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[ OBA O 0005)
JTHCTOR-BKIAABINI - MEGopMAlis 1 endenta - - = 070

IMoaarpesas 80 Mr, KancyJabl
Hoaarpeas 120 mMr, KancyJabl

Debykcocmam

Ilepen mnpuemMoM mpenapara MOJHOCTBIO IPOYUTANTE JIMCTOK-BKJIAJBILLL,
ITIOCKOJIBKY B HEM COZEPIKATCs BaKHbIE 111 Bac cBeneHus.

e CoxpaHure JIHCTOK-BKIabI. Bo3moxHo, Bam moTtpebyercs mpodyuTarhb
€ro elle pas.

e Ecim y Bac BO3HUKIM [IOMOJIHUTENIBHBIE BOMPOCHI, OOpaTUTECh K
JeqanieMy Bpady.

e [Ipemapar nazHaueH umMmeHHo Bam. He mepenaBaiite ero nIpyrum JIFOIsM.
OH MOKET HaBPEIUTh UM, JTAXKE €CIIM CUMIITOMBI X 3a00JI€BaHUS COBIAIAIOT
¢ Bammmu.

e Ecnu y Bac Bo3HUKIM Kakue-TMO0 HeXenaTeNbHbIe Peakiu, 00paTUTech K
nevanieMy Bpauy. JlaHHasi pekOMEeHJalusi PaclpoCTpaHseTcss Ha JIHoObIe
BO3MOYKHBIE HEXKEJIATEIIbHbIE PEAKIUH, B TOM YHCJIE HA HE NIEPEUNCIICHHBIC

B pas3gciic 4 JINCTKa-BKJIaAbIIA.

COIEPKAHHUE JIMCTKA-BKJIA/IBIIITA

Yro u3 cebs npencrasisier npenapar Ilogarpens u aJis 4ero ero NpuMeEHsIOT.
O ueM cnenyer 3HaTh nepen npueMoM npenapara [lomarpens.

IIpuem npenapara [lonarpens.

Bo3MoxxHbIE HEXKENaTeNbHbIE PEaKLIUU.

Xpanenue npenapara [logarpes.

Coneme/IMoe YIAaKOBKH U IIPOYNE CBCACHUA.



COOTEBETCTBY
ot 08.02

1. UTO W3 CEBSI PEJCTABJSIET NPEHAPATITIOMATPEAL I
YETO ErO MIPUMEHSIOT

Wb

[Ipenapat [Togarpens conep:kutT AeCTBYIOLIEE BEIIECTBO PeOyKcocTar.
[Ipemapat Ilomarpens — MpPOTHBOMOAATPUYECKOE CPEACTBO — KCAHTWHOKCHAA3BI
uHruOuTOp. CHIXKAET KOHIIEHTPALIMIO MOUYEBOM KUCIIOTHI B CBIBOPOTKE KPOBHU.
IHoxazaHus K NPUMEHEHUIO
[Tomarpens moka3aH JJIsl MPUMEHEHUS Y B3POCIIbIX JJIS:
® JICYCHHUS XPOHMYECKOW THUIMEpypUKEeMUU (TOBBIIMIEHHOE COJCpIKaHUE
MOUYEBOM KHUCJIOTHl B KPOBHU) MPU COCTOSIHHUSIX, COIPOBOKIAIOIINXCS
OTJIO’)KEHHEM KPHUCTAIJIOB YpaToB (MPH HATHYUU TOPYCOB (ITOIArpUUECKUX
y37I0B) W/WJIA TTOAATPUIECKOTO apTPUTA, B T. 4. B aHAMHE3E);
e TNpOoUIAKTUKA U JIEYECHHUS XPOHUYECKOM THUMEPYPUKEMHH Yy B3POCIBIX
NAIMeHTOB TIPHU MPOBEICHUN IMTOCTATHUECKON Tepamuu reMo01acTo30B C
PHUCKOM pa3BUTHS CUHAPOMA PACHaga OMyXOJdu OT yMEPEHHOTO 10 BBICOKOTO

(TonbKO i1 103UpOBKHU 120 Mmr).

2. O YEM CJIEAYET 3HATDH IEPE/I IPUEMOM ITPEITAPATA
IHOJATI'PEJIb
2.1 IIporuBomoxka3zaHus

He npunumaiite npenapar Ilogarpessn:

ecii 'y Bac rumepuyBCTBUTENBHOCTh K (hedykcocTary wW/wWiam JroOoMy u3

BCIIOMOTATENLHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

- ecmu Bam Bo3pact Menee 18 ner (B CBSA3M C OTCYTCTBHEM JaHHBIX 00
3¢ (HEeKTUBHOCTH U O€30MaCHOCTH MPUMEHEHUS Y JAaHHOM TPYIIIbI MAllUEeHTOB);

- eciu Bel 6epeMeHHBI WM KOPMUTE peOeHKa rpyibto (cM. pazaen 2.5);

- ecnu y Bac numarHoctupoBaHa HacleICTBEHHAs HEMEPEHOCHMOCTb TalaKTO3bl,

ne(UIUT JIaKTa3bl U CHHIPOM MajbaOCOPOIMHM TIIFOKO3BI U TaJaKTO3bl (CM.

pazaen 2.7).



COOTBETCTEY
T [

2.2 OcoBble ykazanus 1 Mepbi npeaoéropoaocTn - - TENEHOCTE 0005

[IpuMeHsTh CTPOTO MO HA3HAYEHHUIO Bpaya.
[Ipexne uem HayaTh npuem mnpemnapara llomarpens, NPOKOHCYIBTUPYHTECH CO

CBOMM BpadoOM UJIH pa6OTHI/IKOM aIITCKH, €CJIN Y Bac:

mouyc4yHasa HCAOCTAaTOYHOCTD TSKEJION CTEIEHM TSHKECTHU (KJ'II/IpeHC KpCaTHHWHA

<30 mur/muH) (3¢ (PEeKTUBHOCTL U 6€30MaCHOCTh N3YUYEHbI HEIOCTATOYHO);

INECYCHOYHAasA HEJOCTATOYHOCTD,

CEphE3HbIC AIIEPTHUECKUE peakiuu (peakluuu TUNEPUYyBCTBUTEILHOCTH) B

aHaMHE3¢;

uneMudeckas 00JIe3Hb cepana,

3acTOMHas cepacyHasd HCA0CTAaTOYHOCTD,

3a00JIEBaHHUS IIIMTOBUTHOM JKEJIE3bI;

Bbl 0nHOBpEeMEHHO TMpPHUMEHSETE MEPKANTOMYpPHH/a3aTHONPHUH (BO3MOXKHO

MOBBIILIEHNE KOHLIEHTPALUK JTaHHBIX BELIECTB B IUIa3M€ KPOBH U YCUJIEHHE UX

TOKCUYHOCTH);

- COCTOSIHMA TOCJIE TPAHCIUIAaHTALIMKA OPraHOB (OMBIT MpuMeHeHus pedykcocraTa
OTpaHUyYeH);

- cunapom Jlema-Huxana (ombIT mpuMeHeHus he0yKcocTaTa OrpaHUYCH);

Ocmputit npucmyn nooazpsl (060cmpenue nooazpt)

[Ipumenenue npenapata Ilogarpens cieqyeT HAUMHATH TOJNBKO MOCIIE KYyITMPOBAHUS

octporo npuctyna noaarpsl. Hauano npumenenus: npenapara [lomarpens moxer

CIPOBOLIMPOBATh Pa3BUTHE OCTPOrO MPHUCTYMA MOAArPbl 332 CUET BHICBOOOXKIIEHUS

YPaTOB M3 TKAHEBBIX JIETIO U MOCIEAYIOUIErO MOBBIIMICHUS KOHUEHTPAMU MOYEBOM

KHUCIIOTBI B CBHIBOPOTKE KpOBU. [l MpOPMIAKTHKKA TPUCTYNOB TIMOAATPHI

PEKOMEHAYETCS OJTHOBPEMEHHOE IPUMEHEHHE HECTEPOUIHBIX

npotuBoBocnanuTenpHbiX npenapatoB (HIIBII) wnm konxunuHa B TEYEHUE HE

MeHee 6 MecsILIeB.

[Ipu pa3BuTHMH NpUCTyNa MoAarpel BO BpeMs npumeHeHus npenapata [logarpesns

TEpalMI0 MPEenaparoM ClIeAyeT MPOJOJKATh M OJHOBPEMEHHO HPOBOAMTH

COOTBCTCTBYIOHIEC JICUHCHUC OCTpPOro IpuCTyIla IOoJdarphl. HpI/I JIUTCIBbHOM
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OCNEOOBATE i HOC TR 0005
IIPUMCHECHMHU IIpernapaTa HOI[aneJ'IB yacTpra BOS'}H/IKHBBQHWI u TH)IIteCTB IIPUCTYIIOB

NOAArpbl YMEHBIIAKOTCS.

Omnoscenue KCAaHmMuHo8

B penkux cinyyasx y malMeHTOB C YCKOPEHHBIM 00pa30BaHUEM ypaToB (Hampumep,
Ha (OHE 37I0KAYEeCTBEHHBIX HOBOOOpa3oBaHWi wiM mpu cuHapome Jlemma-Huxana)
BO3MOKHO 3HAUUTEIbHOE MOBBIIMICHHE A0COIIOTHOM KOHIEHTpAIlMH KCAaHTHHOB B
MOYE, YTO MOKET COIPOBOXKIATHCS UX OTJIOKEHHEM B MOYEBBIX MYyTsAX. B cBs3u ¢
OrpaHUYECHHBIMU JaHHBIMHA IMpUMEHeHue npenaparta llomarpens y mnamueHTOB c
cuHapomoM Jlema-HuxaHa HE peKOMEHy€eTCsl.

Mepkanmonypun/a3amuonpun

OOHOBpEMEHHOE NPUMEHEHHE C  MEPKalTOIMYPUHOM, Aa3aTUONPUHOM  HE
PEKOMEHIYETCS.

B caysae HEoOXOAMMOCTH OJHOBPEMEHHOTO MPHUMEHEHHUS ISl CHUKCHHS
TOKCUYECKOTO JEHUCTBUS HA CUCTEMY KPOBETBOPEHUSI PEKOMEHYETCSI YMEHBIIICHHE
JI03bl MEPKANTONYpPHHA/a3aTUONIPUHA U THIATEIbHOE MEAUIIMHCKOE HAOIIOACHHE.
Teogpunnun

[Ipyn onHOBpEMEHHOM NPUMEHEHHH Y 3J0POBBIX JOOPOBOJBIEB (PedykcocTaTa B
no3e 80 mr 1 pa3 B cyTku U pa3oBoi n03bl TeodmumHa 400 Mr HE OTMEUYaIoCh
U3MEHEHHH (hapMaKOKMHETUYECKUX Moka3aTeneit (cM. pasaen 4.5). Takum oOpazom,
OJIHOBpeMeHHOe puMeHeHne ¢edykcocrara B o3¢ 80 Mr u TeopuIsIMHA HE HECET
pHUCKa YBEJIMUYEHHUS KOHIIEHTpauuu TeopuuiMHa B Tula3Me KpoBHU. W3yuenue
OJIHOBpEMEHHOr0 mnpuMmeHeHus: ¢edykcocrara B ao3e 120 mr u TeopusimHa He
MTPOBOIMIIOCK.

Ilayuenmul, nepenecuiue mpancniaHmayuio opeanoe

[Ipumenenne npenapara llomarpens y nanueHToB, NEPEHECIINX TPAHCIUIAHTALIUIO
OpraHOB HE PEKOMEHAYETCS B CBA3U C OTCYTCTBHEM OIBITA TPUMEHEHUS.
Annepzuueckue peakyuu u peaKyuu 2UnePYyeCmeumebHoCmu

B nepuon noctperucTpalinoOHHOro MPUMEHEHHS] UMEJIM MECTO PEIKUE COOOIIEHUS O
BO3HUKHOBEHUU TSDKEIBIX aJUIEprUYECKUX peakuumn (peakumii

TMIIEPYYBCTBUTENBHOCTH), BKJIOYAs >KU3HEYTpokawomuid cunapoMm CruBeHca-
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QRATENLHOCTANG

B GonbmmHCTBE CJIy4acB JAHHBIC pCAKIIMH Pa3BUBAJIMCh B TCUCHHC IICPBOIo MECALa

JI>KOHCOHA, TOKCUKOIEPMaJIbHBIN HEKPO

npuMeHeHus: mnpenapara Ilogarpens. Y YacTM NMAUMEHTOB HMENAch IMOYEYHas
HEJO0CTaTOYHOCTh W/WIM PEAKLMM THUIIEPUYYBCTBUTEIBHOCTH K AJJIONyPUHOIY B
aHaMHe3e.

B ornenbHbIX Ciydasx TSKEIble peaklLMH TMIIEPYyBCTBUTEIBHOCTH, B TOM YHUCIIE,
CUHJIPOM JIEKaPCTBEHHOM peakluyu ¢ 303MHOPWINEH U CUCTEMHBIMM CHUMIITOMAMHU
(DRESS), conpoBoxaaiuch JUXOPaJKOW, HW3MEHEHUEM IOKa3areled KpOBH,
HapylleHueM (PYHKIMH [IEYEHN WIN TIOYEK.

[TareHTHl 1OJKHBI OBITH NPOMHPOPMHUPOBAHBI O BO3MOXKHBIX IPU3HAKAX U
CUMIITOMAaX aJUJIEPTUYECKUX peakuuid (peakiuil TrUunepyyBCTBUTENBHOCTH), U
JOJDKHBI HAaXOJIWUTBhCS MOJ TIIATEIbHBIM HAOMIOJEHUEM HA MpPEIMET Ppa3BUTHSA
CHUMIITOMOB aJUIEPTUYECKUX PEAKIIHI/peakiuii THIEPUyBCTBUTEIHHOCTH.

B ciyyae BO3HMKHOBEHHS  TSDKENBIX — AJUIEPTMUYECKHX  peaKUuil/peakiuii
TUIIEPUYBCTBUTENBLHOCTH, BKIIOYas cUHIpoM CtuBeHca-/[>koHCOHA, HEOOXOIUMO
HEMENJICHHO TPEKpaTUTh MpuMeHeHue mnpenapara llomarpens (Oonee paHHssA
OTMEHA AacCOLMUpOBaHa C JIydlIMM TMporHo3oM). Eciau y mnamnueHra pasee
OTMEYaJIUCh TSKEIbIE aJIepruYeCcKue peakuuu WIH peakuuu
TUIEPYYBCTBUTENBHOCTH, BKIO4Yas CcuUHApoM (CTuBeHca-/[KOHCOHA, OCTphIE
aHaQUIAKTUYECKHE PEAKLMH/IIOK, IOBTOPHOE IPUMEHEHHUE [penapara He
PEKOMEHAYETCH.

Cepoeuno-cocyoucmole 3a601e6anus

IIpumenenne mnpenapata llomarpens He pexkOMEHAyeTCs y MAalMEHTOB C
UIIEMUYECKON O0JIE3HBIO Cep/lla UIIH 3aCTOMHON CepIeUHON HEAOCTATOYHOCTHIO.

B ximHu4eckux uccienoBaHusx B o0uel rpymnme ¢pedykcocTara o CpaBHEHUIO C
Ipynnol ajyionypuHOJa OTMEYAIOCh YBEJIWYEHUE KOJMYECTBA HAPYLIEHW CO
CTOPOHBI CEPJCUYHO-COCYAMCTON CHUCTEMbI, BKIIOYAIOMIUX B ce0s CMepTh OT
CEpAECUYHO-COCYJUCTBIX MPUYMH, HEJETAJIbHbIH MHPApKT MHOKApAA, MUHCYJIbT 0e3
JIETAJIBHOTO UCX0Aa

B kauectBe akTOpOB pHCKa Pa3BUTHUSL YKA3aHHBIX COOBITUH Yy MAlMEHTOB OBLIO
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

nH(papKT MUOKap/Ia, WIK 3aCTOMHAs cep/ieuHasi HeI0CTaTOUYHOCTb.

3abonesanusn neuenu

CornacHo OOBEAMHEHHBIM JAHHBIM KiIuHUYeckux wuccienoBanuii I daszel npu
npuMmeHeHnn (edykcocTtara y 5 % MarueHTOB OTMEYAINCh HApyIIeHUsS (QYyHKIIUN
MIEYEHU JIETKOUN CTETNIEHU TSAKECTH.

PexomeHtyeTcsi KOHTPOJIUPOBATH (YHKIUIO T€YeHW B Hayajle MPUMEHEHUs
npenapata [logarpens U nepuoANYEcKy - TPU HATUYUKU KIMHUYECKUX MPOSIBICHUM.
Jnst aToro Bam Bpau MmoskeT nonpocutsk Bac caath aHanu3 KpoBu, YTOOBI yOEIUTHCH,
yto Baia nedenp paboTaeT HOpMaIbHO.

3abonesanus wiumosuUOHOI cee3nl

B pacuiipeHHbIX JOJTOCPOUYHBIX OTKPBITHIX HCCIEIOBAHUSAX MPH JIATEIHHOM
npuMmeHennn (¢ebykcoctata 'y 5,5% MalMEeHTOB OTMEYalOCh MOBBILIICHHUE
KOHIIEHTPAIMK THPEOTpOnmHOTO TopMoHa (> 5,5 MkME/Mi), B cBsi3u ¢ deM y
NAIMEHTOB C HapylleHHeM (DYHKIMM LIUTOBUAHOM >xene3bl npenapat [lomarpens

CJIeayeT NIPpUMCHATL C OCTOPOIKHOCTEIO.

2.3 JleTH ¥ MOAPOCTKHU
JleTh ¥ MOIPOCTKM B BO3pacTe miuaimie 18 jer He MOKHBI NMPUHUMATh 3TOT
npenapat. HeusBectHo, sBnsieTcst U 6e30nmacHbIM U 3()(PEeKTUBHBIM 3TOT Mpenapar

IIPU MCHOJB30BAHUM €r0 Y JETEN U MOJPOCTKOB B BO3pacTe muaame 18 ser.

2.4 JIpyrue npenapatsl u npenapart Ilogarpeanb

Coobwume Bawemy epauy unu pabomuuxy anmeku, eciu Buvl npunumaeme,
HeO0aBHO NPUHUMANU ULU MOJCeme Hauyamev HpUHUMameo Jobvle oOpyeue
JleKapcmeennvle npenapamol. 9mo ceazano ¢ mem, umo Illodacpensy modcem
HOBIUAMb HA Oelicmeue HeKOMOpbIX Opy2ux JeKapCmEeHHbIX Npenapamos, d
makdce Hekomopwvie Opyzue JleKapCmeeHHble Npenapamvl Mo2ym HO8IUsMb HA
Llooazepeny.

CooO1uTe cBOoeMy Bpauy WM paOOTHUKY anTekH, eciau Bbl nmpuHuMaeTe Kakow-
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- Mepranmonyvpur/ azamuonpun

C ydyetoM MexaHu3Ma JaeiucTBus (edyKkcocTaTa, OCHOBAHHOTO HAa MHTHOUPOBAHUU
KCAaHTMHOKCH/A3bl,  OJAHOBPEMEHHOE  NPUMEHEHHE He  PEKOMEHIYEeTCs.
WurubupoBanne KCaHTHHOKCHAA3bl (eOyKcoCTaTOM MOXKET MPUBOAUTH K
MOBBIIICHUIO KOHIICHTPALMU MEPKANTOMypHHA, a3aTHONpPHUHA B IUIa3ME KPOBHU U
YCUJICHHI0O HX TOKCHMYECKOro JedcTBus. MccnenoBaHuil 1Mo M3y4YEHHIO
B3auMOeicTBHs (hedyKcocTaTa M BEILIECTB, METAOOIM3UPYIOMIMXCSA C Yy4acTHEM
KCAaHTHMHOKCH/1a3bl, HE TIPOBOHMIIOCh.

- LHumocmamuxu

HccnenoBanuii Mo M3y4eHHUIO JIEKAPCTBEHHOTO B3anMMoJeHCTBUs (pedykcocTara u
UTOCTaTUYECKUX IMpEeNapaToB HE MPOBOAMWIOCH. TeM He MeHee, TaK Kak
UCCIIEIOBAaHUM 1O W3YYCHHUIO JIEKAPCTBEHHOW OOJIE3HM U JIEKapCTBEHHOTO
B3auMozeiicTBus  (edykcoctata € LUTOTOKCHUYECKUMH TpenaparaMd He
IPOBOAMIIOCH, TOTEHIIMAJIBHOTO B3auMOJIEHCTBUS (hedyKcocTaTa ¢ OJJHOBPEMEHHO
IPUMEHSAEMBIMU UTOTOKCUYECKUMHU XUMHOIIpENapaTaMu HEJb3sl UCKIIFOUHTD.

- Pocuznumason/ cyocmpamot uzochepmenma CYP2CS

[To manHBIM in vitro ¢ebdyKcocTaT SIBISETCS CIa0bIM MHTHUOUTOPOM M30(epMeHTa
CYP2C8. V 310p0oBbIX 10OPOBOJIBIEB MPU OJHOBPEMEHHOM MpuMeHeHuu 120 mr
debykcoctata 1 pa3 B CyTKM M pa30BOMl 103bl 4 MI' pOCUTIIMTA30HA W3MEHEHUMN
(dapMaKOKMHETUYECKUX T[OKa3aTeliell pOCHUIJIINTa30Ha U ero Merabonuta N-
JUCMETUJI POCUTIIUTa30Ha OTMEUYEHO HE ObLJI0, UTO CBUIETEILCTBYET 00 OTCYTCTBUU
y ¢ebykcoctara cBoMcTB uHruouTopa uszodepmenra CYP2C8 in vivo. Ilpu
OJTHOBPEMEHHOM TpUMEHEHUU (HedyKcocTaTta W POCUTIMTA30HA (WU APYTHX
cyoctpatoB uzopepmenta CYP2C8) koppekuuu 1035l HE TpeOyeTcs.

- Teoguniun

VY 310pOBBIX J0OpPOBOJBIEB OBLJIO MPOBEAEHO HCCIEIOBAHUE JIEKAPCTBEHHOTO
B3auMoJielicTBUsl (heOykcocTaTa, 4YTOOBI OILIEHWTh, MOXKET JIM WHTHOWPOBAHUE
KCAaHTHHOKCHUIAa3bl TPUBOJUTh K YBEIWUYEHUIO KOHIIEHTpANWH Teo(primnHa B

mia3Me KpOBM, Kak ObLIO OTMEUYEHO MNpU MPUMEHEHUU JPYTUX HHTHOUTOPOB
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OJIHOBPEMEHHOM NpuMeHeHuH pedykcocrarta B 103¢ 80 Mr 1 pa3 B CyTKU U pa30BoOi
no3bl Teopuinaa 400 Mr n3MeHeHud (hapMaKOKMHETHUECKUX TOKa3aTesield Win
NEepeHOCUMOCTH  TeopuyuiMHa He Halmojanochk. Takum  oOpa3oMm, mpu
OJTHOBPEMEHHOM NpuMeHeHnn GedykcocTara B 103¢ 80 MT U Teo(UIUTMHA 0COOBIX
MEp OCTOPOXKHOCTH He Tpedyercs. M3yueHne OAHOBPEMEHHOTO MPUMEHEHHUS
dbebykcoctara B 03¢ 120 Mr u TeodusImHa He TPOBOAUIOCH.

- Hanpoxcen u Opveue MH2u6um0Dbl SHAIOKYPOHU3AYUU

Mertabonusm pedykcocTaTa 3aBUCUT OT aKTUBHOCTH (pepmenTa ypuauuaudocdar-
rimokyponunTpanchepassl (YADI'T). JlekapcTBeHHBIE TIpernapaThbl, YTHETAIOIINE
MPOIIECC TIIOKYPOHU3AIMU, HAPUMEP, HECTEPOUIHBIE MPOTUBOBOCHIAIUTEIbHbBIC
npenapatel (HIIBII) u nmpoGenuIu, TeopeTHuyecku MOTYT OKa3blBaTh BIUSHUE Ha
BbIBeZleHnEe (eOykcocTara. Y 3M0pOBBIX JOOPOBOJIBIIEB TIPH OJHOBPEMEHHOM
npuMeHeHnn ¢ebykcocTata M HampokceHa B jgo3e 250 Mr 2 pasza B CyTKH
HaOMoaIoch yBenuueHue nokasarenei Crax pedykcocrata Ha 28 %, AUC — Ha
41 % u Ty — HA 26 %. B KIMHUYECKUX HCCIIEIOBAHUSX MPUMEHEHHE HAIIPOKCEHA
wiu apyrux HIIBIT/uaruoutopos I[OI'-2 He compoBOXAAIOCh KIMHHUYECKU
3HAYMMBIM TIOBBIIIICHNEM YacCTOThl BO3HHKHOBEHHUS HEXeENaTeIbHBIX 3(PQEeKTOB.
OpHoBpemeHHOe TmpuMeHeHne (ebykcoctata W HAMPOKCEHA WM JPYTHX
HIIBIT/uaru6utopo I[OI'-2 He COMpOBOXKIAIOCh KIMHUYECKH 3HAYUMBIM
MOBBINICHUEM YaCTOTHl BOBHUKHOBEHUS TOOOYHBIX siBJICHUI. Koppekmu 10361 pu
OJIHOBPEMEHHOM NpUMeHEHUU (edyKcocTaTa U HalpoKceHa He TpeOyeTcsl.

- HHOVKWZODbl SAIOKYDORU3AUUU

[Ipu omHOBpeMEeHHOM mpuUMeHeHUH QedykcocTara C CHUIBHBIMH HHAYKTOPAMHU
TJIOKYPOHHM3AIMA  BO3MOXKHO ~ yYCHJIEHHME ero Meraboium3Ma U CHIDKEHHE
spdektuBHOCTH. [IpM OAHOBpEMEHHOM NPUMEHEHUH HEOOXOAUM KOHTPOJIb
KOHIIEHTPAIlMd MOYEBOM KHCIOTHI B CBHIBOPOTKE KPOBM 4epe3 1-2 Hemenu mocie
Hauaya repanuu. [Ipu oTMeHe HHAYyKTOpa IITIOKYPOHHU3AIMK BO3MOXKHO TOBBIIIICHHE
Crmax Pebykcocrara.

- Koxuuun/ unoomemauun/ 2uopoxaiopomuazud/ eapdaput
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®debykcocTaT MOXKHO  MNPUMEHSTh HHOBﬁ%}Agl:E“TEQﬁ%%M 5 mn

MHIOMETAMHOM 0€3 KOPPEKLUH J103Bl.

Taxke He Tpebyercs Koppekiuu 03kl ¢GedyKkcocTara Mpu OJHOBPEMEHHOM
NPUMEHEHHUH C TUAPOXJIOPOTHAZUIOM.

[Tpu onHOBpEeMEHHOM MpUMEHEHUH PedykcocTara ¢ Bap(papuHOM KOPPEKIMH JO3bI
BapdapuHa He TpedyeTcs.

- Jlezunpamun/ cyocmpamaot uzohepmenma CYP2D6

[To naHHBIM, MOTYYEHHBIM in Vitro, GedyKcocTaT ABISETCS CIaObIM HHTHOUTOPOM
nzodepmenta CYP2D6. B wuccnenoBanuu y 310pOBBIX J0OpPOBOJBIEB Ha (hoHE
npuMeHeHus gpedykcocrara B 103¢ 120 Mr 1 pa3 B CyTKH OTMEYAIOCh yBEIUYEHUE
AUC nesunmpamuna (cyoctpatr wu3odepmenta CYP2D6) na 22 %, utO
CBHUJICTEJILCTBYET O ciaboMm wuHruoupymwomeM »3ddexre dedykcocrara Ha
uzopepmert CYP2D6 in vivo. Takum o0pa3om, pu OAHOBPEMEHHOM MTPUMEHEHUN
debykcoctata u cybcrpatoB uzodepmenta CYP2D6 koppekiuu 10361 HE
TpeOyeTcs.

- Auwmayuowl

[Ipn onHOBpEMEHHOM MPUMEHEHUU C aHTalUAaMH (JIeKapCTBEHHbIE MperapaThl,
KOTOpbIE HEUTPANU3YIOT KHUCJIOTY >KEIYJOYHOTO COKa), COACpKAIIMMHM MarHus
TUAPOKCUA WM AaIOMUHUS TUAPOKCHI, OTMEUAaeTCs] CHU)KEHHE BCACBHIBAHUS
debykcocTara (mpuban3uTenbHo Ha 1 yac) u ymeHblieHue Chax Ha 32 %, oHAKO
AUC ¢ebyxkcocTtaTta CcyIiecTBEHHO HEe U3MeHsIachk. Takum obOpa3oM, GpedykcocTar

MOHO IIPpUHHUMATb OJHOBPCMCHHO C aHTalluJaMH.

2.5 IlpuMeHeHMe OepeMEHHBIMM W KOPMAIIUMH TPYIAbI0 JKEHIIMHAMU,
cBeleHUus 0 GepTUIbLHOCTH

Ecnu Bul 6epemennst unu kopmume 2pyovio, oymaeme, ymo 3abepemenen, uiu
niaHupyeme — OepeMeHHOCMb,  neped  HAYaloOM — NPUMEHeHUs  npenapama
NPOKOHCYIbMUPYUMECH C JleYauum 8paiom uiu pabomHuKoM anmexu.

B cBsI3u ¢ HEAOCTATOYHOCTHIO JAHHBIX MOTEHIMAIBHBIN PUCK (GedyKcocTaTa IJIs

yelioBeKa HE M3BECTEeH, I0ATOMY IpuMeHeHue (eOykcoctata BO Bpems



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 08.02.2023 Nz 2438

OepeMEeHHOCTH MPOTHUBOMOKa3aHo. Mwme
dbelOykcoctata BO BpeMsi OEpEMEHHOCTH, B XOJIe KOTOPOro HeOJarompusiTHOTO
BO3/ICICTBUS Ha TeueHHEe OEPEMEHHOCTH M COCTOSIHHE I1J10/1a/HOBOPOKICHHOTO
OoTMEUeHO He ObI0. B mccienoBaHusIX Ha )KHBOTHBIX HE OBUIO OTMEYEHO MPSIMOTO
U KOCBEHHOr0 HEOJarompusTHOTO BO3ACHCTBHUS Tpenapara Ha TEUYCHHE
OEpEeMEeHHOCTH, pa3BUTHE YMOPHUOHA/TIIIONNA U TIPOIIECC POJIOB.

Her naHHBIX O TOM, TpOHWKaeT 1M QedykcocTar B TpyaHOE MOJIOKO. B
UCCJIEIOBAaHUSIX HA KUBOTHBIX OTMEUYEHO, YTO (heOyKCOCTaT MPOHUKAET B TPYIHOE
MOJIOKO W  OKa3blBaeT  HEOJIarompusATHOE  BO3JCHCTBME Ha  pa3BUTHE
BCKapMJIMBAeMbIX JEeTeHbIIIeH. Takum 00pa3oM, Heb3s HCKIIOYHUTH pHUCKA IS
TpyAHBIX feTeil. B cBsi3u ¢ 3TuM npuMeHeHue gpedykcocTara MPOTUBONOKA3aHO B
NIEPUO TPYAHOTO BCKApMITBAHUS.

OTCYTCTBYIOT JaHHBIC O BJIMSIHHH HaA (I)epTI/IJ'IBHOCTI).

2.6 BuusiHue HA CIIOCOOHOCTH YNPABJSATH TPAHCNOPTHBLIMM CPeICTBAMM WJIH
padoTaTh ¢ MEXaHM3MaMHU

[Ipu npumenenuu npemnapata [logarpenb BO3MOMXHO TMOSIBIEHUE COHJIMBOCTH,
TOJIOBOKPYKEHUSI, ApECTE3UH U HEUETKOCTH 3PEHUS, U, KaK CJIEICTBUE, CHUIKCHHE
peaKiMui W CHOCOOHOCTM K KOHIIGHTpPAIlMM BHUMAaHHWSA, IO3TOMY BO BpeMs
npuMeHeHus npenapara [logarpens HeoOXoaUMO cOOMIOAATH OCTOPOKHOCTH MPHU
yYIpaBJICHUU TPAHCHIOPTHBIMU CPEJACTBAMH M 3aHSATUSAMHU JAPYTMMHU MOTEHIUATIBHO
OMAaCHbIMU BHUAAMH JESTEIbHOCTH, TPEOYIOIMMHU KOHIICHTPAIMM BHUMAaHUS U

OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUMA.

2.7 Oco0ble yka3aHusl, KACAKIIHECHd BCIOMOraTeJIbHbIX BelleCTB
[Ipenapar conxepxuT JakTo3bl MoHoruapar. Ecom y Bac HemepeHOCMMOCTH
HEKOTOPBIX CaxapoB, OOpAaTHTECh K JieUalieMy Bpady Tepell MPUeMOM JTaHHOTO

JICKapCTBCHHOTI'O ITpCIIapara.
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3. IPMEM MPEMAPATA'HOTAFPEL="V- "= 005

Bceeoa npunumatime npenapam 8 NOIHOM COOMBEMCMBUU C PEKOMEHOAYUIMU
nevaweco 8paya uau pabomuuka anmeku. Ilpu nosenenuu  commeHull
nOCO8emyUmecsh C eyauum 8paiom uiu pabomHuKOM anmexu.

3.1 Pexum no3upoBanusi

llooacpa

PexomennoBanHas HauyajbHas n03a coctaBiseT 80 mr ¢eldykcocTaTa OauH pa3 B
CYTKM HE3aBHCHUMO OT MpHeMa NHUIIH. B ciaydae ecim KOHIIEHTpaIusi MOYEBOU
KHCJIOTBI B CBIBOPOTKE KpOBH MpeBbImaeT 6 mr/mn (357 Mkmonw/n) uepes 2-4
HeJIeH, 103a IpenapaTa MoKeT ObITh yBenuueHa 10 120 Mr 1 pa3 B CyTKH.
CHIWKEHHE KOHIIEHTPAIIMM MOYEBOM KHCJIOTHI B CBHIBOPOTKE KpPOBU Ha (HoHE
npuMeHeHus npenaparta I[logarpens MpOUCXOIUT TOCTATOYHO OBICTPO, B CBS3M C
YeM KOHTPOJIb KOHIIEHTPAIIMH MOYEBOW KHUCIOTHI MOYKHO TPOBOJUTH UYEPE3 JIBE
HEJIeM OT Hadayia mpuema mnpemnapara. llenpio yeueHus sSBIsSETCS CHIDKCHHE U
nojJiep>kaHue KOHIEHTPAIMU MOYEBOI KUCIOTHI B CHIBOPOTKE KPOBU MeHee 6 MI/a
(357 Mxmoutb/1).

[TpodunakTuka pazBUTUSI OCTPHIX MPUCTYIOB MOAATPbl PEKOMEHAYETCS B TEUCHUE
HE MeHee 6 MeCSIIEB.

OcoObl€e TPYIIIBI NAIIMEHTOB

Hayuenmul noxcunozo eo3pacma

Koppekiuu 10361 ipenapara He TpedyeTcs.

Hayuenmul ¢ napyuwienuem GyHKyuu noyex

Y nauMeHToB ¢ NOYEYHOU HEIOCTATOYHOCTBIO JIETKOW U CPEAHEUN CTEIIEHH TSKECTH
KOPPEKIUH J03bI HE TpeOyeTcs.

VY nanueHToB ¢ MOYEYHON HEJIOCTATOYHOCTHIO TSKEION CTETICHH TSHKECTH (KITUPEHC
kpeatnHrHa <30 mu/mMuH) 3(G(EKTUBHOCTh U 0€30MaCHOCTh IpenapaTa H3y4YeHbl
HEJIOCTaTOYHO.

Hayuenmul c napyuwienuem ynkyuu neuenu

VYV manueHToB ¢ MeYEHOYHON HEJIO0CTAaTOYHOCTBIO JIETKOM CTENEHU TSHKECTH (Kitacc

A mo mkane Yainna-Ileto (5-6 06amioB)) pexOMeHJOBaHHas Jjo03a Mpenapara

11
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cocrtasisier 80 Mr 1 pa3 B cyTku. OnbIT pumeﬁ%jﬁ&%% yﬂ_”ﬁgﬂ neachoatoi

HEJOCTATOYHOCTHU CPEHEH CTENEeHU TSHKECTH OTPaHUYCH.
UccnenoBanms > pexkTuBHOCTH W O€30macHOCTH TpUMEHEeHHs ¢deldykcocTata y
MAIMEHTOB C MIEYEHOYHOW HEJOCTATOUHOCTHIO TSDKENIOM cTeneHu Tshkectu (kmace C

no mkajne Yaina-I1eto (10-15 6annoB)) HE NPOBOUIIUCH.

3.2. IlpuMeHeHue y geTell 1 MOAPOCTKOB
[Ipenapar [logarpens He cienyeT NIPUMEHSTh y IETEU U MOJPOCTKOB B BO3PACTE 110

18 ner.

3.3. IlyThb u cnocod BBeeHUSA
BHyTpb.
[Ipenapat [logarpens mpUHUMAIOT OJIMH pa3 B CYTKH HE3aBUCUMO OT MpHEMa TTUTIIH.

Ecau Bol npunsau npenapama I[looazcpens bonviue, uem ciedyem

Ecnmu Bwl mpumere Oosbllle, 4YeM Ha3Ha4€HHas [103a Ipernapara, HEeMEIJICHHO
oOpaturech k Bamemy Bpauy.

[1pu nepeno3upoBKe mpenapara rmokazaHa CHMITOMATHYECKas! U MOJIIePIKUBAIOIIAS
Tepanmsi.

Ecau Bot 3a0vi1u npunsims npenapam Ilooazpens

Eciu Bwl mponyctute mnpueM 103bl, NMPUMUTE €€, KaKk ToJbko Bbl 00 3TOM
BcrioMHuTe. Ecmm Bei 00 »TOM HE BCIOMHHTE 10 BpeMeHU mpuema Barmei
CleAyrouen 103bl, HE IPUHUMANWTE MPOMYIICHHYIO 03y U BEpHUTECHh K Bamemy
oObryHOMY Trpaduky npuema. He mpuHuMaiTe ABOHYIO 103y Ipenapara.

Ecnu Bot npexpamuiu npuem npenapama llooazpens

[IponoxaliTe MpUHUMATh 3TOT MPENapaT CTOJIBKO, CKOJIBKO Ha3HauuT Bam Bpau.
BbI HE 1OJKHBI TpEKpalaTh IPUEM 3TOTO MpenapaTa, He NPOKOHCYJIbTHPOBABILNCH
PEIBAPUTEIEHO CO CBOUM BPAYOM.

[Ipyn HanuMuuu BOMPOCOB MO MPUMEHEHUIO Mpernapara, OOpaTUTECh K JieHallemy

Bpady Win paOOTHUKY alTEeKH.
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4. BO3MOJKHBIE HEKEJA TEABHBIE PEARIHI " "%

4.1 Onucanue HexelaTeIbHbIX peaKI Uil
Ilo0o6Ho 6cem nexkapcmeenHviM npenapamam npenapam Illooazpens moocem
8bI3bIBAMb HedCeIAmellbHble peakyuul, 00HAKO OHU 803HUKAIOM HE ) BCEX.
[Ipenapat MOXET BbI3bIBATh YKa3aHHbBIEC HUYKE HEXKEJATEIbHbIEC PEAKIIUU:

Yacmo (MOZVWL 603HUKAMb He bojiee yem y 1 yenosexa us ]0)

— Tlpuctynsl mogarpsi,

— TroJioBHas 00.b,

— JQrapesi, TOIIHOTA,

— HapyIlieHne QyHKIUU TICYCHH,

— CBITIb (BKJIFOYAS Pa3IMYHbBIC BUJIBI CHIMTH, YIIOMSHYTHIC HUXKE C 00JIee HU3KOM
4acTOTOM),

— OTCKH.

Heuacmo (mo2ym eoznuxams ne bonee yuem v 1 uenosexa uz 100)

— TloBbimieHne KoHuEHTpanuu THpeoTponHoro ropmoHa (TTI) B mmaszme

KpPOBHU;

— caxapHbIi nualeT, TUIepaunuAeMus (MMOBBIIICHUE COJASPKAHUS JIUIHAJIOB B

KPOBH 4eJI0OBEKa), CHI)KEHUE alllleTUTa, YBEIMUCHHE MACcChl TeJIa,
— CHIDKEHHE TMONI0, 0ECCOHHMIIA;

— TOJIOBOKpYKEHHEe,  Tmapecte3us  (pacCTpOMCTBO  YYyBCTBUTEIBHOCTH),
remunape3 (CHWXKEHHUE MBIIIEYHOW CHIJIBI OJHOW TIOJIOBMHBI  Teja),
COHJIMBOCTb, U3MEHEHHE BKYCOBOI'O BOCHPUSTHSA, TUIOCTE3US (MOHMKEHUE

YyBCTBUTEJILHOCTH), TUTIOCMHUS (Oc1abeHne OOOHSIHUA);

— pubpumsius npeacepanii (pa3HOBUAHOCTh apUTMHUH CEpAIla), OIIyIICHHE

cepaneOuenus, nameHenus Ha DKI;

— IIOBBIMICHHUC AapTCPUAJIBHOTIO OaBJICHHA, «IIPHUIHWBLBDY KPOBH K JIMIY,

OLIYIIICHHE KaPa,;

13
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JTUCIIHO? (YyBCTBO HEXBATKH BO3/AyXa), OpPOHXUT, HHPEKIHH BEPXHHUX

JIbIXaTEJIbHBIX ITyTEU, Kalllellb;

007b B JKMBOTE, B3JyTHE >HBOTA, TracTpol3odareanbHas pedaroKcHas
00ne3Hb, PBOTa, CYXOCThb CIIM3UCTOM  OOOJIOYKM  MOJOCTH  pTa,
JUCIIENTUYECKUE  SBJICHUS, 3amop, YYalleHHBIA CTyJ, METCOPU3M,

TUCKOMQOPT B )KUBOTE;
xoJyienuTras (00pa3oBaHUe KAMHEH B KEITUHOM ITy3bIpe);

JNEPMaTUT, KPANUBHUIA, KOXKHBIM 3y/, WU3MEHEHUE I[BETa KOXH, KOXHBIE
MOPAKEHHUs, METEXUH (TOYEUYHbIE KPOBOMBIUSHMUS B KOXKE W CIM3UCTHIX
0000uKax), MakyJisipHas (MATHUCTAs) Chlllb, MAaKyJO-NamyJie3Hasi ChIb

(ISATHUCTO-Y3€JIKOBAs), MAIyJI€3HAas! ChINb (Y3€JIKOBas);

aptpairus (00Jib B CycTaBe), apTput, MUaiarus (00Jb B MBIIIIAX), CKEJIETHO-
MBIIIIEYHasT 0O0JIb, MBIIMIEYHAs] CJIAa0OCTh, CHa3M MBIIII, MBIIIEYHOE

HaInpspKeHue, OypcuT (BOCIalieHUe CyCTaBHOM CyMKH);

noYevyHas HeJJOCTATOYHOCTh, HedposuTras (00pa3oBaHNE KAMHEH B TTOYKAX ),
reMarypusi (KpoBb B MOu€), NOJUIAKUYpHsl (YACTOE MOYEHCIYCKaHHUE),

npoTeunypus (oOHapyx)eHue Oejika B aHaJIu3€ MOYH);
APEKTUIIbHAS TUCHYHKITUS;

MOBBIIIEHHAS] yTOMJISIEMOCTh, O0JIb B TPYAHOM KJIETKE, 4YyBCTBO AUCKOMGOpTa

B 00JIaCTH TPYAHON KIIETKHU;

IMOBBIICHUC AKTUBHOCTH aMWJIa3bl B IJIa3MC KPOBH, CHHIKCHHUC KOJIMYCCTBA
TpOM6OIIPITOB, CHM)XCHHUE KOJIHNYCCTBA HCﬁKOHHTOB, CHMIXCHHUC KOJIHNYCCTBA
J'II/IMCI)OI_[I/ITOB, MOBBIICHUC COACPIKAHUSA KPCATHMHA U KPCAaTHMHWHA B ILJIA3MC
KpOBH, CHHUKCHHC F€MOFHO6I/IH3., IMOBBIICHHUEC KOHLCHTpAllMKM MOYCBHHLI B
IJ1a3Me€ KPOBH, ITOBBIICHNEC KOHICHTPAIHUU TPUTJTIMICPHUAOB B IJIa3ME KPOBH,

MOBBINICHUC KOHIOCHTPAOWH XOJICCTCPHMHA B IIJIa3ME KPOBH, CHHWIKCHUC
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reMaToKpuTa, IOBBINICHHUEC AKTHMHHOCTHU

KpPOBH, IMOBBIINICHUEC COACPIKAHNA KAJINA B I1JIa3ME KPOBH.

Y manueHToB, TOMYYaBIIMX XHMHOTEPANHUIO 1O TMOBOAY TIeMoOJIacTo30B
(omyxoJieBBIX 3a00JI€BaHUI KPOBETBOPHOU M TMM(PATHIECKON TKaHHW) ¥ UMEIOIIIX
PUCK pa3BHUTHS CHHApPOMA paclajga OMyXOJd OT YMEPEHHOTO JI0 BBICOKOTO,
HaOmoganuch OJoKana JeBOM HOXKKM Mydka [uca (HEMONHOE WM TIOJHOE
HApYIIEHUE TMPOXOKICHHS DJIICKTPUUECKOTO WMIyJbca [0 TMyYKaM KIIETOK
NPOBOSIIICH CHUCTEMBI CEpJlla), CHHyCOBas Taxukapius (YBETUYCHHE YaCTOTHI
CepACYHBIX COKPAILICHUI) U reMopparuu (KpoBOTECUCHUS)

Peoxo (mocym eosuuxams ne bonee uem v 1 uenosexa uz 1000)

— [Ilanuuronmenus (AeguuUT BceX KIETOK KPOBH), TPOMOOIMTONEHUS

(cHMXKEHUE cofep KaHusl TPOMOOIIMTOR);

— aHapUIAKTUYECKHE PEAKIHH (TSDKEIbIE PEAKINMK TUIIEPIYBCTBUTEIBHOCTH),

pCaKunyn ruriCpuIyBCTBUTCIIbBHOCTH,

— CHM)KCHHC MACChl TCJIa, IMOBBLIIICHUC aIlll€THUTA, aHOPCKCHIA (OTCYTCTBI/IG

anreTuTa);
— HEpPBO3HOCTb;
— HEYETKOCTb 3PEHHS;
— IIIyM B yHIax;
— TaHKPEaTuT, I3BEHHbI CTOMATHT;
— TENaTuT, XKeNTyXa, IOPAKEHUE NIEUEHU;

— TOKCHUYECKUU DSIUJIEPMAIIbHBIA HEKPOJIHU3 (TSKENIOE MOPAXKEHUE KOXKH,
compoBOXaarolieecs: 00pa3oBaHueM My3bipeit), cunapoM CTuBeHca-
JIxoHCOHA (TSIKEIO€ TMOPAKEHHE KOXKHU), AHTMOHEBPOTUYECKHUIN OTEK,
JIEKapCTBEHHAS peaKIUs ¢ 303MHODUINEN U CUCTEMHBIMU CUMIITOMAaMU (CM.

pazgen 2.2), Tskenble (QOpPMBI TEHEPAIM30BAHHON CBHINHM, JSPUTEMA,
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sKkchoMaTUBHAS  ChIlb, (POJLIHI
MyCTYJIIpHAsl ChIMb, 3ysAIIasl ChIllb, SPUTEMATO3HAS ChIIIb, KOPEMOA00Has
ChIMb, ajonenusi (MaTOJIOTMYEeCKOe YaCTHYHOE WIIM TIOJIHOE BBIMAICHUE

BOJIOC), TUTIEPTUAPO3 (MOBBIIICHHAS TTOTIMBOCTH);

— pabgomuonu3 (pa3pylieHHe MBIIIEYHON TKaHW), CKOBAHHOCTh CYCTaBOB,

CKOBaHHOCTbH MBbIIIII,

— TyOyJOMHTEPCTUIIMATLHBIA HeppUT (XpoHHYECKOe 3a00JeBaHHME IOYEK),

UMIIEpATUBHBIE (HEYAEPKUMbIE) TIO3bIBbI HA MOYEHUCITY CKAHUE;

— JKaxkzia;

— TIOBBILICHUE KOHLEHTPALMU IVIIOKO3bl B IlIa3M€ KPOBHU, YIUIMHEHHE
aKTUBHPOBAHHOTO YaCTUYHOTO TPOMOOIUIACTUHOBOTO BPEMEHHU, CHUKECHHE
KOJIMYECTBA SPUTPOLIUTOB, IOBBIIIEHUE AKTUBHOCTH 1IEN0YHOM (pocarasbl B
IU1a3Me KPOBH, MOBBIIIEHUE KOHIIEHTPAIMK KpeaTuH(HOC(HOKUHAZHI B TIJIa3Me

KpPOBHU.

4.2 CooOieHne 0 HexKeJIATEIbHbIX PeaKIUAX

Ecom 'y  Bac  BO3HMKalT  Kakue-IMOO  HEXENaTelbHBIE  PEAKIIHH,
MIPOKOHCYIBTUPYUTECH C BpauOM UJTM paOOTHUKOM anTeku. JlaHHas pekoMeHIanus
pacripocTpaHseTcsi Ha J1Io0Oble BOZMOXKHBIE HEXEJaTeIbHbIE PEaKIlii, B TOM YHCIIC
HA HE TIepEeYHUCICHHblE B JHCTKE-BKIajbimie. Bbl MoxeTe coOOHmIUTH O
HEKENATeNIbHBIX PeaKIMIX HampsAMyl CHIEeHUaIUCTy 1o (hapmMakoHaA30py
safety(@akrikhin.ru. Bel Takxe MokeTe COOOLIUTh O HEXKENATeJbHBIX PEaKIUsIX B
nH()OPMAITMOHHYIO 0a3y MaHHBIX MO HEKEJIATEIbHBIM PEAKIUsIM (JICUCTBHUSIM) Ha
JCKapCTBEHHBIE MpemapaThl, BKJIOYas CcooOmEeHuss o HedPPEKTUBHOCTH
JIEKapCTBEHHBIX MPEMapaToOB, BHISIBICHHBIM Ha TEPPUTOPUU TOCYJApPCTBA — WICHA
EADC. Cooluiast 0 HexenaTeabHbIX peakiusix, Bol momoraere momy4uts OOJbIIe

CBeJIeHUH 0 0€30MacHOCTH Ipenapara.
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5. XPAHEHME NMPENAPATA THORATPEAR"OT

XpaHuTe 3TOT Ipenapar B MECTE, HEJOCTYITHOM IS J€TEH U BHE IOJI UX 3PEHUS.
5.1. JlaTta ucre4eHHs CPOKA rOJAHOCTH (CPOKA XPaHEHMS)

2 roja.

He npumensiite 3TOT mnpemnapaT IOCJIE€ MCTEUYEHHsS] CpPOKa TOJHOCTH (CpokKa
XpaHEHMsI ), YKa3aHHOTO Ha OJUCTEpe W KapTOHHOM MavKe.

I[aTOﬁ HCTCUCHUS CPOKA TOJHOCTHU CHHUTACTCA HOCJ'I@,Z[HI/Iﬁ JCHb JaHHOI'O MECAIa.

5.2. YcioBusi XxpaHeHust

XpaHuTh npu TemiepaTtype He Bbiie 25°C.

5.3. Ilpexynpe:kaennsi 0 MNPHU3HAKAX HENPHUIOAHOCTH Mpemapara K
NPUMEHEHHUIO (B COOTBETCTBYIOILIMX CIy4YasiX)

He BriOpaceiBaiiTe nmpenaparsl B KaHAIA3AIUIO. Y TOYHUTE y paOOTHUKA aNTEKH, KaK
cienyeT yTUIM3UPOBaTh Mpenapar, KOTOpbIid O0JbIile HE MOTpeOyeTcss. ITU Mephl

MO3BOJIAT 3aLUTUTh OKPYXKAIOLLYIO CpEay.

6. COIEPKXKUMOE YITAKOBKH U ITPOYUE CBEJIEHUA

6.1. IlosiHoe mnepeuyHciIeHne NAeHCTBYWIIMX BelIECTB M BCIOMOraTeJbHbBIX

BelleCcTB

[Tonarpens, 80 mr/120 Mr, Karcysbl COJICPHKUT:

- [eiictByromee BemiecTBO: (edykcocrar B mepecuere Ha 100 % Oe3BoaHOE
BemecTBo — 80 mr/120 mr.

- I[Ipounmu BcioMoraTebHbIMU BEIIECTBAMU SIBJISIOTCS: JIAKTO3bI MOHOTHU/IPAT,
LEJUTI0I03a MUKPOKPUCTAJUTMYECKAs], TUIIPOJI03a, KpOCKapaMelio3a HaTpusl,
KPEMHUSI TUOKCH]I KOJJTOUHBIN, MarHusl cTeapar.

- Kancyna TBepnas »kenaTMHOBas [KOpIyc: TUTaHa AUOKCHJ, >KeJe3a OKCHI
KPACHBIM, XKeJe3a OKCU KEIIThIU, JKeJie3a OKCHJT YEPHBIW, KEJIATUH; KPbILICYKA:
TUTaHA TUOKCU]I, JKeJie3a OKCU KPACHBIH, JKeJie3a OKCHUJI JKEIThIMN, jKelie3a OKCUJT

YEPHBIH, JKEJTATHH .
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6.2 JlekapcTrBeHHasi GpopmMa, XapaKTep M COAEP:KUMOE YITAKOBKHU
Karmcyusr.
Onucanue

Jo3upoBka 80 Mr: TBepAble XKeJaTUHOBBbIE Karcyiabl Ne 1 TEeMHO-KOpUYHEBOIO

nBeTa. Comep>KUMOe Karcys — MOPOIIOK OT Oeoro 10 0eloro ¢ cepoBaThIM HIIH
KEJITOBATHIM OTTEHKOM I[BETA.

Jlo3upoBka 120 Mr: TBepble KE€IATUHOBBIE JBYXUBETHbIE KarcyJibl Ne 0: kopmyc

CBCTIIO-KOPHUYHCBOI'O OBETa C KprIH@‘IKOﬁ TCEMHO-KOPUYHEBOT'O IBCTA.
COI[Cp)KI/IMOC Kalicyjl — IOpOmoOK OT oeoro J0 oemoro ¢ CCPOBATBIM MJIN

KCJITOBAaTbIM OTTCHKOM LIBCTA.

Ynakoexa

[To 8 unu 10 kancyn B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 (POJIBIU aTIOMUHHEBOM
v miéaku [IBX umm nnenku [IBX/Axnap®.

4 KOHTYpHbBIE SYEHKOBBIE YIAKOBKM MO 8 Kamcyd wWiad 3, 6 win 9 KOHTYpHBIX
SYEHUKOBBIX YIIAKOBOK I10 10 Karcys BMecTe ¢ JIMCTKOM-BKJIaAbIIIEM IOMEIIAIOT B

Na4YKy U3 KapTOHA.

6.3 Jlep:kateib perucTpalMOHHOIO YA0CTOBEPEHNUS U MPOU3BOIUTEb

JlepkaTeb perucTPallMOHHOIO YJIOCTOBEPESHUS

Poccus

AknroHnepHoe 0011ecTBo «XumMuko-papmanepruaeckuii komouHaT «AKPUXIH»
(AO «<AKPUXHWHY),

142450, MockoBckas obnacts, I.0. boroponckuii, r. Crapas KynasHa,

yi. Kupoga, 1. 29

Tenedon/dakc: +7 (495) 702-95-03

E-mail: info@akrikhin.ru
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IIponzBoaurenns

Poccus

AKITMOHEpHOE 00IIeCTBO «XUMHUKO-papmarieBTudecknuii komOnHat «AKPUXHWH»
(AO «<AKPUXWHY),

142450, MockoBckast 061acts, T.0. boropoackwii, r. Ctapas KynasHa,

yi. Kupoga, a. 29, ctp. 3

6.4 IlpencraBuresb epxKaTesisi PperuiCTPALMOHHOIO YA0CTOBEPEHUs!

[IpeTeH3umn HOTDC6PIT€J'I€I>1 HampaBJIATH 110 aAPECY:

Poccus

AKIIMOHEpHOE 00IIeCTBO «XUMHUKO-papmarieBTudecknuii komOnHat «AKPUXWH»
(AO «<AKPUXWHY),

142450, MockoBckast 061acts, T.0. boropoackwii, r. Ctapas KynasHa,

yi. Kupoga, a. 29.

Tenedon/dakc: +7 (495) 702-95-03

E-mail: info@akrikhin.ru

Pecnybnuxa benapyco

AxpuxuH buYaii

7 - 409, yn. bextepena, 220026 Munck
Tenedon: +375172 91 59 98

®axc: +375 172 91 59 98

E-mail: sergei.levyj@akrikhin.by

IIpoune ucTOYHMKH UHGPOPMALMHU
ITonpoOHBIE CcBenEHUS O JIEKApCTBEHHOM IIpemnapare cojepxarcsi Ha BeO-caiite

Coro3a: http://www.eurasiancommission.org.

JIMCTOK-BKJIAABIII NEPECMOTPEH
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