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MWHUCTEPCTBOM 3[JPABOOXPAHEHNSA
PECMYBJIMKN BENTAPYCb

MPUKASOM OT 23.07.2025 Ne 849 IHoparpens 80 mr, kancy.abl
MOC/IEOBATESIbHOCTb 0012

Ioparpens 120 Mr, KancyJibl

JleticTBytomee BemecTBo: DedykcocTaT

[lepen mpuemoM mpemnapara MOJTHOCTHIO MPOYUTANTE JIMCTOK-BKJIAJBIII, MOCKOJIBKY B HEM
coziepxkarcs Baxkuble Juid Bac cBeneHust.
o CoxpaHuTe JMCTOK-BKIA I Bo3MoxkHO, Bam moTpedyeTcs mpounTath €ro eie pas.
e Ecnm y Bac BO3HUKIIM TOTIOJHUTENBHBIE BOIIPOCKI, 00PaTUTECh K JieUalieMy Bpady.
e [Ipenmapar Ha3zHaueH uMmeHHO Bam. He mepenasaiite ero apyrum moasM. OH MOXKET
HaBPEUTh UM, TaKE €CIIM CUMIITOMBI MX 3a00JIeBaHuUs COBMAIaloT ¢ Bammmu.
e FEcmu y Bac Bo3HMKIM Kakue-THOO HEXeaTeNbHBIE Peakiuy, 00paTUTECh K JiedarieMy
Bpady. JlaHHas pekoMeHAaIHsl paclIpOCTPaHsIETCs Ha JII0ObIEe BO3MOXHbBIE HEXKENaTeIbHbIE

pCakuru, B TOM YHUCJIC Ha HC IICPCUNCIICHHLIC B pa3aCic 4 JIJUCTKAa-BKJIaAbIIIIA.

Cozlep)lca}me JIMCTKA-BRJIAAbIIIA

1.  Yro u3 cebs npencrapiset npenapat [logarpens, U A 4ero ero MpuMEHSIOT.
2. O udewm cienyer 3HaTh nepen npuemom npenapata [logarpesns.

3.  IIpuem nmpenapata [logarpens.

4.  Bo3MOXHbIE HEXKENATEIbHbIE PEAKIUH.

5. Xpanenue npemnapara [lomgarpens.

6.  ConepKUMO€ YITaKOBKHU U MPOYUE CBEICHUS.

1.  Yro u3 ceds1 mpeacrasJsier npenapat [logarpeib, 1 1J15 4ero ero NpUMeHSIIOT
[Ipenapar [ogarpens comepuT ASHCTBYOIIEE BEMIECTBO GedyKcocTar.
[Ipenapar Ilogarpens — MPOTHBOMOJATPUYECKHM TIpeTapaT; npenapar, HHruOUpYIOIINi CHHTE3
MOY€EBOH KUCIOTEHI. CHIKAET KOHIOCHTpAHIO MOYEBOU KHUCJIOTHI B CBIBOPOTKC KpPOBH.
IToxa3zaHus K NpUMEHEHUI0
[Tonarpens mokaszaH JJsl IPUMEHEHUS y B3POCIIbIX JUIS:
e JICYCHHUS XPOHUUYECKOU runepypukeMun (IOBBIILIEHHOE COAEepXKaHHEe MOUYEBOM KUCIOTHI B
KPOBH) NPHU COCTOSTHUSX, COMPOBOXKIAIOUINXCA OTJIOKEHHEM KpPHUCTaNIOB ypaToB (IpHU
HaauIuu TOPycoB (MOAArpUYECKUX Y3JI0B) W/WIM TOJArpUYECKOr0 apTpuTa, B T. 4. B

aHaMHe3se);
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MPOBEJCHUH IIUTOCTAaTUYECKON Tepamuu reMo0JIacTO30B C PUCKOM PAa3BUTHUS CHHApOMA

pacrnaja ormyxoJjid OT YMEPEHHOTO JI0 BBICOKOTO (TOJIbKO JiJIst A03UPOBKHU 120 mr).

Ecnu ynydmienue He HacTynuio wind Bel uyBcTByeTe yXylleHue, He0OOXO0IUMO oOpaTUThCs K

Bpauy.

2. O yeMm caenyet 3HaTh nepen npuemoMm npenapara Iogarpesnn

2.1. IIporuBonoka3zaHus

He npunnmaiite npenapar Ilogarpeis:

- ecnu y Bac runepuyBcTBUTENBHOCTH K (peOyKcoCTaTy W/HIIM K JTI0O0OMY U3 BCIIOMOTAaTEIbHBIX
BEILIECTB, IEPEUUCIICHHBIX B paznene 6.1;

- ecmu Bamr Bo3pacT menee 18 mer (B CBsSI3W C OTCYTCTBHEM JaHHBIX 00 3(h(EKTUBHOCTH U
0€30MaCHOCTH MTPUMEHEHHS y JAaHHOM TPYIIIbI MalUeHTOB);

- ecnu Brl 6epemenHb! Wi KopMuTe peOeHKa rpyapto (cM. paszzuen 2.5.);

- ecnmu y Bac amarHoctupoBaHa HacieICTBEHHAs HEMEPEHOCUMOCTh TallaKTO3bl, AeUuuT

JIAKTa3bl U CHHJIPOM MaJIbaOCOPOIIMH TITFOKO3BI U TAJIAKTO3BI (CM. pa3zaen 2.7.).

2.2. Oco0ble ykazaHHsl M Mepbl IPEeI0CTOPOKHOCTH

[TpuMeHsTH CTPOro Mo Ha3HAYEHUIO Bpaya.

Ilepen nmpuemom mnpenapara Ilogarpenbs TPOKOHCYIBTUPYHUTECH C JI€YAIlMM BpAdyoOM WU

paboTHHKOM anrTeku, eciu y Bac:

- TI0YeYHasl HEJIOCTAaTOYHOCTh TSKEJIOW CTETEHHU THKECTH (KIUpEeHC KpeaTuHuHa <30 MII/MUH)
(3¢ dexTUBHOCTL U 6€30MaCHOCTh U3yYE€HBI HEJOCTATOYHO);

- TIEYEHOYHas HEJJOCTaTOYHOCTb;

- Cepbe3HbIC AJUIEPTUUYECKUE PeaKLUH (PeaKIMy TUIIEPYYBCTBUTEILHOCTH) B AaHAMHE3E;

- uWIeMuyeckas 00Je3Hb CepIa;

- 3acToifHas cep/eyHas HeI0CTaTOYHOCTh;

- 3a0oJyieBaHuUs MIUTOBUIHOMN XKeIe3bl;

- BBl OJHOBpEeMEHHO TpPHUMEHSETe MEPKANTONYPHH/a3aTHONPUH (BO3MOXHO TIIOBBIIICHUE
KOHI[EHTPAIIUU JAHHBIX BEIIECTB B IJIa3M€ KPOBU M YCHIICHHE WX TOKCUIHOCTH);

- COCTOSIHHSI TIOCJIC TPAHCIUIAHTAIIMN OPraHOB (OMBIT MpUMEHEHHsI peOdyKcocTaTa OrpaHHyCH);

- cunnpowm Jlema-Huxana (onsIT mpuMeHeHHs pedyKcocTaTa OrpaHuyeH).

Ocmpulit npucmyn nooazput (060cmpenue nooazput)

[Ipumenenue mpenapara Ilogarpens criemayer HaYMHATH TOJBKO IOCHE KYMHPOBAaHHUS OCTPOTO

npuctyna noxarpel. Hawamo mnpumenenuss mnpenapara [lomarpenb MOXeT CHpOBOLMPOBATH

2
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MOCJICAYIOIICTO IMOBBIIICHUA KOHICHTpAlUU MOYCBOM KHCJIOTHI B CBIBOPOTKC KpPOBH. I[JBI

OpOQUIAKTUKH ~ TPUCTYIOB  IMOJArphl  PEKOMEHAYETCS  OJHOBPEMEHHOE  INPHMEHEHHE
HECTEPOUIHBIX MPOTHBOBOCHANUTENbHBIX npenaparoB (HIIBII) wim konxwunwHa B TEYEHHUE HE
MeHee 6 MecCsILIEB.

[Ipu pasBuTHM npuCTyna Mojarpbl BO Bpemsl IpuMeHeHusl npenapara [lomarpens Tepamnuro
IpernapaToM CleayeT MPOJODKUTh U OAHOBPEMEHHO MPOBOIUTH COOTBETCTBYIOUIEE JICUEHUE
ocTporo mpuctyna noaarpsl. Ilpu mmurensHOM npuMeHeHun mnpenapara [logarpens wacrora
BO3HUKHOBEHUS U TSHKECTh ITPUCTYIIOB MOAATPhl YMEHBIIIAOTCS.

Omanosicenue KCaHmMuHog

B penkux cimyyasx y ManyeHTOB C YCKOPEHHBIM OOpa3oBaHMEM ypaToB (Hampumep, Ha (oHe
3JIOKAYECTBEHHBIX ~HOBOOOpa3oBaHuW winu mnpu cuHapome Jlema-Huxana) B0O3MOXKHO
3HAYUTEJIbHOE TIOBBIIIEHUE a0COMIOTHOM KOHLIEHTPAllMd KCAaHTUHOB B MOYE, 4YTO MOXET
COINPOBOX/ATBCA MX OTJIOXKEHHMEM B MOUEBBIX NIYTAX. B CBS3M ¢ OrpaHUYEHHBIMU JTaHHBIMU
npumeHenue npenapara [logarpens y naruenTos ¢ cunapoMoM Jlema-Huxana He pekoMengyercs.
Mepkanmonypun/azamuonpun

OnHOBpEMEHHOE NPUMEHEHHUE C MEPKAIITOIIYPUHOM, a3aTHOIIPUHOM HE PEKOMEHYETCSI.

B ciyuae He06X0IMMOCTH OJJTHOBPEMEHHOT'O TPUMEHEHUS ISl CHIPKEHUSI TOKCUYECKOTO AEHCTBHS
Ha CUCTEMY KPOBETBOPEHHUSI PEKOMEH/YETCsl yMEHBIIIEHHE JO3bI MEPKANTOIypHUHAa/a3aTHOIIPUHA U
THIATEIbHOE MEIUIIMHCKOE HA0III0IEHHE.

Teogpunnun

[Ipu otHOBpEMEHHOM PUMEHEHUH Y 37I0POBBIX 100poBobleB (hedykcocrara B 03¢ 80 mr 1 pa3
B CYTKH U pa3oBoi 1036l TeodriuimHa 400 MI He OTMEUYAIOCh H3MEHEHHH (DapMaKOKHHETUYECKUX
nokasaresneit (cMm. pazaen 4.5.). Takum oO6pazoM, ogHOBpEeMEHHOE pUMEHEeHHE GedyKkcocTara B
no3e 80 Mr u TeopUIUIMHA HE HECET PUCKA YBEIMYEHHsS KOHIIEHTpaIMH Teo(UIUIMHA B IUIa3Me
KpoBH. V3yueHrne oqHOBPEMEHHOTO IpuMeHeHus ¢edykcocrara B 1o3e 120 mr u TeoduummHa He
IIPOBOJINJIIOCK.

Ilayuenmui, nepenecuiue mpancnianmayuio Op2aHos

[Ipumenenue npenapara [logarpens y manueHTOB, NEPEHECIINX TPAHCIUIAHTALIMIO OPTaHOB, HE
PEKOMEHTyeTCS B CBSA3U C OTCYTCTBUEM OIBITA IPUMEHEHMSL.

Annepeuueckue peakyuu u peaKyuu 2UnepyyecmeumeabHocCmu

B mnepuon mocTperucTpalliOHHOTO TPUMEHEHHS UMEId MECTO pEIKue COOOIIeHHS O
BO3HUKHOBEHHH TSDKEJIBIX aJNIEPTHUECKUX Peakiii (peaklnii rTunepyyBCTBUTEIBHOCTH ), BKIIIOYAs
XKU3Heyrpoxaomuid  cuHapoM  CruBeHca-/[PKOHCOHA,  TOKCHKOJAEPMAJbHBIA  HEKpPOJIN3,

aHa(bI/IJIaKTI/I‘ICCKI/IG PCaKIU U IIOK.
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nmpernapara Ho;[arpenb. VYV yactu NamreHTOB MMEIACh ITOYCYHAsA HEJOCTATOYHOCTD H/uiau pCaknuuun

TUINIEPUYBCTBUTEIBLHOCTH K aJIJIONYPUHOIY B aHAMHE3E.
B oraenpHBIX ciay4asx TsOKeNble PEaKIUU TUIEPYYBCTBUTEIBHOCTH, B TOM YHCJIE€ CHHIPOM
JIEKApCTBEHHOW peakuuu ¢ d03uHOGMiImMedi u  cuctemHeiMu  cumnromamu  (DRESS),
COTIPOBOXIATIMCH TUXOPAKON, M3MEHEHHEM TI0Ka3aTelNeil KpOBY, HApyIIEHHEM (YHKIIUU TIEYCHU
VT TIOYEK.

[TareHTHl AOKHBI OBITH MPOMH(POPMHPOBAHBI O BO3MOXKHBIX IMPHU3HAKaX M CHMIITOMAax
AJUIEPrUUecKUX peakiuil (peakuuil TUMEepPUyBCTBUTEIBHOCTH), M JOJDKHBI HAaXOJUTHCS MOJ
TIIATETHLHBIM HAOIIOICHUEM Ha MIPEeIMET PAa3BUTHS CUMIITOMOB aJUNIEPTUYECKIX PeaKIUi/peaKiiuii
TUTEPYYBCTBUTEIBHOCTH.

B ciiyyae BO3HMKHOBEHHS TSDKEJIBIX aNIEPTHUECKUX peaKkIuil/peakinii TunepyyBCTBUTEIbHOCTH,
BKIItouasi cuuapoMm CrtuBeHca-/[KOHCOHA, HEOOXOIUMO HEMENJICHHO MPEKPaTUTh NMpPUMEHEHHE
npemnapara [logarpens (6osnee paHHSsSE OTMEHA acCOIMUPOBAHA C JTy4IIMM MporHo3om). Ecnu y
MalieHTa paHee  OTMEYANMCh  TSDKENble — aJJISpPIrHYecKhe  PEeakiuu WIH  PeaKluu
TUIEePYYBCTBUTEIBHOCTH, BKItOUasi cuHapoMm CtuBeHca-/[)KoHCOHA, oCTphle aHaUIaKTUUYECKHE
peakuuu/oK, MOBTOPHOE MPUMEHEHHUE Mpenapara He peKOMEHyeTCsl.

Cepoeuno-cocyoucmote 3a601e6anus

[Ipumenenue npenapata [logarpens He peKOMEHIyeTCs Y HAIMEHTOB C UIIEMUYECKON 0O0JIe3HbIO
cepia Wi 3aCTOMHOM CEPACYHON HEIOCTaTOYHOCTHIO.

B xnmmHMUYeckMX wWcciaenoBaHMSX B oOmiel rpymnme (edykcocTara Mo CpaBHEHHIO C TPYMIIOM
AJUIONYpPUHOJIA OTMEUAIOCh YBEJIMYEHUE KOJUYECTBAa HAPYLIEHUH CO CTOPOHBI CEpAECYHO-
COCYAMCTOM CHUCTEMBI, BKJIIOYAIOIMIUX B ce0S CMEpPTh OT CepACYHO-COCYIUCTBIX TMPUYHH,
HeJIeTaNbHbIN HH(APKT MUOKap/a, HHCYJIBT 0€3 JIETAIbHOTO UCX0/1a.

B kauectBe (pakTOpOB prcKa pa3BUTHs YKa3aHHBIX COOBITHI y MalMEHTOB OBLIO yCTAHOBIIEHO
HAJIMYUE B aHAMHE3€ CIEAYIOUINX COCTOSHUUN: aTepoCKIepo3 W/Wiau WHGApKT MUOKapaa, WA
3acToMHas cep/ieuHas HeJ0CTaTOYHOCTb.

3aboneeanusn neueHu

CoryacHo 00BEIMHEHHBIM J@aHHBIM KIMHUYEeCKuX wuccienoBanuii Il ¢aspl mpu npuMeHeHun
debykcocrara y 5 % ManMeHTOB OTMEYAlINCh HapylieHUs (YHKIWW T[EYCHH JIETKOW CTETeH!
TSXKECTH.

PexomenayeTcst KOHTpOJIMPOBATH PYHKIIMIO NIEYEHU B Havase npuMeHeHus npenaparta [lonarpens
U TEpUOJUYECKH — MpPU HAIMYUU KIMHUYECKUX MposBieHuil. [[ns storo Bam Bpau Moxer

nornpocutsk Bac caate aHanus KpoBH, 4TOOBI yOeIUTHCS, yTO Baia neyenp paboTaeT HOpPMaIbHO.


ЛП ГП СОГЛАСОВАНО


TI-Ne000351 - T1-BY TR TR ET AR BT e Ty
COIMACOBAHO COOTBETCTEVET IKCI EJFJH,[‘ OTHETY

-
A
LD

_ A N
MWHUCTEPCTBOM 3[JPABOOXPAHEHWSA OT £G4 I_l H
PECMYBJIMKN BEJNTAPYC

3

)

ﬂm@mﬁgﬂé@&@%o P (NMOCNEOOBATENEHOCTE 0010)

B PACIIUPCHHBIX JOJITOCPOYHBIX OTKPBITBIX HMCCICAOBAHUAX IIPU MIIUTCIBHOM IMMPUMCHCHHUN

debykcocrara y 5,5 % TaIMEHTOB OTMEYAlOCh IMOBBLINICHUE KOHIEHTPAIMM THUPEOTPOITHOTO
ropmoHa (> 5,5 MckME/Mi1), B CBSI3M ¢ 4eM y MAIlMEHTOB C HApyIICHHEM (PYHKITUU IIMTOBUIHOMN

xene3sl penapat [logarpens ciemyer MpUMEHSITh C OCTOPOXKHOCTBIO.

2.3. JleTM ¥ MOAPOCTKH
Jetn u moapocTKM B Bo3pacTe Mjaaumie 18 JieT He AOMKHBI NMPUHUMATh ATOT Mpemnapar.
HewusectHo, siBsercs au 0e3onacHbIM U 3QGEKTUBHBIM 3TOT Mpenapar MpH UCIOJIb30BAHUU €r0

y IeTei U MOJPOCTKOB B Bo3pacTe muajuie 18 ser.

2.4. [pyrue npenapatbl u npenapart Ilogarpesn

CooOuure nevaiieMy Bpady Wi pabOTHHMKY amnTeKH O TOM, YyTO Bbl mpuHHMaeTe, HEAaBHO
NPUHUMAIU WM MOXKETE HauyaTh IPUHUMATh KaKHe-In00 ApYyrue mpenapaTthl. TO CBSI3aHO C TEM,
yTo [lomarpens MOXKET NMOBIUATH HA ACHUCTBUE HEKOTOPBIX IPYTUX JIEKAPCTBEHHBIX IIPENapaToB,
a TaKKe HEKOTOphIe JPyrue JeKapCTBEHHbIE MpenapaThl MOTYT NOBIUATH Ha [logarperns.
CoobOmure cBoeMy Bpady WIM pPaOOTHUKY amnTeKd, €ciu Bbl mpuHUMaere Kakou-inbo u3
HUKCTICPCUYNCJICHHLBIX JICKAPCTBCHHBIX MTPCIIaPaTOB:

- Mepxkanmonypun/azamuonpu

C yyerom MexaHW3Ma JeicTBUA (ebykcocTtara, OCHOBAaHHOTO Ha HWHTHOMPOBAHUU
KCAaHTHHOKCHU/Ia3bl, OJHOBPEMEHHOE TMPHUMECHEHHE HE peKoMeHayercs. WHruOupoBaHHe
KCaHTHUHOKCHUa3bl ¢)€6yKCOCTaTOM MOXKCT HNOpPUBOAUTL K TIOBBIHNICHUIO KOHIOCHTpALlUU
MEpPKaIITOIypUHA, A3aTUONPHHA B IUIA3ME KPOBU U YCHUJICHUIO MX TOKCHYECKOIO ICHCTBUSA.
HccnenoBaHwmii 0 M3Y4YEHUIO B3aUMOICHCTBHS (heOyKcocTaTa M BEIIECTB, META0OIH3UPYIOIINXCS
C y4acTHEeM KCaHTHHOKCHIA3bl, HE TIPOBOIIIIOCE.

Lumocmamuxu

HccnenoBannii 1o  HM3y4YeHMIO  JIGKAPCTBEHHOTO  B3amMojeiicTBus  QelOykcoctara H
UTOCTAaTUYECKUX MpErnapaToB HE MPOBOAMIOCH. TeM He MeHee, Tak KaK MCCIEeIOBaHUN IO
W3YUYEHHUIO JIEKApCTBEHHOW OO0JIE3HW W JICKAapCTBEHHOT'O B3aMMOJEHCTBUA (edykcocrara ¢
LIUTOTOKCUYECKUMHU IIpenapaTaMd HE NPOBOAWIOCH, IOTEHIMAJIBHOTO B3aUMOJEHCTBUSA
¢pebdykcocTaTa ¢ OTHOBPEMEHHO NMPUMEHSIEMBIMU IUTOTOKCUYECKMMH XUMHOIPENapaTaMy HEJIb3s5
UCKJTIOYUTbD.

- Pocuznumaszon/cyocmpamol uzohepmenma CYP2CS

[To nannbIM in vitro dedykcocTar sBisieTcst cinadbiM HHruOUTOpoM m3odepmenta CYP2CS. ¥V

3JI0POBBIX T0OPOBOJIBLIEB PH OTHOBpEeMEHHOM npuMeHeHun 120 mr ¢edykcocTara 1 pa3 B cyTku
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pocurnuTazoHa M ero merabonuta N-AUCMETHI POCHUITIMTA30HA OTMEUEHO He ObLIO0, 4YTO
CBUJIETEJILCTBYET 00 OTCYTCTBUHU Yy (edykcocTaTa CBOWCTB MHrHOUTOpa n3odpepmenta CYP2C8
in vivo. Ilpu ogHOBpeMEHHOM MpHUMEHEHHU ¢edyKcocTaTa M POCUINIMTA30HA (MU JPYTHX
cyoctparoB uzopepmenta CYP2C8) koppekiuu 10361 HE TpeOyeTcsl.

- Teogpunrun

VY 3710pOBBIX 100POBOJIBLIEB OBUIO MPOBEJCHO HCCIIEOBAHUE JIEKAPCTBEHHOTO B3aUMOJICHCTBHSA
dbebykcocTaTa, YTOOBI OIICHUTH, MOXET JIM MHTHOMPOBAHHE KCAHTUHOKCHUIA3bl MPUBOAUTH K
YBEJIMYEHHUIO KOHIIEHTpaIMK Teo(QUIUIMHA B T1a3Me KPOBH, KaK ObLJIO OTMEUEHO MPU IPUMEHEHUU
JPYTUX UHTUOUTOPOB KCAHTUHOKCHIA3bl. Pe3ynbTaThl Hecae10BaHus IPOIEMOHCTPUPOBAIIH, YTO
pyU OJHOBPEMEHHOM IpuMeHeHHH (edykcoctaTta B 03¢ 80 Mr 1 pa3 B CyTKHM U pa3oBOU J03bI
teopummmHa 400 Mr w3MeHeHHH (apMaKOKHHETHUYECKUX TOKa3aTelied WU TMEePEHOCHMOCTH
teopwuiMHA He HaOmomanock. Takum o0pa3oMm, TpPH OJHOBPEMEHHOM IPUMCHECHHH
¢debdykcocrata B f03e 80 Mr m TeouuiMHa OCOOBIX Mep MHPEJOCTOPONKHOCTH HE TpedyeTcs.
Wzydenue onHOBpeMEHHOTO mpuMeHeHHs ¢ebdykcoctara B go3e 120 Mr u TeopmimHa He
MPOBOJAMIIOCH.

- Hanpoxcen u ()pyzue uH2u6um0pbz SHAIOKYPOHU3auuu

Metabonu3m  (ebykcoctaTa 3aBUCHUT OT aKTUBHOCTH  ¢epMeHTa  ypuauaaudocdar-
rimokyponuntpancgepassl  (YA®PI'T). JlekapcTBeHHbIE Mpenaparhbl, YTHETAIOLIUE IPOLECC
IIOKYPOHH3AIIUN, HAPUMEP, HECTEPOUIHBIC MPOTHBOBOCTIANUTENbHBIC npenapaTtsl (HIIBIT) u
NpOOEHUIN, TEOPETUYECKH MOTYT OKa3blBaTh BIIMSHUE Ha BbIBeleHHE (¢eOykcocrata. Y
3JI0POBBIX JOOPOBOJIBLIEB IPU OJTHOBPEMEHHOM ITPUMEHEHHH (edyKcocTaTa U HAaIPOKCEHA B J103€
250 mr 2 pa3a B CyTKH HaOJII01AIOCh YBeIHMUeHHE rokazaTtesel Cmax pebykcocraTa Ha 28 %, AUC
— Ha 41 % u Ti2 — Ha 26 %. B KIMHUYECKHX HCCIIEIOBAHUAX NMPUMEHEHUE HAIPOKCEHA WM
npyrux HIIBIT/uaru6uropos [1OI'-2 He cOMPOBOX1a7I0CH KITMHUYECKH 3HAYUMBIM TTOBBIIIICHUEM
YacTOTbl  BO3HMKHOBEHMS  HEXeJaTelbHbIX A(dexToB. OnHOBpEeMEHHOE TNPUMEHEHUE
¢dedykcocrara u HamnpokceHa wim apyrux HIIBII/muaru6uropor L[OI'-2 HE compoBOXAaIoCh
KJIMHUYECKH 3HaYMMBbIM HOBBIIIEHUEM YaCTOThl BO3SHUKHOBEHHS TOOOUHBIX siBJIeHUH. Koppekiuu
JI03bI TIPU OJJTHOBPEMEHHOM NPUMEHEeHHH (edyKcocTaTa v HalpOKCeHa He TpeOyeTcsl.

- HH@VKmODbl 2AIKYpoORU3ayuu

[Ipu ogHOBpEeMEeHHOM IpUMeHeHHH (pedyKcocTaTa ¢ CHIIbHBIMU MHAYKTOPAMH TIIIOKYPOHU3AIUH
BO3MOXKHO YCHJICHHWE €ro meTtabonusma U CHwkeHue s¢ddextuBHOCTH. [Ipn 0gHOBpEeMEHHOM
NPUMEHEHHH HEOOXOIMM KOHTPOJIb KOHIICHTPAIIUH MOYEBOW KHCIIOTHI B CBIBOPOTKE KPOBH Yepe3
1-2 Henmenu mocie Havana tepanuu. [Ipy OTMEHEe HMHAYKTOpa IIIIOKYPOHM3ALMU BO3MOXKHO

noBbIeHne Cmax peOykcocTaTa.
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@®eOyKcoCcTaT MOXKHO HPUMEHSATh OJHOBPEMEHHO C KOJIXMIIMHOM WM HHIOMETaluHOM 0e3
KOPPEKIMH JI03bI.

Taxxke He TpeOyeTcss KOpPpeKIuu 103bl (edykcocTaTa MPH OJHOBPEMEHHOM IMPUMEHEHHH C
THIPOXJIOPOTHAZHIOM.

[Ipu onHOBpeMeHHOM NpuMeHeHHH (ebdykcocTara ¢ BappaprHHOM KOPPEKLUUH 1035l BapdapuHa
He Tpedyercs.

- Jesunpamun/cyocmpamot uzochepmenma CYP2D6

[To maHHBIM, TIOJIYYEHHBIM in Vitro, $edyKcoCTaT SBISETCS CIa0bIM UHTHOMTOPOM HM30(epMeHTa
CYP2D6. B uccnenoBanuu y 370pOBBIX 100pOBOJBIEB Ha (poHE mpuMeHeHHs pedykcocTara B
no3e 120 mr 1 pa3 B cytku ormevanock yBennueHne AUC nesunpamuna (cyOcTpaT nzopepmeHTa
CYP2D6) na 22 %, uTo CBUAETEILCTBYET O ciiaboM MHTUOMpYyIolieM 3¢ dekre pedykcocrara Ha
nzodepment CYP2D6 in vivo. Takum 06pa3om, pu 0JHOBPEMEHHOM ITpUMeHeHnHU GedyKkcocTaTa
u cyocrparoB uzopepmenta CYP2D6 koppekiuu 10361 He TpeOyeTcsl.

- Anmayuowl

[lpy oAHOBpEeMEHHOM TPUMEHEHUH C aHTAlMIaMH (JICKapCTBEHHBIE IpEraparbl, KOTOPHIC
HEUTPAM3YIOT KHCIIOTY JKEITyI0YHOTO COKA), COJCPKAIUMHI MarHUs THIPOKCU HITH aTFOMUHHS
THJIPOKCHU, OTMEYaeTcs CHIDKEHHE BcachiBaHMs (pedykcocrara (mpubimsuTensHO Ha 1 yac) u
yMmeHbIneHne Cmax Ha 32 %, omnako AUC ¢debykcocTara CyliecTBEHHO HE M3MEHsIach. Takum

obpazomM, hedykcocTaT MOKHO TPUHUMATH OJHOBPEMEHHO C aHTaIlUAaMHU.

2.5. bepeMeHHOCTB, TPyJlHOEe BCKAPMJINBAHHE U (DePTHIBLHOCTD

Ecnu Bel OepeMeHHBI WM KOPMHUTE T'PYAbIO, TyMaeTe, YTo 3a0epeMeHeNd, WU IUIAHUpyeTe
OepeMEeHHOCTh, Tepe]] HavyajJoM TNPHMEHEHHS Npernapara MPOKOHCYJIbTHPYHTECh C JIeUalluM
BPavyoOM MM pAaOOTHUKOM arTeKH.

B cBs13u ¢ HEAOCTATOUHOCTHIO AHHBIX MOTCHUMAIBHBIA pUCK (hedykcocTaTa AJisi YeloBeKa He
U3BECTEH, MOATOMY IpuUMeHeHue ¢elOykcocTara BO BpeMs OEpEMEHHOCTH MPOTHUBOMOKA3aHO.
HmeeTcss orpaHHMYCHHBIA ONBIT NpUMEHEHHs (eOyKcocTaTa BO BpeMsi OEpEMEHHOCTH, B XOJe
KOTOPOTO HEOJArompHsTHOTO BO3JCHCTBUS Ha TEYEHHE OCEPEeMEHHOCTH U  COCTOSIHUE
HHOII&/HOBOpO)KI[eHHOI‘O OTMEYEHO He ObL10. B HUCCICAOBAHUAX HA ) KUBOTHBIX HC OBLIO OTMEYEHO
OpSIMOTO ¥ KOCBEHHOT'O HEOJIarONpHUsATHOTO BO3JCHCTBUS Ipenapara Ha TeYeHHe OEpeMEHHOCTH,
pa3BuUTHE YMOPHUOHA/TIIIONA U TIPOIIECC POJIOB.

Her nmanHbBIX O ToM, mpoHHMKaeT ju (edykcocTaT B IpyAHOE MOJOKO. B mccimemoBaHusx Ha
KUBOTHBIX OTMEUEHO, 4YTO (eOyKcocTaT MPOHUKAET B TPYAHOE MOJOKO M OKa3bIBaeT

HeOJaronpusITHOE BO3/CHCTBUE HA Pa3BUTHE BCKAPMIIMBAEMBIX JeTeHbIme. Takum obpazom,
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IIPOTUBOIIOKA3aHO B IIEPUOJ IPYJHOI0 BCKAPMIIMBAHHS.

OTCYTCTBYIOT JAaHHBIC O BIIUIHHUU Ha (bepTI/IJ'H:HOCTB.

2.6. YnpasjieHHe TPAHCHOPTHBIMM CPeICTBAMH U padoTa ¢ MeXaHU3MaMHU

IIpn npumenenun npenapara Iloxarpens BO3MOXKHO MOSIBIIEHUE COHJIMBOCTH, T'OJIOBOKPYKECHMUS,
MapecTe3nd M HEUYETKOCTU 3PEHHS, W, KaK CIIEACTBHE, CHUKCHHE PEaKIUd M CIHOCOOHOCTH K
KOHIIEHTpallM1 BHUMaHUs, IOATOMY BO BpeMms NpuUMeHeHus npemnapara [lonarpens HeoOXoaumo
coO0JII01aTh OCTOPOKHOCTD MPH YIIPABICHUH TPAHCIIOPTHBIMU CPEICTBAMU M 3aHATHSIMH IPYTHUMU
INOTCHIHAJIbHO OIIaCHBIMU BHIAMHU ACATCIBHOCTH, Tpe6YIOH_II/IMI/I KOHIOCHTpAlM BHUMAHUA U

OBICTPOTHI IICHXOMOTOPHBIX PEAKLIUI.

2.7. Ilpenapar IogarpeJib COaEePKUT JAKTO3Y
[Ipenapat conepxuT 1akTo3sl MOHOTHApAT. Eciii y Bac HenepeHOCUMMOCTh HEKOTOPBIX Caxapos,

o0partuTech K JevalieMy Bpady nepes IpHeMoM JaHHOTO JIEKApCTBEHHOTO Ipernapara.

3. IIpuem npenapara Ilogarpean

Bcerna npuHuMaiite npenapar B IOJHOM COOTBETCTBUU C PEKOMEHIALIMSMU JIeHalllero Bpaya uiiu
paborHuka anrtekd. [Ipu TOSBICHWM COMHEHHUI MNOCOBETYyHTECh € JI€YallUM BpavyoM WU
pabOTHUKOM arTEeKH.

3.1. Pexomenayemas g03a

Ilooazcpa

PexomennoBanHass HauyanbHas ngo3a coctaBimsieT 80 mMr ¢debykcocrata OAMH pa3 B CYTKH
HE3aBHCHUMO OT MpueMa Nuiu. B ciydae, eciin KOHIIEHTpalusi MOYEBOM KHUCIOTHI B CHIBOPOTKE
KpoBu mpeBbimaeT 6 mMr/mn (357 MkMmonb/n) depe3 2—4 Hemenu, A03a Iperapara MOXET OBITh
yBenuueHa 10 120 mr 1 pa3 B cyTKu.

CHmKeHHEe KOHIICHTPAIMM MOYEBOM KHCJIOTHI B CBIBOPOTKE KpOBM Ha (hoHE TpHUMEHEHUs
npenapata [logarpens NpoucXoaAUT JOCTATOYHO OBICTPO, B CBSI3U C YEM KOHTPOJIb KOHLEHTPALUU
MOYEBOI KHCIIOTHI MOXKHO IIPOBOAMTH Yepe3 ABE HENENU OT Havaja mpuema npenapata. Llenbio
JICYCHHS SBIISIETCS] CHWKEHUE M TOJAJICPKAHUE KOHIICHTPALMM MOYEBOM KHUCIIOTHI B CHIBOPOTKE
KpoBH MeHee 6 Mr/mi (357 MKMOJIB/M).

[TpodunakTuka pa3BUTHS OCTPHIX MPUCTYNOB MOAArPhl PEKOMEHIYETCsl B T€UEHHE HE MeHee 6

MECALCB.
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Ilayuenmut noxcunozo eéo3pacma

Koppexkmuu 10361 npenapata He TpeOyercs.

Ilayuenmot c HapyuwieHuem QyHKyuu noyex

VYV nmamnueHToB ¢ MOYEYHON HEJOCTATOYHOCTHIO JIETKOM M CPEIHEH CTENEHU TSHKECTH KOPPEKIUU
JI03bI HE TpeOyeTcs..

VY nanueHToB ¢ MOYEYHOW HEJOCTaTOUHOCTHIO TSHKEJIOW CTENEHU TSHKECTU (KIMPEHC KpeaTUHUHA
<30 mu/muH) 3G GHEeKTUBHOCTH U 6€30MaCHOCTh MpernapaTa H3y4eHbl HeJJOCTaTOYHO.

Ilayuenmol c HapyuieHuem QynKyuu neuenu

VY nmanueHToB ¢ MEYEHOUYHOM HEJOCTATOYHOCTHIO JIETKOW CTEMEHM TSHKECTH (Kjace A Mo IiKaie
Yaitna-IIeto (5—6 6amioB)) pekoMeHI0BaHHAsI A03a Ipemnapara coctaBiseT 80 mr 1 pa3 B cyTKu.
OnbIT NpUMEHEHHUsI ITpenapara IMpu MMEYEHOYHOW HEJAOCTaTOYHOCTU CPEIHEN CTENEHHU TSKECTH
OTpaHUYEH.

UccnenoBanust 3¢p¢GeKTUBHOCTH U 0e30MacHOCTH MpUMeHeHus (edykcocrarta y MalMEeHTOB C
MEYEHOYHON HEJIOCTaTOYHOCTBIO TsDKeNol crerneHu Tskectd (kimacc C mo mkane Yanna-ITsro

(10—15 6annoB)) HE TPOBOAMIIUCE.

3.2. [IpuMeHeHne y aeTell U MOJAPOCTKOB

[Ipenapart Ilogarpens He cienyeT NPUMEHSTH y A€TEN U MOAPOCTKOB B Bo3pacTe 10 18 ner.

3.3. Ilytb u (mam) ciocod BBeeHUS

BryTps.

[Ipenapat Ilogarpens npuHUMAIOT OJUH pa3 B CyTKU HE3aBUCHUMO OT IpUEMa MMUILH.

Ecau Bol npunsisim npenapara [logarpesanb 0oJiblie, 4eM CJ1€10BaJI0

Eciu Bel npumere Oosbliie, 4yeM Ha3HaueHHas [103a Mpernapara, HEMEIJeHHO oOpaTUTech K
Bamemy Bpauy.

[Ipu nepeno3upoBke npenapara oKa3aHa CUMITOMaTHYECKas U MOAAEP>)KUBAOIIAsl TEPATINS.
Ecau Bl 32061511 npuHsaTh npenapat [logarpean

Ecnu Bel mponyctute mpuem 10361, IPUMHUTE €€, Kak ToJIbKo Bbl 00 3ToM BcriomuuTe. Eciu B
00 5TOM He BCIOMHHUTE J0 BpeMeHHM mpueMa Bameil cienyromeil 103bI, HE NpPHUHUMANTE
NPOMYLICHHYIO /103y M BepHUTech K Bamemy oObldHOMY rpaduky npuema. He mpunumaiite
JIBOMHYIO 103y Tpernapara.

Ecau Bol npexpatuiu npuem npenapara Ilogarpeas

[IpomomxaiiTe IPUHUMATB TOT IIPENAPAT CTOJIBKO, CKOJIBKO Ha3HAYUT Bai Bpad. Bel He JOJIKHEI

IIPEKpalaTh IPUEM 3TOTO Mpenapara, He MPOKOHCYJIBTUPOBABIINCEH IPEIBAPUTEILHO CO CBOUM
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[Ipu Hanuyuu BONMPOCOB IO NPUMEHEHHUIO NpemnapaTa, oOpaTUTeCh K JedalleMy Bpaudy WIH

pabOTHHKY anTeKu.

4. Bo3Mo:xHbIE HeKkeIaTeJIbHbIEe PpeaKIul

4.1. OmnucaHue HexKeJATEJIbHBIX peaKIuil

[lomoOHO BceMm JIeKapCTBEHHBIM Tpemnaparam mpenapar Ilomarpenb MOXeT BBI3BIBAThH
HEeXeaTelbHbIE PEaKIlii, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.

[Ipenapat MOXeET BBI3bIBATh YKa3aHHBIC HIDKE HEXKETIATEIbHBIC PEAKIINH:

Yacmo (mo2ym eo3nukams 1e bonee yem y 1 yenosexa uz 10)

— Ilpucrynsl nogarpsr;

— roioBHas 00Jb;

— Juapes, TOLIHOTA;

— HapyuleHue (QYHKLUU MEeYEHH;

—  ChbINb (BKIIKOYas Pa3IMYHbIE BUBI CHIIH, YIIOMSIHYTbIE HUXKE ¢ O0Jiee HU3KOM 4acToToil);

— OTCKH.

Heuacmo (mo2ym eosznuxamos ne boaee yem vy 1 yenosexa uz 100)

— IloBblmenue koHUeHTpauuu TupeoTponHoro ropmona (TTI') B miazme kposy;

— caxapHblii aualeT, runepiaunuaeMus (TMOBBIIIEHWE COJCPXKAaHUS JIMIUAOB B KPOBU

‘-IGJIOBeKa), CHUIKXCHUC alllICTUTA, YBCJIIMYCHNUC MACChI TCJIA,

— CHHW)XEHHE JIMOMI0, OCCCOHHHIIA;

— TOJIOBOKPYKEHHE, TapecTe3us (pacCTPOMCTBO YyBCTBUTEIHPHOCTH ), TEMHUTIAPE3 (CHIDKCHHE
MBIIICYHOM CHIIBI OI[HOﬁ IIOJIOBHUHBI Tena), COHJIMBOCTb, U3MCHCHHC BKYCOBOI'O
BOCIIPHUSITHS, TUNOCTE3Us (IMMOHMI)KEHUE YYBCTBUTEIBHOCTH), TUIOCMHUA (OcimabieHue

00OHSHHUS ),

—  (ubpuwmmsimus  npeacepauid  (Pa3HOBHIHOCTH — apUTMUK  CepAlla),  OIIyIICHHE

cepaueouenus, nameHenus Ha DK

— MNOBBIHNICHUC apTCPUATILHOI'O JaBJICHUSA, «IIPUJIMBBD» KPOBU K JIMIY, OLIYIICHUC Kapa,

— JIMCHHO? (YyBCTBO HEXBATKH BO3AyXa), OPOHXUT, MH(EKIMHU BEPXHUX IbIXATEIbHBIX

IyTEW, Kalleb;

10
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00JIb B JKHMBOTE, B3IyTHE XHMBOTa, ractpos3odareanbHas pediaokcHas 0oie3Hb, pBOTA,
CYXOCTh CJM3UCTOM OOOJNIOYKM TOJOCTH pTa, JUCIENTHYECKUE SBICHHS, 3arop,

yYaIeHHBIN CTYJI, METEOPU3M, TUCKOMGOPT B )KUBOTE;

xonenutras (00pazoBaHUE KAaMHEH B KEITYHOM ITy3bIPe);

JIEpMATHT, KPAlMBHHIIA, KOXKHBIA 3yJ, W3MEHEHHE IIBETa KOXH, KOKHBIC MOPAKECHUS,
NeTexXuH (TOYECUYHbIE KPOBOMBIUSHHUS B KOXKE M CIM3UCTBIX 000JIOYKAX), MaKyJspHas
(msATHUCTAS) CHITb, MAKYJIO-TIAITyJI€3HAasl ChINb (MATHUCTO-Y3€JIKOBas), MaIyjae3Has ChIlb

(y3enkoBas);

aptpanrus (001b B CycTaBe), apTpUT, MUAITH (0OJIb B MBIIIIAX), CKEJIETHO-MBIIICUHAS
00J1b, MBIIIIEYHAs CJIA00CTh, CIIa3M MBIIIII, MBIIIICYHOE HANTPsHKEHUE, OypPCUT (BOCIIalieHHe

CYyCTaBHOM CYMKH);

MoYeyHas HeJ0OCTaTOYHOCTh, He(pomTHa3 (00pa3oBaHUEe KaMHEH B MOYKaX), TeMaTypus
(KpoBb B MOuE), MOJIaKUypus (4acToe MOYCHCITYCKaHUE), MPOTCHHYpHs (0OHapYKEeHUE

OeiKka B aHAJIM3€ MOYH);

SPEKTUIIbHAS TUCHYHKIIUS;

MOBBILICHHAS] yTOMIISIEMOCTh, OOJIb B TPYIHOM KJIETKE, YyBCTBO AUCKOM@OpTa B 00J1aCTH

IPYAHOH KIIETKH;

IMOBBIIICHNUC AKTUBHOCTU aMWJIa3hbl B IJIa3ME KPOBH, CHUIKCHUC KOJIMYCCTBA TpOMGOLII/ITOB,
CHMXXCHHEC KOJIMYCCTBA HeﬁKOHHTOB, CHMIXXCHHEC KOJINMYCCTBA JII/IM(bOI_II/ITOB, IOBBIIICHHUEC
COACpKaHUA KpC€aThHAa W KpPCATHHHUHA B IIJIa3MC KPOBHU, CHUKCHHC T CMOFJI06I/IH8.,
IMMOBBIIICHHUEC KOHLUCHTpalWHW MOYCBHUHBI B IIJIa3ME€ KPOBHU, ITOBBINICHUC KOHICHTPALIUH
TPUTIIMLOEPHUIOB B IIJIa3ME€ KPOBH, IMOBBIIICHHUEC KOHLCHTpPALKWMH XOJICCTCpHHA B IIJIa3M€
KpOBH, CHUXKCHUC TCMATOKPHUTA, IOBBIIICHUC AKTUBHOCTU JIAKTATACTUAPOTCHA3LI B IJIA3MC

KpPOBH, IMOBBIICHUC COACPIKAHUS KaJIK B IJIa3ME KPOBH.

Yy ManuCHTOB, IIOJIYYaBIIMX XHMUOTCpAIIUIO TI0 TIIOBOAY reMo0J1acT030B (OHYXOJIQBBIX

3a00JeBaHUN KPOBETBOPHOW M TMM(ATHUECKON TKaHM) U UMEIOIIUX PHCK Pa3BUTUS CHHIpOMA

pacmnazia onmyxoJid OT yMEPEHHOTO J0 BBICOKOT0, HaO 0 AaIuCh 0J10Ka1a IeBOM HOXKKU myuka ['uca

(HemoIHOe UK MOJHOE HapyIIEHNE MTPOXO0XKIACHHS AIEKTPUIECKOTO UMITYJIbCA 110 IMTy4YKaM KJIETOK

IPOBOJAIIEH CHCTEMBI CEpAlla), CHHYCOBas TaxXxuKapaus (yBEJIMYEHHE YaCTOTHI CEPIEYHBIX
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Peoxo (mozym eosuuxams ne bonee yem v 1 uenosexa uz 1000)

COJIep>KaHusl TPOMOOIIUTOB);

TUIICPYYBCTBUTCIIBHOCTHU,

HEPBO3HOCTD,

HCYCTKOCTDb 3pCHUA,

IIyM B yIax;

MaHKPEATHUT, SI3BEHHBIN CTOMATHUT;

TCIIaTUT, XKCJITyXa, MOPAXKCHUC IMCYCHH,

TOKCHUYECKHUHU ANUIepPMaIbHBIN

[Manturonenus (geUIUT BCEX KIETOK KPOBH),

HEKPOJIH3

TPOMOOIIUTONICHUSI  (CHUKCHHE

aHa(UIIAKTHYECKUE peakiuu (TsDKENble PEeaKklUd TUIEePUyBCTBHUTEIBHOCTH), PEaKIHH

CHID)KEHHE MacChl TeJla, TOBBIIICHHE alllleTUTa, aHOpeKcHs (OTCYTCTBHE aIllleTUTA);

(TspKEnoe MOPaKCHUE KOXH,

COTIPOBOXKAarOIIeecs: 00pa3oBaHueM Mmy3bipeit), cuaapoM CtuBeHca-/[XkKoHCOHA (TsKenoe

MOpaKeHHe KOXH ), aHTHOHEBPOTHYECKU OTEK, JIEKapCTBEHHAs peakLMs ¢ 303UHOPIINEN

U CHUCTEMHBIMH CHUMITOMaMH (CM. pazgen 2.2.), Tsokenble (OpMbI reHepaTn30BaHHOMN

CBIIIM, dpUTEMA, SKC(HOIMATUBHAS ChINb, (DOJUIMKYJSIPHAS ChIllb, BE3UKYJSPHAS CHIIb,

MyCTYyJIApHasd ChbIIlb, 3y Ad1as ChIllb, SpUTCMATO3HAA ChIIb, Kopenoz[06Ha51 ChIIIb, aJIOIICIIHA

(maronornyeckoe YaCTUYHOE WIIN MOJTHOE BBINAJEHHE BOJIOC), THIEPTrUAPO3 (MTOBBILICHHAS

MTOTJIMBOCTb );

MBITIIIT;

pabaomuonu3 (pa3pylieHrne MBIIMICYHON TKaHW), CKOBAHHOCTh CYCTaBOB, CKOBAaHHOCTh

TyOyJIOMHTEPCTUIIHAIBHBIN HEPPUT (XpOHUUECKOe 3a00JIeBaHNE TIOYEK), UMIIEPATHBHBIC

(HeyIepKuMbIC) TO3BIBBI HA MOYEHCITY CKAHUE;

KAKA,

12
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NOBBIIIEHNE AKTUBHOCTH IIEJNOYHOM (ocdarazbl B IU1a3Me KpPOBH, IIOBBIIICHHE

KOHIIEHTPALUH KpeaTHH(OCPOKHUHA3HI B IJIa3Me KPOBH.

4.2. CooO0meHue 0 HexKeJIATEJIbHBIX PeaKIUAX

Ecnu y Bac Bo3HHKaIOT Kakne-Tu00 HexellaTeNIbHbIE PeaKIMH, IPOKOHCYIBTUPYUTECH C BpauoM
WIM MEIWIMHCKOU cecTpoil. K HUM TakKe OTHOCATCS Jt0Oble HEXKeNaTeNbHBIE PEakiuu, He
YKa3aHHBIC B JIMCTKC-BKJIAJBIIIC. Bnl Taxke Mmoxkerte COO6IJ_II/ITI> O HCKCIIATCIIbHBIX PCAKIHAX
HarnpsaMyto (cMm. Hike). CooO1as 0 HexKeNnaTeIbHbIX PeakIusiX, Bbl moMoraere mosyduTh O00JbIIe

CBeJICHUI1 0 0€30MacCHOCTH Tpenapara.

Poccniickas @enepanys

denepanpHas ciyx0a mo Haa30py B chepe 3paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKas miiomazis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiur B HH(POPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOMN ceTu «HTEepHET:

https://www.roszdravnadzor.gov.ru/

Pecniybnuka benapych

VII «llenTp 3KcnepTU3 U UCHBITAHUM B 3paBOOXpAHEHUW» MHUHHUCTEPCTBA 3APABOOXPAHECHUS
Pecniy6omuku benapychb»

Anpec: 220037, r. Munck, ToBapuiieckuii niep. 2a.

Tenedon/dakc ornena papmakonaazopa: +375 (17) 242 00 29

OnekrpoHHas mouta: receth@rceth.by

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTu «MHTepHe™: http://www.rceth.by

5. Xpanenue npenapara Ilogarpeas

XpaHuTe 3TOT IpernapaT B MECTE, HEIOCTYITHOM JUIS IETEU U BHE IOJIS UX 3PCHUSL.

5.1. /laTa ucTeyeHUs CPOKA rOJAHOCTH (CPOKA XPAHEHUA)

2 roxa.

He npumensiiTe 3TOT npenapar nocjie UCTEUEHUs CpOKa FOJHOCTHU (CpOKa XpaHEHU ), YKa3aHHOTO
Ha OucTepe U KapTOHHOH MaykKe.

JlaTol ucredeHust Cpoka rogHOCTH CUYUTAETCS MOCIEAHUI JE€Hb TaHHOTO MECSAIIA.
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5. ppyyﬁggﬁiﬁ@ﬁﬁﬂ (NMOCNEOOBATENEHOCTE 0010)

XpaHuThb 1Ipu TEMIiepaType He Bbie 25 °C.

5.3. Ilpeanympe:xaeHusi O TNPU3HAKAX HENPUIOAHOCTH TMpenapara K NPUMEHEHHUIO
(B COOTBETCTBYIOIIUX CJIYy4asIX)
He BoiOpaceiBaiiTe mpenapaTsl B KaHAIM3ALKIO. Y TOYHUTE Y paOOTHHKA aNTEKH, KakK CIEAyeT

YTUIN3UPOBATh IpenapaT, KOTOPbIi Oonblie He moTpedyercs. DTU Mephbl MO3BOJST 3AIIUTUTD

OKPYKaIOMIYIO Cpeay.

6. Conepxumoe yNakOBKH U MPOYHe CBeICHUS

6.1. IIpenapart Ilogarpenas coaep:kuT

JleficTByIOIIMM BEIIECTBOM siBIsieTcs: pedykcoctar B mepecuere Ha 100 % 6e3BogHOE BEIIECTBO
— 80 Mr/120 mr.

HpO‘II/IMI/I BCIIOMOT'aTCJIIbBHBIMHU BCHICCTBAMHU SBJIAKOTCA:. JIAKTO3bI MOHOFI/II[paT, LICSJIJIF0JIO3a
MUKPOKPHCTAIUINYECKAs!, TUIPOIJI03a, KPOCKAPMEIUTI03a HATPHsl, KPEMHUSI TUOKCU KOJIJIOUTHBIM,
MarHus creapar.

Karicyna TBepas sxenaTHHOBaAs [KOPIyC: TUTaHA TUOKCHUI, )Kelle3a OKCHJ KPaCHBIH, JKeJie3a OKCHT
JKEJITHIN, XKelle3a OKCUJT YSPHBIH, KEJIAaTHH; KPBIIIIeUKa: TUTaHa TUOKCH]I, JKeJe3a OKCHJ] KPacHBIH,

JKEJe3a OKCHUJL HKEIITBIN, J)KeJIe3a OKCHUJ] YEPHBI, KEJIATHH ).

6.2. Buewmnuii Bua npenapara IloxarpeJb u cogep:kumoe ynakoBKHU
Kancynbl.
Onucanue

JosupoBka 80 wmr: TBepaple KeJaTUHOBBIE Kancyiael Ne 1 TEMHO-KOpPHYHEBOIO IIBETA.

Copaep’uMoe KarcyJi — MOPOIIOK OT OEJIoTo 10 6eJI0ro ¢ CepOBATHIM WIIH KEJITOBATHIM OTTEHKOM
BETA.

Ho3upoBka 120 Mr: TBepable >KEJIAaTUHOBBIE NBYXIBETHbIe Kamcyiabl Ne 0: Kopryc CBeETIIO-

KOPUYHEBOTO I[BETA C KPBIIIEYKOH TEMHO-KOPUYHEBOTO 11BeTa. COAepKUMOE KarcCysl — HOPOLIOK
0T 6e710r0 10 0eJIOTO ¢ CEPOBATHIM MIIH KEITOBATHIM OTTEHKOM IBETA.

Ynaxoeka

[To 8 mim 10 kamcyyn B KOHTYPHYIO SIMEUKOBYIO YMAaKOBKY M3 (OJBIH aFOMHUHUEBON U TUICHKH
MBX unu nuenku [IBX/Aknap®.

4 KOHTYpHBIE TYEUKOBBIE YIIAKOBKH 10 § Karcys Wi 3, 6 Wi 9 KOHTYPHBIX STYEUKOBBIX YITAKOBOK

mo 10 KarcyJs BMCCTC C JIMCTKOM-BKJIAAbIIIICM ITOMEIIAKOT B MTAYKY M3 KapTOHA.
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6.3, " JiEpaRAT ek pelii¢tphumonnoro ynocro epennst o HpoizBoimrem 1 OCTE 0010)

MO

Jlep:katenab perucTpalliOHHOTO YAOCTOBEPECHUS

Poccus

Ak1mmoHepHoe o6mecTBo «XumMuko-papmanepruaeckuit komouHat «AKPUXHWH»

(AO «AKPUXHHY)

142450, MockoBckast 001acTs, r.0. boropoackuii, r. Crapas Kynasna, yn. Kuposa, 1. 29
Tenedon/dakc: +7 (495) 702-95-03

Anpec anektponHo# noutkl: info@akrikhin.ru

IIpousBoauTeNInL

Poccus
Ak1mmoHepHoe o6mecTBo «XumMuko-papmanepruaeckuit komOuHat «AKPUXHWH»
(AO «AKPUXHHY)

142450, MockoBckas o0sacts, r.0. boropoackuit, r. Crapast Kynasna, yn. Kuposa, 1. 29, ctp. 3

6.4. 3an0060ii nHpopManMeil 0 Mpenapare, a TaK:Ke B CJIy4asiX BOSHUKHOBEHUS MpPeTeH3n il
cjeayeT o0pamaTbes K NpeACTABUTEIIO AeprKaTe/isi perucTPAlMOHHOI0 YA0CTOBEPEeHHs UIU
JePsKATEeJII0 PeTUCTPANIMOHHOTO YA0CTOBEPEHHSs

Poccus, Peciybniuka benapycs:

Ak1mmoHepHoe o6mecTBo «XumMuko-papmanepruaeckuit komOuHat «AKPUXHWH»

(AO «AKPUXHHY)

142450, MockoBckast 001acTs, r.0. boropoackuii, r. Crapas Kynasna, yn. Kuposa, 1. 29
Tenedon/dakc: +7 (495) 702-95-03 (Poccus), +375 29 895 15 88 (Pecnybnuka benapycs)

Anpec anektponHoi moutsl: info@akrikhin.ru, adversereaction@drugsafety.ru

JIncTok-BKIAABII IEPECMOTPEH

IIpoyue ncTOUYHUKHN HHPOPMALMH

[TonpoOHBIE CcBemeHUs O JIGKAPCTBEHHOM TMperapaTe cojepkarcss Ha BeO-caiite Corosa:

http://eec.eaeunion.org/.
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