEHTOB C HATHMYUEM WIIH
OTCYTCTBHEM  MpPEALIECTBYIOIIMX CUMITOMOB M  CEPbE3HBIMU  KEIIyJAOYHO-KUIICYHBIMU
3a00JIeBaHUSMU B aHAMHE3€ WIH 0€3 HUX. Y TOXKWIBIX MAlMEHTOB MOAO0HBIE OCIOKHEHUS MOTYT
MMETh Cepbe3Hble ImocnencTBus. Ilpy pa3BUTMM Yy [AUMEHTOB, NOJYYAarOUIUMX Ipenapar
Jlukiogenak, kpoBoteueHui unu u3bsa3piaeHnit JKKT npenapar cienyer OTMEHUTD.

Jns cHmkenus pucka Tokcudeckoro nerctBus Ha JKKT manueHTam C A3BEHHBIM MOPAXKEHUEM
JKKT, 0coOeHHO OCIOXKHEHHBIM KpOBOTEUEHHEM WU mepdopanueld B aHamMHe3e, a Takke Y
MOKUJIBIX MAIIMEHTOB Mpernapar cielyeT NPUMEeHITh B MUHUMaIbHOU 3¢ (heKTUBHOMN 103€.
[TaineHTaM C TMOBBIIEHHBIM PUCKOM Pa3BUTHUSL JKETYIOYHO-KUIIEUHBIX OCJIOKHEHUHM, a TaKkKe
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MPUHUMATH TaCTPOMPOTEKTOPHI (MHTUOUTOPHI MMPOTOHHON MOMIIBI UM MHU30MPOCTON) WK JIPYTHE
MEIMIIMHCKHUE TIPENapaThl JJIsl CHUKEHHS pPUCKa HexenaTeabHoro Bo3aencteus Ha KKT.
[MarmenTam ¢ nopaxenuem JXKT B anamHese, 0COOEHHO TOKUIIBIM, HEOOXOIUMO COOOINATH Bpady
000 Bcex a0JOMUHAIBLHBIX CUMIITOMAX.

Tayuenmwl ¢ OpoHXUATLHOU ACMMOT

O6octpenne  OpoHxuanbHOM  acTMbl  (HemepeHocumocTh  HIIBII/OponxmanpHast — acTma,
npoBorupyemasi mpuemom HIIBII), otex KBuHke M KpanmuBHHIIA HAaMOOJIEEe 4acTO OTMEUAIOTCS Y
MAIUEHTOB ¢ OpPOHXUAJIHLHOW aCTMOM, C€30HHBIM AJJIEPTUYECKHUM PUHUTOM, HOCOBBIMH MOJUIIAMH,
XpPOHUYECKOW OOCTPYKTHMBHOW OONE3HBIO JIETKUX WU XPOHHYECKUMU HH(DEKIIMOHHBIMH
3a00JIeBaHUAMU  JbIXaTEIbHBIX  MyTe  (0COOEHHO  CBA3aHHBIMH C  QJUIEPrHUYECKUMHU
PUHUTOIIOAOOHBIMU CUMIOTOMaMHU). Y JaHHOM TPYMIBI TAIlMEHTOB, a TaKXe Yy IMAalUeHTOB C
alyeprueil Ha Apyrue mpemnapartbl (Cblllb, 3y WM KpanuBHHIA) MPH NPUMEHEHUH Mpernapara
clieqyeT coONMoaTh 0COOYH OCTOPOXHOCTh (TOTOBHOCTh K TPOBEACHUIO pPEaHUMAIMOHHBIX
MEPOTIPUSITHIN).

Koorcnvre peaxyuu

Takue cepbe3HbIe [EepPMATOJIOTHYECKHE peaKUUU Kak SKCPOIHMATHBHBIA JEPMATUT, CHHAPOM
CruBeHca-/[P)KOHCOHA, TOKCHYECKHH SIUIEpPMalbHBIH HEKpPOJIM3, B HEKOTOPHIX CIydasx Cco
CMEpTEeNbHBIM HCXOJIOM, Ha (OHE MpUMEHEHHUS JuKIopeHaka OTMEYaluCh OYEHb PEAKO.
HauOonpie pucKk M 4acToTa Pa3BUTHUS TSKENBIX AEPMATOJIOTHYECKUX PEAKIMHA OTMEYaUCh B
MEepBBIA Mecsll JeueHus aukiodeHakoMm. [lpu pa3BuTuM y HaMeHTOB, MOJyYalONIUX Mpernapar,
NEPBbIX NPU3HAKOB KOXXHOW CBHIMH, MOPAKEHHs CIM3UCTBIX O0O0JOYEK WM JPYyTUX CUMITOMOB
TUIEePYYBCTBUTEIHLHOCTHU IpEapar ciaelyeT OTMEHUTD.

B penkux ciay4asx y DalMEeHTOB, HE HMMEIOUIMX aJUIEPTUU Ha JUKIO(PEHAK, MpH MPUMEHEHHH
rpemnapara MOTYT pa3BUBaThCs aHApUIAKTUYECKHE/aHADUITAKTONTHBIC PEAKITIH.

Bosoeticmsue na neuenw

[TockonbKy B MEepHOA MPUMEHEHHS TpenapaTa MOKET OTMEYaThCs TIOBBIIIEHHE aKTHBHOCTH OJTHOTO
WIM HECKOJIbKMX IEYEHOYHBIX (EpPMEHTOB, NPU JUIMTEIBHOM Tepamuu IpernaparoM, B KadecTBE
MEphl MPEIOCTOPOKHOCTH, TIOKAa3aH KOHTPOIb (GYHKIMHM Te4eHU. [Ipu coxpaHeHMH U
MPOTPECCUPOBAHUN HAPYIICHUH TICUEHOYHOH (YHKIMM WM BO3HUKHOBEHUH TIPU3HAKOB
3a00J1€BaHU TICUCHH, WIIH JPYTUX CUMIITOMOB (HarpuMmep, 303MHOGUIINH, CHITTH U T. 11.), IpernapaT
HE00X0AUMO OTMEHUTh. CllelyeT UMEeTh B BUAY, YTO I'elaTuT Ha (poHE MpUMEHEHHs AUKIOPEeHaKa
MOJKET Pa3BUBATHCS 0€3 MPOIPOMAITEHBIX SBICHHA.

Bosoeiticmeue na nouku

Ha ¢one tepanuu npenapatomM peKOMeHAYeTCs IPOBOJAUTH KOHTPOJIb (PYHKIIMU MTOYEK Y MAI[UEHTOB
C TUIIEPTOHUYECKOH 00JIe3HBI0, HAPYIICHUAMHU (DYHKIIUU CEpALAa WK MOYEK, MOKUIIBIX, TAIIUEHTOB,
MOJTyYaIOIIUX JUYPETHUKU WU JIpYTUe MpenapaThl, BIUSIOMINE Ha MOYeYHYI0 (PYHKIIMIO, a TaKKe Y
MAIEHTOB CO 3HAYUTEIbHBIM YMEHBLICHHEM 00beMa LUPKYJIUpPYIOIIEH IJIa3Mbl KPOBU JIFOOOH
STUOJIOTHH, HAIPUMEP, B MEPUOA A0 M IIOCIE€ MAaCCUBHBIX XMPYPrHUeCKHX BMemaTesnbcTB. [locne
MPEKpaIleHus] Teparuy MpernaparoM OOBIYHO OTMEYaeTcs HOpMAaH3allsl Mokas3aTeled MmoyeuyHou
(GYHKIIUH 10 UCXOIHBIX 3HAYEHHH.

Bo3zoeiicmeue na cepoeuno-cocyoucmyio cucmemy

Tepanust HIIBII, B ToM uucne nukiodeHakoMm, B OCOOCHHOCTH, JUTUTENIbHAS Tepanus U TEParus C
MCIOJIb30BAHUEM BBICOKHX 7103, MOKET OBITh acCOLMMPOBAaHA C HEOOJBIIUM BO3PACTAHHUEM pPHUCKa
Pa3sBUTHs CEPbE3HBIX CEPAECYHO-COCYAMCTBIX TPOMOOTHYECKUX OCIOXKHEHHMH (BKJIIOYas MH(ApKT
MHUOKap/ia ¥ UHCYJIbT).

VY nanueHToB ¢ 3a00JI€BAHUSAMHU CEPAEYHO-COCYIAUCTONM CHUCTEMBI M BBICOKMM DPHUCKOM DPa3BUTHS
3a00JIeBaHUN  CEePIEYHO-COCYAMCTOM CHCTEMBbl (HampuMep, C apTepUaNbHOM THIIepTEeH3UeH,
TUNEPIUINIEMUEH, caXapHbIM AMA0ETOM, KypsIIMM) CIEAyeT IPUMEHSTh INpemnapar ¢ ocoOoi
OCTOPOXKHOCTBIO, B caMOMl HM3KOW 3((EeKTUBHOW 03¢ MpU MUHUMAIBHO BO3MOXKHOU
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BO3pAcTaeT IMpH YBEJIWYCHUU J03bI M MPOJODKUTENBHOCTH JieueHus. llpu AmuTenbHON Tepanuu
(6onee 4 Henenp) cyTOUHAS 1032 TUKIO(EHAKA y TAKUX MAlMEHTOB HE JIOJDKHA mpeBbimaTh 100 mr.
Crenyer nmepruOJUUECKH MPOBOAUTH OLEHKY (PPEKTUBHOCTH JICYCHHUS M MOTPEOHOCTH MalMEHTa B
CHMIITOMAaTHYECKOH Tepanuu, OCOOCHHO B TEX CITydasX, KOTrJa e MpOAO0DKUTEILHOCTh COCTABIISICT
6onee 4 uenens. I[lanmenTta cienyer MPOMHCTPYKTUPOBATH O HE3aMEUIUTEILHOM OOpalleHuH 3a
MEIUIUHCKOW TOMOIIBIO TIPU TOSIBICHUH TEPBBIX CHUMIITOMOB TPOMOOTHYECKUX HapyIICHUN
(Harpumep, 6011 B TPY/IH, YyBCTBA HEXBATKH BO3/yXa, CIIA0OCTH, HAPYIICHHS PEUn).

Bo3zoeticmeue na cucmemy KpogemeopeHusi

JlukiioeHak MOKET BPeMEHHO MHTMOMPOBAThH arperanuio TpoMoouuToB. [loaToMy y manueHToB ¢
HApyUICHUSIMH TE€MOCTa3a HEOOXOAMMO NPOBOAWUTH THIATENBHBIM KOHTPOJE COOTBETCTBYIOIINX
1a00paTOPHBIX MOKa3aTeseH.

[Tpn anuTenbHOM NMPUMEHEHHH IperapaTa PeKOMEHIYETCs MPOBOAMTH PEryJIsipHBIC KIMHUYECKHE
aHaJIN3bl epudepuIecKoil KpoBH.

Mackuposanue npusnaxkos un@eKxyuoHHo20 npoyecca
[TpoTHBOBOCTIAUTENBHOE JCHCTBUE IpErapaTra MOXKET 3aTPYIHATh AMATHOCTHKY MH(EKIIMOHHBIX
IIPOLIECCOB.

Peaxyuu 6 mecme unvexyuu

Coo0mianoch 0 BO3HUKHOBEHUHU PEAKIMI B MECT€ MHBEKLNHU MOC]Ee BHYTPUMBIILIEYHOIO BBEICHUS
nukiaodenaka, BKIIOYash HEKPO3 B MECTE€ WHBEKIUU U TPOSBICHHUS MEIUKAMEHTO3HOH >MOOIHH
KOXH, Tak)Ke H3BECTHOM Kak cuHapoM Hukomay (ocoOeHHO B ciyyae HENpeIHAMEPEHHOIO
MOJIKOYKHOTO BBECHMSI TIpernapara). BHyTpuMbIlieqHOe BBeIeHUE TipernapaTa JukinodeHak ciemyer
MIPOBOJIUTH, UCIIONB3YS NOAXOASIIAN pa3Mep UIJIbl U BEPHYIO TEXHUKY UHBEKIUU.

Ipumenenue oonospemenno c opyeumu HIIBIT
He cnenyer nmpumensars mnpenapatr omaHoBpeMeHHo ¢ napyrumu HIIBII, Bkitouas ceineKTUBHbBIE
uHrnouTopsl L{OI'-2 n3-3a pucka yBeIMueHHs HeKeIaTelbHbIX SBICHUN.

BcnomorarenbHble BeliecTBa

JIaHHBIN JIEKAapCTBEHHBIA MpenapaT colepkHUT 35 mr OeH3minoBoro cnuprta B 1 mi. beH3mnoBsIi
CIIUPT MOJKET BBI3bIBATh AJICPIrUUECKUE PeaklUu. B OOoNbIIMX KOIMUYECTBAX CIEAyeT MPUMEHSATh C
OCTOPOXHOCTBIO U TOJIBKO NMPU HEOOXOAUMOCTH, OCOOCHHO y MAIMEHTOB C HapylIeHHEeM (YHKIHUU
MI€YEHU WJIU NTOYEK — B CBSA3U C PUCKOM KyMYJISILIMU U TOKCUYHOCTHU (METa0O0INYECKUN aliu03).
Hatpus merabucynbuT MOXKET U3peKa BhI3BIBATH TSXKENbIE PEAKLUU TUIEPUYBCTBUTEILHOCTH U
OpoHXOCIa3M.

JlaHHBIN JIEKapCTBEHHBIN Mpenapar coIepKUT MeHee | MMoub (23 Mr) HaTpus B OJHOM aMilyJe
(3 M), TO €CTh TIO CYTH, «HE COACPKUT HATPHUSD».

4.5. BzaumogeiictTBue ¢ JAPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/ABI
B3aMMOJAEHCTBUSA

BrisBIICHHbBIE B3aUMOICCTBHS

Hneubumopuot usopepmenma CYP2C9

Cnemyer coOmIOIaTh OCTOPOXKHOCTh TIPU OJHOBPEMEHHOM TIPUMEHEHWW JUKIOPEeHaKa u
nHruouTopoB m3odepmenra CYP2C9 (Takmx Kak BOPHUKOHA30JI) M3-32 BO3MOXKHOTO YBEITHYCHHS
KOHIIEHTPALUU AUKIO(EHAKa B CBIBOPOTKE KPOBU U €T0 SKCIIO3UIIUH.

Jlumuii, ouzokcun
JluknodeHak MOKET MOBBIMIATH COACPKAHKUE JIUTUS ¥ KOHIIEHTPAIIMIO JIUTOKCHHA B TJIa3ME KPOBH.
PekoMeHyeTcss KOHTPOJIb COIeP KaHUS TUTHS U KOHIICHTPAIUH JUTOKCHHA B CBIBOPOTKE KPOBH.

Huypemuueckue u cunomeH3ugHvle cpeocmea
[Tpn onmHOBpPEMEHHOM NPUMEHEHHH C TUYPETHKaM{ M TUIIOTCH3WBHBIMH IpernapaTtamMu (Hampumep,
Oera-agpeHo0IoKaToOpaMH, WHTHOMTOpaMU aHTMOTEH3WHIpeBpamaromero ¢epmenta — AllD)

6
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MOXKWJIOTO BO3pacTa, IMPH OJHOBPEMEHHOM IPUMEHEHHH JIUKIO()EeHaKa U IHUYpPETUKOB WU
TUIMOTEH3UBHBIX CPEJCTB CIENyeT PeryisipHO u3mepsatb AJl, KOHTPOIMpoBaTh (QPYHKLHIO TOYEK U
CTeTeHb TUApaTaluy (BCICICTBHE MOBBIIICHUS pUCKA HEPPOTOKCHUHOCTH).

Luxnocnopun u makporumyc

Brnusaue nukimoeHaka Ha aKTHBHOCTh TPOCTArNIAHJUHOB B TOYKAaX MOXET YCHJIMBATH
He(POTOKCUYHOCTH IIUKIOCIOPUHA U TaKpouMyca. B ¢Bsi3u ¢ BbIlIeCKa3aHHBIM /1032 AUKIO(eHaKka
y TAIMeHTOB, MOJyYAIOMUX [HKIOCIOPUH WIH TaKPOJUMYC, JOJDKHA OBITh HUXKE, YeM Y
MAIMEHTOB, HE MOJIYYaloINX yKa3aHHbIE MTpenapaThl.

IIpenapamul, cnocobHbie 8b13b18aMb SUNEPKATUCMUIO

OpHoBpeMEeHHOE  TIpUMEHEeHue  JAukiodeHaka ¢ KajauiicOeperarolmuMu  JAUYypETUKAMH,
LUKJIOCTIOPUHOM, TaKPOJIUMYCOM U TPUMETOIIPUMOM MOXKET MPUBECTU K MOBBILIEHUIO COAEPIKAHUS
Kanusi B IJIa3Me KpOBHM (B cllydyae TaKOro OJHOBPEMEHHOTO NPHUMEHEHUs IaHHbIN IOKa3aTelb
CJIEyET 4acTO KOHTPOJIUPOBATH).

Aumubaxmepuanvhsle cpeocmsa - NPou38o0Hble XUHOJIOHA
Nmerorcst oTaenbHbIE COOOIMICHUS O Pa3BUTHH CYIOPOT y MAIMEHTOB, MOTYYaBIIMX OJHOBPEMEHHO
MIPOU3BOJIHBIE XMHOJIOHA U IUKJIO(EHAaK.

[IpennonaraeMble B3aUMOICHCTBHS

HIIBII u enroxoxopmukocmepouosl

OnHOBpEMEHHOE CHUCTEMHOE INpUMeHeHue aukiodenaka u napyrux cucremusix HIIBIT wnnm
[JIFOKOKOPTUKOCTEPOUIOB MOXKET YBEIUYMBATh YaCTOTY BO3HUKHOBEHUS HEXENATEIbHBIX PEaKIUi
(B wactHoctu, co croponsl JXKKT).

Anmuroazynaumsl u aHmuazpe2anmsl

Heo6xonuMo ¢ OCTOPOKHOCTBIO MPHUMEHATh TUKIO(EHAK OAHOBPEMEHHO C IpernaparaMu 3THX
IpyNN U3-3a pUcKa pa3BUTHsI KpoBoTeueHUH. HecMOTps Ha TO, YTO B KIMHUYECKUX HCCIIEIOBAHUIX
He OBUIO YCTaHOBJICHO BIMAHHUS JUKIO(pEHaKa Ha JCHCTBHE AHTHKOATYJISIHTOB, CYIIECTBYIOT
OTJIeNIbHBIE COOOIIEHUS O MOBBIIIEHUN PUCKA KPOBOTEUEHUH Yy MalMEHTOB, MPUHUMABIINX JTaHHYIO
KoMOuHanmio mpemnaparoB. Crenyer THIaTeNnbHO HAOMIOAATh  MAIMEHTOB, IOJTYYarOLIUX
OJTHOBPEMEHHOE JIeUeHHE JaHHBIMU JIEKAPCTBEHHBIMHU ITperapaTamH.

Cenexmugnvie un2uOUMOPbL 0OPAMHO20 3AX8aMA CEPOMOHUHA
OpHOBpeMEHHOE MPUMEHEHHE NUKIO(pEeHaKa ¢ CEJIeKTUBHBIMU MHTMOUTOpaMU OOpaTHOrO 3axBaTta
CEPOTOHMHA MOBBIIIAET PUCK PA3BUTHS KEITYJOUHO-KUIICYHBIX KPOBOTCUCHHUM.

T'unoznukemuueckue npenapamoi

B KIMHHYECKMX WCCIIEOBAHUAX YCTAHOBJIEHO, YTO BO3MOXXHO OJIHOBPEMEHHOE NpHUMEHEHHE
aukiaodeHaka W TUNOTIMKEMHUYECKHX IIpernaparoB, MpU 3TOM 3()(EKTHBHOCTH MOCIEAHUX HE
n3MeHsierca. OQHAKO M3BECTHBI OTHENIbHBIE COOOIIEHUS O pPa3BUTHM B TaKUX CIydasxX Kak
TUIIOTJINKEMHHY, TaK M THIEPIIIMKEMHH, YTO OOYCIIOBIMBAIO HEOOXOIMMOCTH M3MEHEHHS O3B
TUITOTIIMKEMUYECKHUX MperapaToB Ha (poHe mpuMeHeHus AukiodeHaka. B ¢Bs3M ¢ BbIIeCKa3aHHBIM
BO BpeMs OJHOBPEMEHHOTO TPHMEHEHHUS IUKIOPEHAaKa M THUIOTIMKEMHYECKHX IIPEraparoB
PEKOMEHAYETCS TPOBOIUTH KOHTPOJIb KOHLIEHTPAIIMH TJIFOKO3bI B KPOBH.

[ToxydeHs! OTAENbHBIE COOOIIECHHUS O Pa3sBUTUH META0OJIMYECKOTO aIua03a NpU OJXHOBPEMEHHOM
NpUMEHEHUH JukiIodeHaka ¢ MeT(HOPMHUHOM, B OCOOCHHOCTH Yy TAlMEHTOB C HapylIICHHEM
(GyHKIMH TOYEK.

Memompexcam

Crnenyet coO01aTh OCTOPOXKHOCTH MPU MPUMEHEHUH AUKIo(PEeHaKa MeHee YeM 3a 24 Jaca 10 WIH
yepe3 24 yaca mociie ImpHeMa METOTPEKCaTa, TaK KaK B TaKUX CIIydasX MOET MOBBIIIATHCS
KOHIIEHTpALKs METOTPEKcaTa B KPOBU U YCUJIMBATHCS €70 TOKCUYECKOE JICCTBHE.

Denumoun
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KOHIIEHTpaluio (EHUTOMHA B IUTa3ME KPOBU H3-32 BO3MOXKHOTO YCWICHHUS €ro CUCTEMHOTO
BO3JICUCTBUSL.

Hnoyxmopwt uzogpepmenma CYP2C9

Crnenyer coOmrofaTe OCTOPOXKHOCTb TP NPUMEHEHMHM JUKIO(EHaKa OJHOBPEMEHHO C
uaaykropamu uzopepmenta CYP2C9 (takumu, Kak pu(aMIUIMH), TOCKOIBKY 3TO MOXET
IPUBECTH K 3HAYUTEIBHOMY YMEHBIIECHUIO KOHLIEHTpAaLUU AUKIO(EeHaKa B IUIa3Me€ KpPOBH U
YMEHBIIEHUIO €T0 SKCIIO3ULINN.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALUS

bepemeHHOCTD
Henocratouno maHHBIX 0 0€30MaCHOCTH MPUMEHEHHS TUKIO(EeHaKa y OepeMeHHBIX >KeHIIWH. He

clieyeT Ha3HayaTh npenapar keHmuHam ¢ 20-i Hejenu OepeMEHHOCTH B CBS3H C BO3MOXKHBIM
PUCKOM pa3BUTHS MAaJIOBOJUS W/WJIM TIaTOJIOTUH TIOYEK y HOBOPOXKICHHBIX (HEOHATAIbHAS
noyeuHas nucyHkuus). HasHauate mpemapaT B cpoke OepemeHHocTd a0 20 Hemenb ciexyer
TOJIBKO B T€X CIIydasx, KOTJa OKHJaeMas I0Jib3a JIII MaTePH MPEBBIINIACT MOTCHIIMAIBHBIA PUCK
s wioga. JlukinodeHak, Kak ¥ Jpyrue MHruOUTOPBI CHHTE3a MPOCTarjaHINHOB, POTHBOIIOKA3aH
B mocieaHue 3 mecsa OepeMEHHOCTH (BO3MOXKHO IOJABJICHHE COKPATUTEIbHON CIOCOOHOCTH
MaTKH{ U TPEKIACBPEMEHHOE 3aKPBITHE apTEPHATLHOTO MPOTOKA Y TJI0JIA).

Jlakranus
Hecmotps Ha TO, uTo Auknodenak, kak u apyrue HIIBII, npoHukaeT B rpyJJHOE MOJIOKO B MajioM

KOJIMYECTBE, TperapaT He CleAyeT Ha3HayaTh KOPMSIIMM SKEHIIMHAM JUIsl TPEJOTBPAIICHHS
HEXXEJIAaTeNbHOTO BIUSHUS Ha pebeHka. Ilpu HEOOXOOUMOCTH MNpHUMEHEHHsS JUKJIO(pEeHaKa
KOPMSIIIEH KEHIINHONH HE0OXOIMMO PEIIUTh BOIIPOC O MPEKPALICHUH IPYTHOTO BCKAPMIIHMBAHUSL.

PEepTUIBLHOCTD

[Tockonpky aukinodenak, kak u apyrue HIIBII, MoxxeT oka3pBaTh OTpUIIATENILHOE JCHCTBHE Ha
(bepTUNBHOCTh, J>KEHIIMHAM, I[UIAHUPYIOMIMM OepeMEeHHOCTh, HE PEKOMEHIYETCS MPUMEHSTh
npenapat. [laruenTkam, MpoxoasuiuM o0cae0BaHue U JIEYeHUE M0 MOBOy Oecrionus, mpenapar
clielyeT OTMEHUTD.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACcTBAaMM W PadoTaTh C
MeXaHN3MaMu

[TaruenTam, y KOTOpbIX Ha (hOHE MPUMEHEHUs AUKIO(EeHaKa BO3ZHUKAIOT 3pUTENIbHbIE HApyLICHMUS,
TOJIOBOKPY’KEHHE, COHJIIMBOCTb, BEPTUIO WM JPYrHMe€ HApYLIEHHUs CO CTOPOHBI LEHTPAJIbHOU
HEpPBHOW CHCTEMBI, HE CJEeAyeT YIpaBIATh TPAHCIOPTHBIMU CpeACTBAaMH U paboTath ¢
MEXaHU3MaMH.

4.8. HexkenaTeibHbIe peakmum

Pestome HexkenaTenbHbIX peakiuii

Krnaccudukanus no6oYHbIX peaklinii 10 opraHaM U CUCTEMaM MPEeCTaBIeHA C YKa3aHUEM YacTOTHI
WX BOSHHUKHOBCHHSI:

oudeHb yacto (>1/10);

gacto (>1/100, o <1/10);

Heuacto (>1/1000, vHo <1/100);

peaxo (>1/10000, rHo <1000);

oudeHb peako (<1/10000);

9acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIINXCS TAHHBIX OIICHUTH HEBO3MOXKHO).

Hngexyuu u uneaszuu: o4eHb PEIKO — MOCTHHBEKIIMOHHBIN adcIiecc.
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HeﬁKOHGHHH, rEMOJIMTUYCCKAsA aHCMU A, aTlJIACTUYCCKAA aHCMUS, arpaHyJIOIUTO3.

Hapywenus co cmopoubi  uMMYHHOU  cucmemsvl: PENKO —  THIEPYYBCTBUTEIHHOCTS,
aHauIakTHUecKue/aHa(QUIAKTOUAHbIE pPEaKIM, BKIOYas CHU)KCHUE apTEpUATbHOTO JaBJICHUS
(AJl) v II0K; OYEHb PEKO — AaHTHOHEBPOTUUYECKHUM OTEK (BKJIIOYAst OTEK JIMIIA).

Icuxuueckue Hapyuterus: O4CHb PCAKO — AC30pHUCHTAlMA, ACTIPCCCUs, 6€CCOHHI/II_Ia, KOIIIMAapHBIC
CHOBUJCHUA, pa3aApPaXKUTCIIbHOCTD, ICUXUYCCKUC HAPYIICHU .

Hapywenus co cmoponvl HepeHoll cucmembl: 4aCTO — TOJIOBHAsE O0JIb, TOJIOBOKPYKEHHE; PEIKO —
COHJIMBOCTh; OYEHb PEAKO — HApYILICHHs YyBCTBUTEIBHOCTH, BKJIKOYAs NApPECTE3UN, PACCTPONCTBA
aMsATH, TPEMOp, CYIOpOrM, OIIYLIIEHWE TPEBOTH, OCTPbIE  HAPYLIEHHs  MO3TOBOIO
KpOBOOOpaIIeHHs], aCeNTUYECKUIT MEHUHTHT.

Hapywenusa co cmoponvl opeana 3peHus: OY€Hb PEIKO — HApYIICHUS 3peHHs (3aTyMaHHMBaHUE
3pEHUsI ), TUTLIOTIHS.

Hapywenus co cmoponwl opeana ciyxa u 1adupuHma: 4acTo — BEpTUT0; OYEHb PEKO — HAPYIICHUS
cllyXa, IIIyM B yIIax.

Hapywenusa co cmoponbl cepOya: He4acTo — MH(APKT MUOKApHa, CEpAedYHas HEJOCTATOYHOCTS,
OLIylleHHe cepauedueHus, Oonbp B TIpyAd; YacToTa Heu3BecTHa — cuHapoM Koynuca
(anmnepruyeckuil OCTpbIi KOPOHAPHBIA CUHAPOM).

Hapywenus co cmoponul cocyoos: oueHb peako — nosbiienne AJl, BacKyuT.

Hapywenus co cmoponvl OblXxamenvbHOU cucmemvl, Op2aHo8 pYOHOU KIemKU U CPeOOCMEeHUs.:
peaKo — OpoHXHuaIbHas acTMa (BKJIIOUYast OJIBIIIKY); OY€Hb PEKO — THEBMOHHT.

Hapywenus co cmoponvl d#ceny0ouno-KuuweyHo2o mpakma: 4acto — abJoMuHaibHas Oob,
TOITHOTA, PBOTA, IUapesi, TUCIICTICHS, METCOPH3M, CHIDKEHHE amleTuTa; PEAKO — TacTpuT,
KEITyT0YHO-KUIIIEYHOE KPOBOTECUCHHE, PBOTa KPOBBIO, METICHA, AUApEsl C MPUMECHIO KPOBHU, SI3BBI
KeIyJaKa M KHUIIEYHWKa (C min 0e3 KPOBOTECUYCHHsS, CTCHO3a WU TepQopamuu, ¢ BO3MOKHBIM
pPasBUTUCM HepI/ITOHI/ITa); O4YCHb pPCAKO — CTOMATUT, TJIOCCUT, TMOBPCKICHUA MMUIICBO/JA,
BO3HUKHOBEHHE Ua(parMomnoJoOHBIX CTPUKTYP B KHIIEUYHHUKE, KOJMUT (HecmernuduuecKuit
reMOPpParndecKrii KOJUT, WUIIEMHUYECKHA KOJUT, OOOCTpEHHE S3BEHHOTO KOJIHWTA WM OOJIe3HH
Kpona), 3amop, maHKpeaTuT, TUCTEB3HS.

Hapywenusa co cmoponbl neuenu u dHcenuesbleo0Awux nymet: 9aCT0 — TOBBIIIEHHNE aKTUBHOCTH
aMUHOTpaHcdepa3 B IUIa3Me€ KPOBU; PEAKO — TEMaTHUT, JKeITyxa, HapyleHUs (QYyHKIUU TEUYEHU;
OUYEHb PEJKO — MOJIHUEHOCHBIN TeNaTUT, HEKPO3 MEUEHHU, IEYEHOUYHAsI HEIOCTaTOUYHOCTb.

Hapywenus co cmoponvl Kodcu U NOOKONMCHBIX mKaHel: 4acTO — KOXKHAas CbIllb; PEIKO —
KpanmuBHUIIA; OYEHb PEIKO — OYJUIE3HBIN JNEepMATHUT, dK3eMa, dpuUTeMa, MHOro(popMHAs IpUTeMa,
cuaapom CrtuBeHca-J[>koHCcOHa, cuHApoMm Jlaliemma (TOKCHYECKHH STUIAEPMAIbHBIA HEKPOJIH3),
9KC(OTUATUBHBIN IEPMATHUT, 3y, aJONEIHs, peakuuu (HOTOUYBCTBUTEIHLHOCTH, IIypIlypa, MypHypa
[llenneiina-I'enoxa.

Hapywenusa co cmopoHbl nouex u Mo4esbleo0AWUx nymeil: O4€Hb PEIKO — OCTPOE MOPAXKEHUE
nodYek (ocTpasi moyeyHast HeIOCTaTOYHOCTh ), TeMaTypHsl, IPOTEHHYPUS, TyOYTOMHTEPCTHIINATBHBIH
HeppUT, HeHPPOTUUECKUIN CUHIPOM, TAMMIUIIPHBIN HEKPO3.

061/1/;1/!6 Hapywerusl u peakyuu 6 mecme 66e0enusl: 4acTo — 60J'IB, YIUIOTHEHHUE B MCCTC MHBCKIUU;
PEAKO — OTCKH, HCKPO3 B MCCTC BCACHU IIPCIiapara.

HexxenarenbHble peakliMy, OTMEUEHHbIE B IOCTPETUCTPAILIIOHHOM MEPUOJIE (YacTOTa HEU3BECTHA)

Ha ¢one tepanuu quxiopeHakoM B aMIlyjaX B MOCTPErHMCTPALMOHHOM IEPHOJEC B KIMHUYECKON
IIPAKTUKE OTMEYAIIMCh CIEAYIOIINE HEKEIaTelIbHbIE PEAaKLUH, NpUBEACHHbIC HIKE. [loCKoibKy
cooOmieHnss 00 3TUX SBICHHUSIX IMOCTYMHalOT JOOPOBOJIBHO, a pa3Mep MOMYJISILUOHHON TPYIIbI
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SIBJISIETCSI HEU3BECTHBIM, IOCTOBEPHO OIIEHUTh MX Ya¢TOTY He-Hvenc-JfEBq"Ix@rcI %guﬁx%mmﬁwh'n OHa

COOTBETCTBYET ZKCNEPTHOMY OTUETY

KIIACCUPUITUPYETCS KaK «HEHU3BECTHAN.

Obwue nmapywieHuss u peakyuu 6 mecme 66e0eHUsl: MEIUKaMEHTO3Hasi SMOOJHS KOXKHU (CHHIPOM
Huxkonay).

Hapywenus co cmoponul cepoeuno-cocyoucmotl cucmemol

JlaHHBIE KIMHUYECKHX MCCIEOBAaHUI YKa3bIBaIOT Ha HEOONBIIOE YBEIMUYEHHE PUCKA Pa3BUTHUS
CEPJICYHO-COCYAUCTBIX TPOMOOTHYECKMX OCJIOKHEHMHA (Hampumep, HWH(aApKTa MHOKap/a),
0CcOOEHHO TpH IUTETFHOM NMPUMEHEHUH AMKIO(EeHaKka B BBICOKMX J103aX (CyTouHas J103a Oosee
150 mr).

3pumenvhvie Hapyuienus

3puTenbHBIE PACCTPOICTBA, TAaKME KaK HapyIICHHE 3pEeHHS, 3aTYMaHUBAaHHUE 3PCHUS MU TUTUIONHS,
no-BUAMMOMY, sBistorcs kiacc-opdexramu HIIBII, u oOpatumel mocie MpeKpalieHus
npuMeHeHHs.. BO3MOXHBIM MEXaHH3MOM DPa3BUTHS TaKUX PACCTPOMCTB SBISIETCS MHTHOMpPOBAHUE
CHHTE3a NPOCTarjJaHJAWHOB W JPYIMX COIMYTCTBYIOLIMX BEIECTB, YTO M3MEHSET PETYJISLUI0
KPOBOTOKa B CETYaTKE, KOTOPOE IMPOSBIIAETCS MOTECHIIMATBHBIMU 3PUTEIBHBIMU PACCTPONHCTBAMH.
[Ipy pa3BUTUM TaKUX CHUMITOMOB Ha (OHE Tepanuu IUKIO(YEHAKOM CIEAyeT pPacCMOTPETh
BO3MOXKHOCTh  O()TaJIbMOJIOTHUECKOTO 00CIENOBAaHUA Ul HMCKIIOYEHHS KaKUX-THOO JApYrux
MIPUYHH.

CooO011eHust 0 T0103PEBAEMBIX HEXKeJIaTeIbHbIX PEaKIUIX

BaxHo coo0mare 0 TOJ03PEBAaEMBIX HEKENATENbHBIX PEAaKIHsIX IOCIE PEerucTpanuu
JIEKapCTBEHHOI'0 TIperapara C Ledbl0 O0eCreueHus: HEeMpPepbhIBHOIO MOHUTOPHHIA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOTO Ipenapata. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEHIyeTCs
CO00IIaTh O JIOOBIX MOJI03PEBAEMbBIX HEXKENATEIbHBIX PEaKIMIX JIEKAPCTBEHHOTO Mpernapara uepes
HanmMOHAJIbHBIC CHUCTCMBI COOGH.[GHI/IH 0 HCXKCIIATCIIbHBIX PCAKOUAX TOCyaapCTB — YJICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

I'ocynapcrBo — unieH EBpazuiickoro 5KOHOMUYECKOTO COKO3a:

Poccuiickas @enepanus

denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS

Anpec: 109012, r. MockBa, CnaBstHCKasi 1iiomaab, a. 4, ctpoeHue 1.

Tenedon: +7 800 550 99 03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru uiu npr@roszdravnadzor.gov.ru
Anpec B untepHere: https://roszdravnadzor.gov.ru/

Pecry6nuka Apmenus

«leHTp 3KCHEepTU3bI IEKAPCTB U MEAULMHCKUX TexHoiorui» ['HKO
Anpec: 0051, EpeBan, nip. Komuraca 49/4

Tenedown: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas nmoyra: vigilance@pharm.am

Anpec B untepHere: http://pharm.am/

Keiprezckas Pecybnuka

JlemapTaMeHT JIEKapCTBEHHOTO OO0ECTeueHuss ¢ MEAUIIMHCKOW TeXHUKHM MUHUCTEepCTBa
3npaBooxpanenus Keipresckoit PecryOmmku

Anpec: 720044, r. buikek, yiu. 3-g Jlunus, 25

Tenedon: 0800 800 26 26

OnexrponHas noura: pharm@dlsmi.kg

Anpec B unTepHere: https://dlsmi.kg/

4.9. Ilepeno3upoBka

CHMIITOMBI: PBOTA, KEITyAOYHO-KAIIEYHOE KPOBOTEUEHUE, AUAPEs, TOJIOBOKPYKEHHUE, IIIyM B yIIax,
cynoporu. B ciydae 3HAUMTENBHOIO OTPABJICHMS, BO3MOXKHO pPa3BUTHE OCTPOM IOYEHYHOU
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HEOAOCTAaTOYHOCTH U IMMOPAXKCHUSA IICYHCHU.

Jleyenue: mojasiepKUBaIOIIEe U CUMITOMATUYECKOE JICUCHUE IMOKA3aHO MPU TAKUX OCJIOXKHEHHUAX
Kak cHwkeHue AJl, modedHass HEIOCTaTOYHOCTb, CyAOpOTH, HapymieHus co cTtopoHbl XKT u
yrHeTeHue JapixaHus. QopcupoBaHHBINA IUype3, FeMOAMAIN3 UM reMonepdys3us Ui BhIBEICHHS
HIIBII, B T. 4. nukiodenaka, u3 oprann3mMa Hed(HEKTUBHBI, TaK KaK JEHCTBYIONINE BEIIECTBA ATUX
npemnaparos B 3HAYUTEIILHOU CTEIICHU CBI3LIBAIOTCA C 6eJIKaMI/I ImiasMbl M TIOABCPIrarOTCA
MHTEHCUBHOMY METa00JIU3MY.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapMakoTepalieBTUYECKass  Ipylma: MPOTUBOBOCHAIMTEIbHBIE U MPOTUBOPEBMATHUYECKUE
rpenaparsl; HECTEPOMJHBIE NPOTUBOBOCHAIUTENBHBIE W IMPOTHBOPEBMATHYECKUE TNPENAPATHI;
IIPOU3BOJIHBIE YKCYCHOM KUCIIOTHI U POACTBEHHBIE COEAMHEHHUS.

Kon ATX: MO1ABOS

MexaHu3M IeUCTBUS

[IpenapaT conmepxut aukiodeHaKk HaTpus, BELIECTBO HECTEPOUIHON CTPYKTYpbI, OKa3bIBarollee
BBIPOXEHHOE TPOTHUBOBOCIIATUTEIILHOE, aHATBI€TUYECKOE U )KAPOTIOHMKAOIIIEE JCHCTBHE.
OCHOBHBIM MEXaHU3MOM JEUCTBUS IUKIO(EHaKa, YCTAaHOBICHHBIM B HMCCIEIOBAHUAX, CUMTAETCS
TOPMOKEHHE OMOCHHTE3a MPOCTarfJaHAWHOB. [IpocTariaHauHBl UTPAIOT BAXKHYIO POJb B TEHE3E
BOCHAJIEHUs, OOIH U JTUXOPAIKH.

In vitro quknodenak HaTpus B KOHIEHTPALMSX, SKBUBAJICHTHBIX TEM, KOTOPBIC TOCTUTAIOTCS TIPH
MIPUMEHEHUHU y YeJIOBeKa, He MOJaBiIsieT OMOCUHTE3 MPOTEOTITMKAHOB XPSIIEBON TKAHU.

[Ipn peBMaTH4eCcKMX 3a00JIEBAaHUSAX IMMPOTHBOBOCHAIUTEIHPHOEC W aHAIBIC3UPYIONIEE CBOWCTBA
mpenapara  O0ECNEYMBAOT  KIMHUYECKHH  dPGeKT, XapaKTepU3YIOIMMUKCSI  3HAYUTEIHLHBIM
YMEHBIICHUEM BBIPAKCHHOCTH TAKHX MPOSBICHUIA, KaKk 0OJb B MOKOE U MPHU JABMKCHUHU, YTPCHHSS
CKOBaHHOCTb U MPHUITYXJIOCTh CYCTaBOB, a TAKXKE yJIydllIEeHUEM (PYHKIIMOHAIBHOT'O COCTOSTHUSI.

[Ipy moCTTpaBMATHYECKHX M TIOCICONEPANMOHHBIX BOCHAIUTEIBHBIX SIBICHUSX AUKIO(EHAK
OBICTPO KyNUpYyeT 00JIb (KaK B IMOKOE, TaK U TIPH ABUKEHUH ), YMEHBIIAET BOCIATUTEIHHBIN OTEK H
OTEK IIOCJICONIEPAL[UOHHON PaHBI.

OTMeueH BBIpaXEHHBIN aHAIbreTHYeckuii 3G ekt aukaopeHaka mpu yMEpeHHON U CUIILHON 00
HEPEBMATHUECKOTO MpoucxoxkaeHus. Obneruenue 6o HacTymaeT yepe3 15-30 MunyT.

Kpome Toro, nuknodenak obdserdaet mpucTynbl MUTPEHH.

[Ipy mpuMeHeHWHM B KOMOWHAIIMM C OMHOWJAMH Y TAIMEHTOB C IOCICONEPAIMOHHON OO0IbIO
IUKI0(EeHaK T0CTOBEPHO CHUKAET MOTPEOHOCTH B ONMMOMIHBIX aHAIBI€THUKAX.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

AOGcopOrus
[Tocrme BHyTpHUMBIIIEYHOTO (B/M) BBEOEHUS 75 Mr OUKIO(PEHAKa €ro BCACHIBAHWE HAYMHAETCS

HeMeyIeHHO. MakcumanbHast KoHueHTpaius B TiasMe (Cmax), CpelHEE 3HAUYE€HHE KOTOPOM
COCTaBIISICT OKOJIO 2,5 MKI/MJI (8 MKMOJIB/JT), AOCTUraeTcs mpuMepHo uyepe3 20 munyT. KommuecTBo
BCAChIBAIOMIETOCS JIEHCTBYIOIIETO BEUIECTBA HAXOAUTCSA B JIMHEHHOM 3aBUCUMOCTU OT BEIMYUHBI
J103bI Mperapara.

Bemuunbaa tmotomaam mox  KpuBoM  «koHIeHTpamus-Bpems» (AUC) mocie B/M  BBeICHHS
nukiaodenaka mpuMepHO B 2 pa3a OoJbllle, YeM IIOCTE€ €ro IMepopaibHOr0 WM PEKTaIbHOTO
MPUMEHEHHUSI, MOCKOJIbKY B TMOCIEAHHX CIIy4asX OKOJIO TOJOBHHBI KOJIMYECTBA AUKIO(pEHaKa
MeTabOMH3UPYETCS TPU KIIEPBOM MPOXOKICHUN Yepe3 MeUCHb.
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[Tpu nocneayronmx BBEACHUSIX (papMaKOKUHETUYECKHE noxas'ﬂ%&ﬁ%%&%ﬁ@w ﬁbl;lr Qcﬁdﬁr;lh

COOJIIOJICHHUSI PEKOMEHAYEMbIX HHTEPBAIOB MEXAY BBEACHUSMH IUKIO(EHaKa KyMYJSLIUU HE
OTMEYAETCH.

Pacnpenencnue

Cesi3p ¢ OenkamMu CBHIBOPOTKH KpoBU — 99,7 %, mpeumyiiectBeHHO ¢ anbOymuHoM (99.4 %).
Kaxymmiics o6bem pactpenenenus cocrasiser 0,12-0,17 n/kr.

JlukinodeHak NpPOHHMKAET B CHHOBHAJIBHYIO >KUIKOCTb, IJIE €ro MaKCHMalbHas KOHILIEHTpalus
Jocturaercs Ha 2—4 yaca mo3xe, 4eM B IU1a3Me KpoBH. Kaxymiuiics nepuos moayBbIBEACHUS U3
CUHOBHMAJILHOM >KUJKOCTH cocTaBisieT 3—6 yacos. Uepes 2 yaca nmocie JOCTUKEHUSI MaKCUMaJIbHOU
KOHIEHTPALlMU B IUIa3ME€ KPOBU KOHLEHTpALUs AUKIO(EHaKa B CHHOBHAJIBHOMN UAKOCTU BBILIE,
YyeM B IUIa3Me KPOBHU, M €€ 3HAYCHHUS OCTAIOTCs 0oJiee BHICOKMMU Ha MPOTSHKEHUH TMEPHOa BpEMEHU
1o 12 yacos.

Juxnodenak ObU1 0OHAPYKEH B HU3KUX KOHIEHTparusax (100 Hr/mir) B TpyTHOM MOJIOKE OJHOH U3
Kopmsmux wmarepeil. [lpenmomaraemoe KonMyecTBO MperapaTa, MOMAJalolIEro uYepe3 TpyaHOe
MOJIOKO B Opranu3M pebeHka, skBuBasieHTHO 0,03 MI/Kr/CyTKH.

buotpancdopmanus

Metaboau3m quKiIopeHaKa OCyIeCTBISETCS YACTUYHO MyTEeM TIIIOKYPOHUPOBAHHUS HEM3MEHEHHOU
MOJICKYJIBl, ~HO  IPEUMYLIECTBEHHO  IIOCPEICTBOM  OJHOKPAaTHOIO M  MHOTOKPAaTHOTO
THJIPOKCHIIMPOBAHUS W METOKCWIMPOBAHUS, YTO NPUBOAUT K OOpPa3OBAaHUIO HECKOJIBKUX
(dbeHonpHBIX MeTabonuToB (3'-rUApokcH-, 4'-THApoKcu-, S'-rugapokcu-, 4'.5-murugpoxcu- uo 3'-
THJIPOKCU-4'-MEeTOKCHIMKIO(eHaKa), OOJBIIMHCTBO U3 KOTOPBIX MPEBPAIIACTCS B TIIOKYPOHOBBIC
KOHBIOraThl. J[Ba ()eHONBHBIX MeTa0OJUTa OMOJOTMYECKN aKTHBHBI, HO B 3HAUUTEIBHO MEHBIICH
CTEIEeHH, YeM JUKIO(PEHAK.

OIMMUHAINS

OO cucTEeMHBIHN TUIa3MEHHBIN KIUpEHC AuKiIodeHaka cocraisier 263 + 56 miu/muH. Koneunsiii
MepUoJa TONYyBBIBeICHUsI cocTaBiser 1—2 wdaca. [lepmon momyBbiBeneHHS 4-X METaOOJIUTOB,
BKJIIOYasl /1Ba (DApMaKOJOTMYECKH aKTUBHBIX, TAK )K€ HEIPOAOJDKUTENEH M cocTaBiseT 1-3 wgaca.
OnuH U3 MeTabonauTOB, 3'-TUAPOKCH-4'-METOKCUIANKIOPEHAK, UMEET 0oJiee JUIMTENbHBIA MEepUuos
MIOJTyBBIBE/IEHUS, OJIHAKO 3TOT META0OIMUT MOJHOCTHIO HEAKTHUBEH.

Oxono 60 % no3pl mpenapaTa BBIBOAUTCS IOYKAaMU B BHJAE IVIIOKYPOHOBBIX KOHBIOIATOB
HEM3MEHEHHOI0 JICHCTBYIOIIErO BEIIECTBA, a TaKXe B BMJE META0OJIMTOB, OOJBIIMHCTBO W3
KOTOPBIX TOXE€ IMPEJICTAaBISAIOT COOOW TIIIOKYPOHOBBIE KOHBIOTAaTHl. B HEM3MEHEHHOM BHJE
BbIBOAUTCA MeHee 1 % nuknodenaka. OcTaBmasicss 4acTh J03bl Ipenapara BBIBOJUTCS B BHUJE
METa0OIUTOB C KETUbIO.

Konnenrpauus aukinodeHaka B mia3Me KpoBHU JIMHEHHO 3aBUCUT OT BEJIMYUHBI IPUMEHSEMOH J103BL.

dapMaKOKMHETUKA Y OTACIbHBIX TPYII MAIUEHTOB

BcacriBanue, Merabosm3M | BBIBEICGHHE TIpermapara HE 3aBUCAT OT Bo3pacta. Y JeTei
KOHIIEHTpAllUK JUKIOPEHaKa B TIa3Me KPOBH IMPH MPUMEHEHHH SKBHBAJICHTHBIX J103 Mperapara
(MI/Kr Macchl Tena) CXOAHBI C COOTBETCTBYIOIIMMH IIOKa3aTelsiMU y B3pocibix. OpHako y
HEKOTOPBIX TMAI[MEHTOB TMOXHIOTO BO3pacTa mocie |5-MUHYTHON BHYTPUBEHHOW HH(Y3UH
OTMEYEHO yBEJIIMYEHHE KOHIIEHTpAIMH IUKIopeHaka B Iuia3Me KpoBu Ha 50% 1o cpaBHEHUIO C
TaKOBBIM TOKa3aTeJIeM Yy 3/I0POBBIX JOOPOBOIIBLIEB O0JIEe MOJIOAOI0 BO3pPaCTa.

VY nanueHTOB ¢ HapylieHueM (yHKUMH TMOYeK MpU COOIIOJEHUH PEKOMEHIOBAHHOTO pPEXHMMa
J03UPOBAHUS KyMYJISILIMM HEN3MEHEHHOTO JICHCTBYIOIIETO BEIIECTBA HE OTMEYAETCsI.

[Ipu ximmpence kpearnHunHa MeHee 10 MI/MMH pacueTHbIE PAaBHOBECHBIC KOHIICHTPAIIUU
THJIPOKCUMETA00IUTOB AUKIO(EeHaKa IPUMEPHO B 4 pa3a BBILIE, YEM Yy 3/I0POBBIX JTOOPOBOJIBIIEB,
IIPU 3TOM META0OIUTHI BEIBOJSATCS UCKIIOYUTEIBHO C )KETUbIO.

VY ManueHToB ¢ XPOHUYECKUM TeNaTUTOM HIIM KOMIICHCHPOBAHHBIM LIUPPO30M MEYCHH MOKA3ATEIH
(hapMaKOKMHETHKH TUKIO(EHAKa aHATOTHYHBI TAKOBBIM Y TIAITMEHTOB O€3 3a00IeBaHUH TIEUCHHU.
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6. DPAPMAIIEBTUUECKHUE CBOIICTBA (MOCTIEQOBATENEHOCTS 0008)

6.1. Ilepeuenb BcnoMoOraTeibHbIX BelIECTB

ben3unoBsiil cnupt
Hatpus merabucynbput
ManHuTON

Harpus runpokcuyg
[IponuneHrnukosb
Bonaa a1t uHbeKIuin

6.2. HecoBmecTHMOCTDH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoObie Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHUU
XpaHuTh Npu TEMIiepaType He Bbiie 25 °C.

6.5. XapakTep u coaepkaHue YIAaKOBKH

ITo 3 M mpemapara B ammynbl OecuBeTHOro crekia I rugpomutuueckoro kiacca. Ha ammyny
KpPacKO! KOPUYHEBOI'O LIBETa HAHECEHBI TOYKA U KOJIBLIO.

[To 5 amMnyn B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY M3 IJICHKH MOJHMBUHWIXJIOPUAHON M (OIBIU
AIIFOMMHHUEBOU.

KoHTypHyI0 A4YEHKOBYIO0 yNakOBKY BMECTE C JIMCTKOM-BKJIAJbIIIEM B IA4Ky U3 KapToHa (C
KOHTPOJIEM IIEPBOT0 BCKPBITHSA).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXOJI0B, MOJYYEeHHBIX IOcJie NPUMEeHEeHHs JIEKAPCTBEHHOIro IMpenapara, u
Apyrue MAHUMYJISALUHU ¢ TPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHIMOHHOI'O YOCTOBEPEHMUSA

CepOust

Xemoapm AL

26300 r. Bpmram, beorpaackuii myth 60, CepOust
ten.: 13/803100, ¢akc: 13/803424

7.1. llpencraBuTeb Aep:KaTesis PerucTPANMOHHOI0 YA0CTOBEPEeHUA

[Iperen3uu noTpeduTeneit HaIPaBIATh 110 ATPECY:
Poccuiickas ®@eoepayus, Pecnyboiuka Apmenus

AO «Humxdapm», Poccus

6031035, r. Huwxxuuit HoBropogn, yin. Canranckas, a. 7
Ten.: (831) 278-80-88

E-mail: med@nizhpharm.ru
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(NOCNEQCBATENEHOCTE 0008)

Kuvipevizckan Pecnyonuka

OcOO «IlItaga Keipreizcran», Keipreizckas Pecry0mmka
720005, r. bumkek, yia. Urembepauesa 1a, BL] "ABpopa", odpuc 604
8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

JITI-Ne(000992)-(PT-RU)

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA
JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTErOPUH OTIyCKa 10 PeLenTy.
OOmrast xapakTepuCTHKa JIEKAPCTBEHHOro mnpenapara JlukinodeHak JOCTyMHAa B €IUHOM pPEecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3zuiickoro SKOHOMHUYECKOTO COI03a M Ha

ouIIaTEHOM caiite YIOJIHOMOYEHHOTO oprana (9KCTIepTHOM OpTaHHU3aITIH)
(https://lk.regmed.ru/Register/EAEU _SmPC).

14



	ОБЩАЯ ХАРАКТЕРИСТИКА ЛЕКАРСТВЕННОГО ПРЕПАРАТА

