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10 MEJJUIITHCKOMY NPUMEHEHHIO JIEKAPCTBEHHOT O IIPEITAPATA
MUPITEPA®

TOpI‘OBOB HaMMMc¢HOBaHHE

Mupuepa®

Mem,z[yﬂapomioe HENMATCHTOBAHHOE€ WIH I'PYINIMPOBOYHOE€ HAMMEHOBaAHHE

MeTOKCHITOHI THIIE HTJIMKOJIL-DIIO3THH OeTa

JlexapcTBeHHasi popma

PaCTBop A1 BHYTPHUBCHHOTO H ITOJKOXHOTO BBECACHHA

Cocras

Onun mnpuil-TroouK (0.3 MIT) COJTePIKHUT:

oeticmeyroujee 6euecmeo. MeTOKCHIIOIMATIICHIJIUKOIb-31103THH Geta — 50 Mkr, 75 Mmkr, 100
MKT;,

ecnomocamenvruie eenyecmsa: 1-metnonut — 0.447 mr, Hatpus cyiabdar O6e3Boanbii — 1.704 mr,
HaTpusi guruapodochara monoruapat — 0.414 mr, manauToa — 9.000 Mr, mosokcamep 188 —
0.030 Mr, XJTOpUCTOBOOPO/THAS KHCIIOTA pa3baBlieHHAs! WIM HATPHS THAPOKCHIA pacTBop ((.s.

1o pH 6.2), Boga 1isi HHbEKITHUH.

Oricanue

HpozpaqHaﬂ 6eCI_IBeTHa$I HWJIN CJICTKA KCJITOBATOTIO IBETA KUJKOCTD.

PdapMakoTepaneBTHYeCKas I'PyIIa

I'emomnon3a CTUMYISATOP.

Kog ATX
B0O3XA03

dapmakosoruiecKue cBolicTBa
Dapmaxkoournamuxa
IIpenapar Mupriepa® - XUMHUYECKH CHHTE3HPOBAHHLIN IPE/ICTABUTE b HOBOTO KJIacca

AKTHBATOPOB pCUCIITOPOB SPUTPOIIOSTHHA JJIATCIIEHOTO JCHCTBHSL
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Me TOKCHTIO A THJIE HTJTHKOTh-3TI03THH 6eTa SBJIseTcst KOBATCHTHEM ’%GEE}'O’F&WFO'MT@JT‘R&;L /

MOJIYy4eHHOTO MeTo1oM pekomOuHanTHOM JIHK, 1 muHEHHOTO METOKCUTIOTUA THIICHTITUKOJIS
(I12T"). MeToKCHUTIIOIMATHIICHTIUKOIb-3TIO3THH OeTa OTINYASTCS OT SPUTPOTIOITHHA HATTHIHEM
aMHTHOM CBs13U Mek1y N-KOHI[EBOW aMUHOTPYIIION WK £-aMUHOTPYIIIION JIN3UHA,
npenrMymecTBeHHO Lys>? m Lys*, H MeTOKCHIIO A THIIe HITHKOIL6Y TAHOBO M KHCIOTOH.
MosekynsipHasi Macca MeTOKCHIIOJIUATHICHIJIUKOIb-3MI03THH 0eTa COCTABIISIET MpUuMepHo 60
k/la, Bumrogas 30 k/la monexyssipayto maccy 1101

IIpenapar Mupuepa® oGafaeT OTJIHYHON OT SPUTPOIIOSTHHA AKTUBHOCTHIO HA YPOBHE
perenTopa U xapakrepusyeTcs 6osiee JUIMTEILHOU accoMaliuel ¢ pelenTopoM U Gosee
OBICTPOM AUCCOIHAIIHEH OT PEIENTOPa, CHUKCHHOM cTieliu(pHUecKo aKTUBHOCTRIO /71 Vitro U
MOBBLIMIEHHOW aKTUBHOCTBIO i71 ViVo, a TAKKe YBEJIUUSHHBIM MIEPUOJIOM TOJTYBBIBEICHUS, UTO
TI03BOJIIET BBOUTH HpenapaT Muprepa® 1 pas B Mecs,

Mexanusm oeiicmsus

IIpenapar Mupuepa® cTUMYJIHpYeT SpHTPOIIO33 TIPH B3AHMOIEHCTRHH ¢ SPHTPOIIOSTHHOBBIMHE
perenTopaMu Ha KJIeTKaxX-IpeecTBeHHUKaX KOCTHOTO MO3Ta.

SIByisisich OCHOBHBIM (haKTOPOM pOCTa, HEOOXOAUMBIM JJISI CO3PEBAHUS SYPUTPOIIUTOB,
©CTECTBEHHBIN SPUTPOTIONTHH BhIpabaThIBACTCS MMOUKAMH U BHICBOGOMK/1aTCS B KPORSHOE PYCIIO
B OTBET Ha TUNIOKCHUIO. B 0TBET Ha THIIOKCHUIO DPUTPOIIOATHH B3aUMO/ICHCTBYET € KJISTKAMU-
MpeeCTBeHHUKAMU SPUTPOIUTOB U IPUBOJIUT K MOBBLIMICHUIO 00pa30BaHUs SPUTPOITUTOB.
Knunuuecxkasn 3¢phexmusnocme

Koppekius anemun otMeueHa y 97.5% u 94.1% NaueHTOB ¢ XpOHHYSCKON OOJIC3HBIO MOYEK
(XBII), He HaXOAMUXCS HA AHAIU3E, TIPU Tepaluy Ipenapatom Muprepa® 1 pas B 2 Hefleu u
1 pa3 B Mecsll, COOTBETCTBeHHO. B mepebie 8 He/enb Tepanuu reMorjo0uH npessimant 130 /ny
11.4% manueHTOR, MOayYaBIIHX HpenapaT Mupuepa® 1 pas B 2 Heslenm, U 'y 34% TaIHeHTOB,
[IOJIyJaBIIUX AapO31105THH ajib(a, u npesbiman 120 r/ny 25.8% nanueHToB, MOJIyYaBIINX
npenapar Muprnepa® 1 pa3 B Mecsin, Uy 47.7% NarMeHTOR, MOJTy9aBIIUX AapOAIOSTHH ajbda.
V 93.3% nanuenTos ¢ XBII, HaxoAmmxcest Ha HAIA3e, IPH Tepaluy npenaparom Mupnepa®
OTMEUEeHA KOPPEKITUS aHEMUH. Y TAI[USHTOR, HAXO/ISIIUXCS HA JUAJIU3E, TIPU MIEPEBO/IE ©
Tepaluy JapGoMosTHHOM alb(a HIIH STI0OSTHHOM Ha Tepamuio mpenapatom Mupnepa®
COXpaHsieTCsl CTAOWIBbHOE 1IeJIeBOe COo/IepIKaHue reMOTrIo0HHA.

B rpymme noepKuBaomei Tepanuy npenapatom Mupuepa®, 1 pas B MecsIl, 0/ Hal[HeHTOB
¢ XBII, HaxoIsIIuxcs Ha TeMOJHAIU3e, ¢ OTBETOM Ha Tepallnio OblIa 3HAUUTEJIHHO BHIMIE TIO
CPAaBHEHHIO C TPYMIION MO/IICPKUBAIONICH Teparuiu JapO3osTHHOM ajbda, 1 pa3 B MecsIl
(p<0.0001).

Q)apM AKOKUHemuKa
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MHpuepa® 1 pa3 B MecCHIl B CBSI3U C YBEJIMUSHHBIM IIEPUOJIOM TOJTYBBIBEACHHUS.

Iepuox monyeeisesenus (T1/2) mocie BHYTpHBEHHOTO (B/B) BBEISHHS TIpenapata Mupiepa® B
15-20 pa3 npoioJDKHTENIbHES, YeM IIPH BBEACHUH PEKOMOHMHAHTHOTO YeJIOBEUESCKOTO
SPUTPOTIOITHHA.

{dapMakOKHHETHUECKHE MTApaMeTphl MpenapaTa H3yJalluch V 3JOPOBBIX JOOPOBOJIBIEB U Y
nanueHToB ¢ aHemMued U XbBII, Haxo IUXCs U He HaXOSIUXCS Ha JTHAJIN3E.

VY nmanuentor ¢ XBII kupeHc u o6beM pacnpeie/IieHUsT MeTOKCUTIOTUA THIICHTJIMKOJIb-3TIOATHHA
OeTa He 3aBHCST OT JIO3EL

dapMaKoKHHeTHKa TpeniapaTa Mupiiepa® usydanach y nanueHTos ¢ XBII mociie o/JHOKpaTHOTO
BBe/IeHUs HA 9 Henene U 19 unu 21 Henene. MHOTOKpaTHOE BBE/ICHHE HE BIIUSACT HAa KIUPEHC,
0o0beM pacrpe/ieSieHHs] U OHOOCTYITHOCTh METOKCHITOIMATHIICHTJIMKOJIb-3TIONTHHA OeTa.
BeeleHHe METOKCHIIOIMATHIICHIJIMKOJIL-3TI0STHHA OeTa 1 pas B 4 Henenu manueHTam ¢ XbII He
MIPUBOJIHUT K 3HAUUMOM KyMYJIAIHMH TIpernapaTa, KodpPUIiueHT KyMmyssiun papeH 1.03 npu
BBeAieHUH | pa3 B 4 Henenu. KosddunueHT KyMmysIsIuu py BBeIcHUH 1 pa3 B 2 He/le/IU paBeH
1.12. Pe3ynbTaThl CpaBHEHUS CHIBOPOTOUYHBIX KOHI[EHTPAIIUH METOKCUIIOIUAI TUIICHI JIMKOJIb-
SIOTHHA OeTa JI0 | MOCJIe MPOBSCHUS IeMOTHATH3a y MarueHToB ¢ XbII mokasamru, uTo
reMO/IMAJIA3 HEe OKa3hIBACT BIUSHUE Ha (PapMaKOKMHETHKY Tpenapata. Y GoabHbIX ¢ XBII,
MOJTYYAIOMUX U HE MOJYYAONIUX THATU3, PAa3Iudusl B (papMaKoKUHETHKE OTCYTCTBOBAJIH.
{dapmakoKHHETHKA, (hapMaKoTUHAMHUKA U MECTHAS TICPSHOCUMOCTD HE 3aBUCST OT MeCTa
MOKOKHOH (I1/K) MHBEKITUH TIpernapaTa (IWIeUo, MepeAHsIsA MOBEPXHOCTL Oe/ipa, TIepe THsIs
OproliHasi CTeHKA), 4TO MOJATBEPIKAASTCS Pe3yJIbTaATAMH MCCIISOBAHUS, IIPOBEJICHHOTO HA
3/IOPOBBIX TOOpoBobIlax. Ha 0CHOBAHWH TaHHBIX pe3y/IbTATOB STH MECTa OJUHAKOBO MOIXOSAT
JUTS TI/K BBEJICHHUSI IIpeTiapaTa anuepa®.

Abcopbyus

Bpems mocTrkeHHs MAKCUMAJIBHOM CHIBOPOTOYHOU KOHIIEHTPAITU!
METOKCHIIOJIUATHIICHTIIUKOJIb-3TI0ATHHA OeTa MpH II/K BBE/ICHUHU nanueHTaMm ¢ XbI1,
HaXoJANTUMCS Ha Juajm3e, - 72 gaca (MequaHa) U 95 4acop mociie BBE/ICHUS TAllUCHTaM, He
HAXOAIIUMCS Ha JHAJIH3E.

AGcomoTHasE OHO IO CTYITHOCTh METOKCHIIOJTHA THJICHIJIMKOJIb-3TI0ATHHA OeTa Y TIAIlUEHTOB,
HaXOJANIUXCS HA TUAJIn3e, U Y MAIUeHTOB, He HAXO/IAIUXCS HA JUATN3E, COCTaBILIeT 62% U
54%, COOTBETCTBEHHO.

Pacnpeoenenue

VY nanuentor ¢ XBII oObem pacnpeieieHUsI COCTABISIET S JIUTPOB.

Oxekpeyus
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T1/2 METOKCHITOJIHATHIISHIJIMKOIb-3II09THHA OeTa IIpH B/ﬂ_ﬁgéﬁggrﬁ;%ﬂ%%(ﬁ% 3B 3&%‘1‘»’1)', a

HOJIHBIN cHcTeMHbIH KiupeHe 0.494 mur/w/kr. Ti2 npenapara npu 1/k BBeieHUH - 139 gacoB y
MAIUSHTOB, HAXO/SIUXCS Ha Uaiin3e, U 142 yaca y MallMeHTOB, He HAXO/SIMMUXCS HA TUAJIH3E.
D apMaKoKuHemuKa y ocoosvix 2pynn HAyUeHmoe

Ieuenounas neoocmamounocms: papMaKOKUHETHKA METOKCUIIOIMATHIICHIJIMKOIb-3II03THHA
6eTa y MallMEHTOB C TSDKEJION MeUeHOYHOH HEeOCTATOYHOCTHIO H Y 3/I0POBBIX JIOOPOBOJIBICE HE
oTaugaeTes (M. pasjiest «Crnocob NpUMEHeHHS U J103bI», Mopaszes «/lo3upoBaHue B 0COObIX
CITy4dasix»).

Hpyaue ocobuie epynnvl nayuenmos: KOppeKIMHA HAYaIbHOU JO3bI METOKCUIIOINA TUIICHIJTUKOJIb-
SIOSTHHA GeTa B 3aBUCUMOCTH OT 1Oa, packt, 6ozpacma (> 18 nem) He TpedyeTcs.

VY manueHToB 65 JIeT U cTaplile U3MEHEHHE Ha4aJIbHOH J103bI He TpeOyeTcsl.

VY manueHToB, HAXO/ISITUXCS M HEe HAXOSIIUXCA HA THATTU3E, PA3IHUHs B (PapMaKOKMHETHKE

npenapara OTCYTCTBYIOT.

Ilokazanua K IMPpUMEHECHUTIO
HpenapaT anuepa® INIOKa3aH K IIPUMCHCHHUIO Y B3POCJIbIX MMTAITUCHTOB € CUMIITOMATHUYSCKOM

a"nemuer npu XbBIL

IIporuBomnokazanus
[ToBpimeHHAS] TYYBCTBUTEILHOCTH K METOKCHITOJIUA THIICHIJTHKOJTB-3TIOATHHY OeTa WK K JTI000MY
JPYroMy KOMIIOHEHTY Ipernapara.

Hexontposupyemast apTepHaIbHasi THISPTCH3USL

C ocTopoxHOCTBIO

BepeMeHHOCTD, IEPHO/T TPYAHOTO BCKAPMITUBAHUS, TeMOTJIOOMHOTIATHH, ITUJICTICHS,
TpoMGOLIUTO3 (ducso TpoMGOIUTOR Gostee 500 x 10°/1), KpOBOTeUSHHUS MM He/IaBHHH aHAMHE?3
KPOBOTEUCHHH, MOTPeOOBABIIUX MEPEIUBAHUS KPOBH, MOCKOJIBbKY 6e30TaCHOCTh U

5¢deKTHBHOCTS mpenapaTa Mupnepa® Ul JaHHBIX TPYIIT H3YYeHbI He0CTaTOTHO.

IIpumeHeHe P GepeMeHHOCTH U B TIEPUO/I T PYTHOT0 BCKAPMIIHBAHU S
Bepemennocmo
BezomacHOCTh ¥ b (EeKTHBHOCTH MPUMEHEHH Tipenapata Mupnepa® y 6epeMeHHBIX JKeHITUH

HU3YUYCHBI HCJOCTATOYHO.
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npenapar Mupiiepa® He 0Ka3bIBaeT IPSAMOTO MIIM KOCBEHHOTO BPEJHOTO IeHCTBUS B OTHOICHHH
OGepeMeHHOCTH, SMOPHOHATIBHOTO/PeTATHHOTO PA3BUTHSL, POJIOB WIIH MOCTHATAILHOTO PA3BUTHSL
CiiestyeT coGiIiofaTh OCTOPOKHOCTD NPH HA3HAUSHHH Tipenapata Mupiepa® GepeMeHHbIM
KEHITUHAM.

Ilepuoo epyonoco ecxapmaueanis

HewusBecTHO, BEIBOUTCS JIM METOKCHUIIOIMATHIICHIJIMKOIIB-3I03THH OeTa ¢ TPY/IHBIM MOJIOKOM Y
qeJIoBeka. B ucce1oBaHUM Ha JKUBOTHBIX NTOKA3aHO, YTO METOKCHIIOJIUATUIICHIJIUKOJIb-31103THH
6eTa BRIBOJMUTCS C MATSPUHCKUM MOJIOKOM. BoTipoc o mpekpaneHuN KOpMIICHHSI TPYAbIO HITH
OTMEHE Tepalluy JJOJDKEH PeIlaThes B 3aBUCUMOCTH OT BaXKHOCTH JISUSHHUS JUISI MATepH U
IPYJHOTO BCKapMJIMBaHUS JJIs1 peOeHKa.

DepmunbHOCMb

HccnetoBaHust Ha )KUBOTHBIX HE BBISIBIUIM HUKAKUX MIPH3HAKOB HApyIICHUS (PepTUIHHOCTH.

IloTennmaanHEIH PHCK U YCJIOBCKA HCHU3BECTCH.

Crniocod npyuMeHeHUs U 10351

Vuuteisas Golee JIUTEILHBIN HepHO | HOIYBhIBEISHHUS, TIpenapaT Mupiiepa® qobkeH
BBOJTUTBCS peKe, YeM JIPYTHE CTUMYIISITOPBI SPUTPOTION3a.

Jleuenue npenaparom Mupuepa® Heo6X0MMO HaUMHATH TOJBKO M0/ HAGIIOIcHHEM Bpaya,
HUMEIOIIETO OTBIT JICUSHHUS MAIHSHTOR ¢ HAapyIeHHeM (YHKITHH TTOYCK.

Ilpasuna xpanenus pacmeopa 6 amOYIaAMOPHBIX U CHAYHOHAPHBIX YCIOGUAX

Pacteop npemnapata Mupuepa® cTepuileH U He COJIEPKUT KOHCEPBAHTOB. [[pUMEHSTH clleIyeT
TOJIHKO MPO3pAUYHbIN OGSCIBETHBIHM HUITH CJIeTKA JKEJITOBATOTO IBETA PACTBOP, HE COJICPIKAIIHH
BUIUMBIX Tipumeceii. Ilepe BBe/leHHEM pacTBOP JOBOJIAT 10 KOMHATHOU TeMIIepaTyphl, €ClIn
mpernapar XpaHHJICS B XOJIOHIbHUKE.

Hnpuy-mobux MOKET XpaHUTHCS B TeUeHHE 1 MecsIa Mpu KOMHATHOHM TemmepaType (He BhINIES
30 °C) u nomKeH ObITh UCTIOJIB30BAH B TSUSHUE HTOTO MECSIIA.

Hewncnons30BaHHBIN pacTBOP JOJKEH ObITh YHUUTOKEH. KasK/IbI#i MNP HUIT-TIOOUK MOIKHO
HCIIOJIL30BAThH TOJBKO OJTHOKpaTHO. He BCTpAXUBATh.

[Mnpun-TroOUKH CileTyeT XpaHUTh B KAPTOHHOH MauKe B COOTBETCTBHH ¢ TPSOOBAHUSIMHU TIO
XpaHECHUIO (CM. pazjiel «YCIOBHUS XpPAaHESHUSD)).

Crnocob npumerenus

HpenapaT MOZKHO BBOJUTH KaK I'I/K, TakK U B/B, B 3aBUCHUMOCTH OT KJIMHHYCCKUX Hpe}.‘[l’lo‘lTeHHﬁ.
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MepeTHIO OpIONTHYIO CTeHKY. Bee BhIleykazaHHbIe 00JaCTH BBEICHUS OTHHAKOBO MOJIXO/IST
JUIA I/K UHBEKITUH.

I'eMori06UH cieyeT KOHTpOJIUpoBaTh | pa3 B 2 HeJle/u /10 ero cTaCWIN3allul U IepUOIUISCKU
nocje cTabUIM3aluH.

B COOTBETCTBHH ¢ TEKYIIUMH PYKOBOJICTBAMH CKOPOCThH YBEJIMUCHHUS TeMOTJIOOHHA U IIeJICBOS
CoJiepKaHue TeMOTJI00UHA JTOJDKHBI OMIPEACIIATHCS T KaX/I0T0 MAITUeHTa HHAUBHIYAIbHO.
[ennpto neyenus y nanuueHToB ¢ XBII sBsieTcst qOCTHXKEHHE 1IEJICBOTO COASPIKAHUS
remorsiobuna 100-120 r/m.

ITarueHTH! JOJDKHBI HAX0JUTHCS 10T THIATEIBHBIM HAaOIIOCHUEM JUIS IOATBEPIKACHHSL, 9TO
camas MHHHMAaJIbHas J103a Npenapata Mupriepa® sddekTupHa 11 0Gecede HUIS HaUTEKAIIETO
KOHTPOJISI CUMIITOMOB aHEMHUH.

Cmanoapmulil pexcum 003UpoeaHiis

Jeuenue cumnmomamuyeckol anemuu v e3pocavix nayuermos ¢ XbI1

CHUMITOMBI U IIOCJIEICTBHS] AaHEMHUHU MOTYT Pa3JIM4aThesi B 3aBUCUMOCTH OT BO3pacTa, IoJjia U
oOmie#t TsokecTH TeueHus 3a60JIeBaHusT, He00X0TMMa OIleHKa BpauyoM KIIMHHYECKHUX TPU3HAKOBR U
COCTOSIHMS KOHKPETHOTO maruenTa. [Ipenapat Mupuepa® ciieiyeT BBOJUTH /K WIH B/B [0
MOBBIMICHHS TeMorIo0uHa He Gosee uem 1o 120 1/ (7.45 MMomb/i1). Y NAlUeHTOB, HE
MOJTYYAIOMUX TeMOAHAIIN3, TIPSO UYTUTEIILHO IPUMEHSITh BApUAHT II/K BBEJICHUSI,
MTO3BOJISIFON UM W30eKATh MYHKITHH TIepUPSPUISCKUX BEH.

B cuny uHAMBHIYATIBHBIX 0COOSHHOCTEH KK/I0TO NAlMeHTa MOTYT HabII0AaThCs
WHAUBHAyAJIbHBIC 3HAUSHUS TeMOTJIOOWHA BBIIIE WIIH HIDKE I[EJICBOTO COCPIKAHUS
remoryiobuHa. KoeGanus cofepixaHusi reMorjoOnHa KOHTPOJIUPYIOT MyTeM peryIHpOBaHUS
JTO3BI ¢ YIETOM IISJICBOTO JIHanazoHa remoriaoouna ot 100 1/ (6.21 mMouts/m) o 120 r/m (7.45
MMOJIB/JT). CrieryeT u3berarh YCTOMUMBOTO COJIepIKaHus reMorioOuna Beime 120 r/a (7.45
MMOJIb/JT); YKA3aHUS 110 COOTBETCTRYIOMEH KOPPEKIIUHU JT03bI IIPU 3HAUCHUSIX TeMOTJIOONHA,
npepbimaromux 120 v/ (7.45 MMoJIb/IT), IPUBEICHBI HUKE.

Creqyet m3berath MOBBINICHUS TeMOTrIo0nHa 6osiee yem Ha 20 1/ (1.24 MMoJIB/ JT) B TeUeHHE
YeThIpEeXHEIeIbHOTO Meproa. IIpu HeoOXOAUMOCTH ClIeyeT MPOU3BECTH COOTBETCTRBYIONI VIO
KOPPEKIUIO JI03bI COTJIACHO NPUBEISHHBIM YKa3aHHSIM.

Crnenyet TmiaTesibHO HaOIIOAATH 34 COCTOSTHUEM MAITUCHTOB, 4TOObI 00eCICUNTh IPUMEHSHHUE
MHHHMAJIbHOH yTBepsKIeHHOM ek THRHOM 103bI mpenapaTa Mupiepa® 11 Ha/UIeKaIIero
KOHTPOJISI CHMIITOMOB aHEMHUH TIPHU 0 UIepKaHIH TeMOTJIOONHA HIKe WU Ha ypoBHe 120 1/

(7.45 mmonb/I).
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¢ XBIL

V maInueHToR co cIabbIM OTBETOM IreMoIJIo6HHA Ha IpenapaT Mupriepa® ciieyeT HCKTIOUHTS
JpyTHe MPUUUHBI claboro oTBeTa (M. pasaesbl «Ocobblie yKkazaHUusI» U « DapMaKOJIOTUYSCKUE
CBOMCTBA»).

I'emorioGuH ciie/lyeT KOHTPOIUPOBaTh | pa3 B 2 HeJle/H 10 ero CTaOWIN3alluU U TIePUOTUISCKU
ocJie CTAOUITH3AIHHL

Hayuenmol, He NOTYUAIOULUE CIMUMYAAINOP SPUMPOTIOIZA 8 HACHOAULEE 8DEeMS

Jlst moBbImenus remMorsiobuHa J1o ypoBHs 6osee yem 100 1/11 (6.21 MMOIIB/JT) peKOMeH TyeMast
HaYaJbHAs J03a JUISI AIUEHTOR, He HaXOIANUXCS Ha JUAIU3e, COCTABISIET 1.2 MKT/KT Macchl
Tena /K 1 pa3 B MecsIl.

Bo3MOsKeH abTepHATHBHBIH PeXKUM JO3UPOBaHHUs TIpenapaTa Mupiiepa® B HauaabHOM 03¢

0.6 MKI/KT Macchl TeJia B/B WIH IU/K 1 pa3 B 2 He/IeIH Y MAIIHSHTO B, HAXOIANUXCS WU He
HAXO/ISAIIUXCS HA JTHATIHA3E.

JTo3y mpenapata Mupiepa® MOXHO YBETHUHTH IPUMEpHO Ha 25% OT Npe/bLTyIeH, ecIn
CITYCTSI MECSI] MOBBIMEeHHE reMorIoouHa coctapisieT MmeHee 10 1/ (0.621 Mmmouin/m).
JlanpHelee yBeMueHUe JO3bI IPUMEPHO Ha 25% MOKHO IPOBOUTH ¢ HHTepBaJlaMu 1 pa3 B
MECSIL JIO JOCTUKESHUS UHIUBU/TYAJILHOTO 1ISJICBOTO COACPIKAHUS TeMOTJIOOUHA.

Jlozy npenaparta Mupiepa® cielyeT yMeHbIIUTL IPUMEPHO Ha 25% 0T mpeAblAyIIeH, eciu
CITYCTS MeCSI] TIOBBIMESHHE reMOorIoOnHa cocTariseT 6osee 20 1/ (1.24 MMOJIL/TT) WITH
reMorJI00MH MoBbINIaeTes U npubmmkaeTcs K 3Hadenuto 120 r/1. Ecnu remMorioGuH mpoaosokaet
PaCTH MOCJIe CHUYKSHUS JO3bI, TO TePaInio He0OX0JUMO NPHOCTAHOBUTH, IMOKA TeMOTJIOOHH He
HAYHET CHUKATHCS, a 3aTeM BO30OHOBHTH B JI03¢ MPUMEPHO Ha 25% HIKe MpeIbIAyIeH J03bI.
[Tocie mpUOCTAHOBKH TepAITHH OKH/IAeTCS CHIDKEHUE TeMoTIoOnHa puMepHo Ha 3.5 /1 (0.22
MMOJIB/JT) B Hestemo. Koppekiuio 103kl ipenapata cieyeT IpoBOJUTh He Hale 1 pasa B MecsIl.
[TanireHTOB, Co/lepKaHHUE TeMOTIO0OWHA KOTOPHIX HAXOUTCS B Auanaszone Boime 100 r/m (6.21
MMOJIB/JI) H TIOJTyYalom KX Tepalnuio npenaparoM Mupuepa® 1 pas B 2 HelesIM, MOKHO
[IEPEBECTH Ha PE)XKHUM BBEJCHUS IIpernapaTa 1 pa3 B MecsIl B JI03€, IPEBBIMIAIOIICH Mpe/IblIyILYIO
B JIBa pasa.

Hayuenmol, nonyuarouiie CMUMYILNOP SPUMPONod3d 8 HACMOAULee epeMs

ITanueHTOB, OJIyJarOMIUX APYTOH CTHMYJIATOP 3PUTPOII033a, MOKHO IIEPEBECTH HA TEPAIIHIO
®

npenaparoM Mupiiepa® ¢ pe:KUMOM BBEJCHUSA | pa3 B MecsIl I/K WJIH B/B.

HauanbHast 03a npenapata Mupnepa® onpeiessieTcs Ha OCHOBAHUHM Hpe/bIAyIIeH HeJeIbHOM

JTO3BI 1apOdTOdTHHA alh(a WK STIOATHHA HA MOMEHT 3aMeHbI Ipenapata (cM. Tabmuiy 1).



1Y OTYETY

IlepByro HHBEKIHIO IpenapaTa Mupuepa® npoHo T B d‘gﬁs eﬂ—le%';‘lm é‘t}— %ﬂ*ﬁﬁhﬂbom 103 |

HHBCKIUU paHES IIPUMCHABIICTOCS IIapGSHOI)THHa a.]'lb(ba HJIH BII0O3THHA.

Ta6nuna 1. Hauansnas gosa npenapara Mupiepa®.

IpemmuecTBylomas /B wm | IpemuecTByiomas B/B wm | Jloza npemmapata Mupuepa®
/K 1032 Jap031o3 THHA /K Jd03a ’mo3ThHa 1 pa3 B B/B WM 1/K 1 pa3 B Mecsix
aabga 1 pa3 B Heleno Henemo (E/I/menens) (MKT/MecsI)
(MKT/He meJIsT)
<40 <8000 120
40-80 8000-16000 200
>80 >16000 360

Ecnu mist moaep:kanus 1eJIeBoTo CoJiepkanus reMoryioduna seime 100 r/n TpeGyercs

KOPPEKIHS JTO3BL, TO MECIIHVIO JJO3V MOKHO VBEJIHUYHUTE Ha ~25%.
v

Jo3y npenapata Mupiepa® ciieyeT yMeHBIIUTH IPHMEPHO Ha 25% OT NpebLIymeH, eclu

CITYCTSI MECSIT MOBBIMMEHUE TeMOTJIoOnHa cocTapisieT Oostee 20 1/ (1.24 MMOJIB/TT) WK

reMOTJIO0WH MOBBIMIAeTCs U NpHOIIKaeTes K 3HaueHuro 120 r/x (7.45 mmonn/n). Ecim

reMorIo0HH IMpOoA0JIKACT pacTH ITIOCJIC CHHUXKCHHA JJO3bI, TO TCPAIIUIO H606XOL[I/IMO

IIPpUOCTAHOBHUTD, ITOKa reMOTJIOOHH HEe HAYHET CHIDKATHCs, a 3aTCEM B0O300OHOBHTE B J03¢

MpUMEpHO Ha 25% Hwke npeablayiei 1o3bl. [locie mpruoCTaHOBKHU TepallUuU OKHIASTCsI

CHHIKECHHE reMoryiobuna npumepHo Ha 3.5 /71 (0.22 MmMoms/1) B Heemo. Koppekiuio 10361

nperapara CJICAYCT MMPOBOJUTL HE Hallle 1 pa3a B MCCAI.

CrnenyeT peryjsipHO IPOBOJIUTH KOHTPOJIb COIePIKAHUS FeMOTJIOOMHA U CTPOTO coOII0IaTh

PEKOMEHAAIUH IO KOPPEKIUHU JO3bI Y MAIITUCHTO B, HAXOAMUXCS Ha IICPUTOHCAIIBHOM JUAJIA3E,

IMMOCKOJIbKY JAaHHBIC 110 HX JICUCHHIO OT'PAaHUYUCHBI.

Hepepbze 8 NEHEHUYU

JleueHue aHeMHH, B TOM UHCJIE M Tepalus npenapaToM Mupiepa®, oGbIdHO GhIBaeT

ATe bHbIM. Ho npu HeoGXoAMMOCTH Tepanus npenapaTtoM Mupiiepa® MoskeT GbITh IIpepBaHa

B JIFOO0M MOMEHT.

Hponyuennas 0osza

IIponymeHHYIO 0JHOKPATHYIO HHBEKIHIO TIperapaTta Mupiiepa® Heo6X0MMO BBECTH Kak

MOJKHO CKOPEC U JaJIeC BBOAUTEH IIpeliapar ¢ HpeﬂﬂHcaHHOﬁ YacTOTOH AO3HPOBaHUA.

Jo3upoeanue ¢ ocobvix cnyuaax

Hayuenmot ¢ HapyuieHeM QYHKYUY nedenu




COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 10.05.2023 N= 8698

Koppekuuu HauabHOM J103bI IIperapaTa U pesKyMa aozﬂ%ga;{ﬁg;'ﬁéiﬂgé%rg%égﬁé&eiw

(dyHKIIMM TIeueHH He TpebyeTcs (cM. pazjien « DapMaKkoJOTHUYECKoe JeUCTBUEY, TIOApa3 el

«DapMaKOKHHETHKA Y OCOOBIX TPYIII MAILIUSHTOBY).

Hlayuenmur noosicunoeo eozpacma (65 nem u cmapuie)

B KIMHHYECKHX HCCTeOBAHHAX 24% TaIHeHTOB, TOJTyJaBIIUX Ipenapat Muprepa®, GbLtH B

Bo3pacTe oT 65 0 74 neT, B To Bpems kak 20% manueHTOB ObLITH B BO3pacTe 75 JIeT U cTapiie.

Koppekiuu 10361 y HAIUEHTOB MOKUIOTO Bo3pacTa (= 65 JeT) He TpeOyeTcs.

Memu

[Ipumenenne npenapata Mupriepa® y feteii B Bo3pacte /10 18 €T He peKOMEH/YeTCS B CBSI3H €

HEJI0CTATOYHBIMHU JJAHHBIMH 110 6€30TMacHOCTH U (P PeKTUBHOCTH MpeTnapaTa y JaHHOH

KaTeroOpHuH MaIUeHTOB.

Hucmpykuyus no obpawieriiio co tnpuy-mioduxom npu n/K eeedeHuu

JlaHHAs HHCTPYKIHS 0OBACHAET, KaK NPAaBUILHO MPOBECTH II/K HHBEKIHUIO IpenapaTta Mupnepa®

B opme mmpuil-troduka cede WK JPYroMy 4eJIOBEKY.

JI1st IpaBUIILHOTO U 6€30MaCHOT0 MPUMEHEHHSI MITIPHUIT-TIOOWKA He0OX0JUMO BHUMATEIILHO

03HAKOMHTHCS € HACTOSAISH HHCTPYKITUECH U CJIeOBATh SH.

He mpiTaliTecs 0CymecTBIISITh HUHBEKIHIO 10 O3HAKOMIICHHUS ¢ MPABWJIAMH IIPUMEHEHHUSI IIIIPHUIL-

TIoOuKa. B cinyuae comHeHul oOpaTUTECh K Bpauy.

Beerna cneqyiite BceM yKasaHUsIM JaHHOM MHCTPYKIIMH, TaK KaK OHU MOTYT OTJIMUATLCS OT

Bamero omnbiTa. J[aHHbIE peKOMEHAAIINHN O3BOJIST U30eKaTh HETPABUIHHOTO TIPUMEHEHHUS WK

BO3HUKHOBEHHMsI TAKUX PUCKOB, KaKk TpPaBMa OT YKOJIa UTJIOH WM NPEKASBPEMEHHOE

cpabaThIBaHHE MPETOXPAHUTENS UTJIBI, WIH MPOOIEMBI C IPUCOSTUHEHUEM UTJIBI.

Baxxuasa uHpopmanms

e Hcnoap3yiTe mIpHI-TIOOHK ¢ mpenapaToM Mupiiepa® ToIbKo 110 Ha3HAYEHHIO Bpaya.

e (OsHaKOMBTECH ¢ HH(poOpMalIHel Ha YIAaKOBKE U YOeIUTECh, UTO OHA COOTBETCTBYET J03¢,
Ha3HAUYCHHOU BpPavyoM.

e He npumensiite npenapar Mupiiepa®, ecim mnpun-TIoGHK, KapTOHHAS MauKa HIH
IJIACTMACCOBBIA KOHTEHHEP CO MIMPHUI-TIOOUKOM MOBPEIKIACHBI.

e He npuxacaiitech K OTpaHUYUTEIISIM (CM. PUCYHOK A), TaK KaK 3TO MOXKET IIOBPEUTh
MITIPUL-TIOOUK U CIeJ1aTh €r0 HEIPUTOJHBIM I HCIIOJIb30 BAHHUS.

e He ucnons3yiite Mnpui-TIOOHUK, €CIIU €T0 COASPKUMOE HENIPO3pAuHOE, MyTHOE HIH
COJICPIKUT JACTHIIBL

e Hukorga He npiTaliTech pazoOparh NP UI-TIOOUK.

® HI/IKOFIIa HE GepHTer 3a IIOpUICHDb HJHpHH-TIO6HKa, HE TAHHUTC 3a IIOPIICHDb IJJl'IpHI_I-TIO6I/IKa.



COOTBETCTBYET KCMNEPTHOMY OTHETY

ot 10.05.2023 N= 8638

e He cuumaliTe 2al{HTHBIH KOJINAYOK C HIJIBLIZIO T€X ﬂ OE’OE%;%T &%'?&EE’:JF ;<02:'

HHBCKIHH.

¢ He rioTaiite cofepkaliuiics B INpHI-TIO0HKe Npenapar.

¢ He BROAHTe Npenapar yepes OAeKAY.

¢ Huxorja He HCIOMb3YHTe M NPHI-TIOOHK NOBTOPHO.

XpaHenne

XpaHHTh NP HI-TIOOHK H 3AI(HINEHHBIH 0T NP OKOJIOR KOHTelHep /I 0CTp bIX NP e{MeTOoR
B HeTOCTYNHOM JIJIfA eTeH MecTe.

XpaHHTh IINPHI-TIOOHK B KapTOHHOH Mayke 710 NIPHMeHEeHHSI.

Bcerna xpaHuTh IINPHI-TIOOHK B XOJIOHIbHHKE IPH TeMneparype 2-8 °C.

He zaMopakHBaTh, XpaHHTh B 3alllHI{€HHOM OT cBeTa MecTe. COXpaHsITh INPHI-TIOOHK CYXHM.
MarepHAJIBI, cogepsRaLHecH B MaYKe (PHCYHORK A)

 IlInpuu-TI06HK ¢ npenaparom Mupmepa®.

*  HWrna nnst HHBEKIHH.

PucyHok A
3axBaThl 419 aIbIeB
TlopmreHs OtpsisHas
3THKETKA Pe3HHOBBIH Kommaox
HAaKOHewmmk 12 HITIBI
t:l[lmﬂ'lj ( ‘ ||_L_-———"‘l“ >
Kpenmeuxa
OrpaHu4YHTeIH 3aImUTHOE
YCTPOHCTBO
HITIBI

MarepHa/bl, He cofepskalHecs B NayKe (pHcyHok B)

Pucynok b
| ———
’I
\'
[ ] . |
L 5,
Crnuprtopble candeTKH ULt CTepUNbHBIN BaTHBIH TAMIOH  3all{HIIeHHBIH OT MPOKOJIOB
nezuHGeKknHH HJIH Mapiepasi candeTka KOHTeHHep AT 0CTPBIX
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OTBETCTBYET 2KCINEPTHOMY OTUYETY

ot 10.05.2023 N= 8698

(NOCTIE NSttt ik SdbtHorn

YTUIN3alUU Wbl U
HCTIOJIb30BaHHOTO IITPHLI-
TIOOHUKa

I[MomecTuTe BCce HEOOXOAUMBIC NI UHBbSKIIMM MaTepHajlbl Ha YUCTOM, XOPOIIO OCBEIICHHOM
MJIOCKOM MOBEPXHOCTHU, HAIIpUMEpP, Ha CTOJIE.
IIpoBeaenue UHLEKLIMU
HTar 1. HoBeauTte TeMriepaTypy MIINPHUL-TIOOUKaA JO KOMHATHOMN.
OCTOPO’KHO AOCTaHbTE MAYKy CO MIMPHUI-TEOOMKOM Mpenapata Mupuepa® uz xonoaunbHuKa. He
JocTaBaiiTe IIIPUL-TIOOUK U3 MMadyKH, 4TOOBI 3al0UTUTh €ro OT NONaJaHUsl CBeTa; IMOJ0KINUTE,
MOKa MIMPUL-TIOOUK HE HarpeeTcs 10 KOMHAaTHOU TeMnepartypsl (He MeHee 30 MUHYT) (PUCYHOK
B).

Pucynok B

e FEcau npemapaT He HarpeeTcs 10 KOMHATHOW TeMIepaTypbl, HHBSKIHS MOKET BbI3BaTh
AUCKOMPOPT, TaKkKe MOKET ObITh 3aTPyJHCHO Ha)kaTUe Ha MOPIICHbB.

e He HarpeBaiiTe IIMPUL-TIOONK KAKUM-THOO JAPYTUM CIOCOOOM.

OTkpoliTe MauKy U JOCTAHBbTE IJIACTMACCOBBIN KOHTEHHEP CO MINPUI-TFOOUKOM Iperapara

Mupuepa®, He cHUMAas 3alIUMTHYIO IIIEHKY (pUCYHOK I).

Pucynok I'

ITar 2. BeiMoIiTe PyKH.
I[Mpoae3urdUIUPYIiTEe pYKHU TeTTOH BOAOU ¢ MBIJIOM WU CaHUTai3epoM (pUCyHOK JI).

Pucynoxk /]

11



COOTBETCTBYET 3KCMEPTHOMY OTYETY
05 2023 M= 8694

o1 10.05.2023 N= 86

Illar 3. JlocTaHbTe M3 MauKy MIPUL-TIOGHK 1 opmotpurd re- | EAUBATENEHDLTS 0002

CHUMHTE 3aIMTHYIO TUICHKY C TUTACTMACCOBOTO KOHTCHUHEPA, AOCTAHBTS YIIAKOBAHHYIO HIITY U
LITPUL-TIOOUK, YACPKUBAs IITPULI-TFOOMK 33 CEPSAMHY KOPITyCa, HC KacasiCh OIPaHHYUTEIICH

(pucynok E).
Pucynok E

Irpur-Tro0rK HEOOX0IMMO OpaTh TOJIBKO 3a KOPITYC, ITOCKOJIBKY JTH00€ MPHUKOCHOBEHHE K
OTPAaHHUYHUTEISIM MOYKET BBI3BATh MPS/KACBPEMCHHOE CpadaThIBAHUE 3AIUTHOTO YCTPOUCTBA.
OcMmoTpuTe IIPUI-TIOOMK Ha MPEAMET IMOBPEKACHUM U IPOBEPHTE ATy UCTCUCHHUS CPOKa
TOJHOCTH, YKa3aHHYIO Ha INTIPHULI-TFOOMKE U Ha MAYKe. JTO 00CCIICUUT OS30MacHOCTh
MPUMCHCHUS [ITIPULI-TIOOMKA | Tipernapara (pucyHok JK).

Pucynoxk K

He ncnosb3yiiTe mmpUi-TioOUK, SCITH:

e BbI CTy4aliHO YPOHWIH €T0;

e 1r00as ero YacTh BBITIIAJUT NOBPCKICHHOM,

® COACPKHUMOC HCIPO3PAYHOS, MYTHOC I COACPIKHUT YACTHLIBI,

® CPOK rOJHOCTH HCTCK.

Hlar 4. [MpucoeauHKUTE UIITY K DINPHUL-TEOOHKY.

VY aepskuBast IIMPHUI-TFOOMK 3a LCHTPATBHYIO YaCTh KOPITYyCa, KPSITKO BO3BMHUTECH 38 PE3UHOBBIN
HAKOHCYHHMK M CHUMUTE €T0 (COTHHMTE M MOTAHUTE) (PUCYHOK 3).

Pucynox 3

e [locne cHATH HEMEATICHHO MOMECTUTE PE3UHOBBIM HAKOHCYHHK B 3ALIUIICHHBIN OT
MPOKOJIOB KOHTCUHEP 1A OCTPBIX MPEIMETOB.

e He npukacaiitech kK OTpaHUYUTEIISIM.

12



COOTBETCTBYET 3KCNEPTHON
ot 10.05.2023 N= 8638

(NOCNEOOBATENBEHOCTE 0002)

Y OTHETY

e He HaxumaiiTe Ha MOPIICHB.

e He TsaHUTE 32 IOPIICHB.

Kpenko yaepxuBaite KOHTCHHEP C HTTIOH OOCHMH PYKaMH. 3aTEM BCKPOUTE €T0, CACIaB
BpaIaTeIbHOC ABKCHHUE, M CHUMHTE KpbImieuky (pucyHok M). Heme mmeHHO moMecTure
KPBIIICYKY B 3aLIUILICHHBIM OT MPOKOJIOB KOHTCHHEP IS OCTPHIX MPEAMETOB.

Pucynox U

P

He cuuMaiite 3aIuTHBIH KOJINAYOK C UIJIBL

[TpucoenuHuUTE UITy K MITPHUL-TIOOHKY, MJIOTHO HACAAWB €€ HA INIPHUI-TIOOHUK U CIerKa
nposepHyB (PucyHok K).

Pucynok K

[ar 5. CHuMHTE 3aIMUTHBIA KOJIMA4YOK C HIJIBI M MOATOTOBHTECH K HHBCKIHH.

Kpenko yaepxuBast Impri-TrOOHK 3a IEHTPATBHYIO YaCTh KOPITyCa OTHOU PYyKOH, APYrou
PYKO# CHUMHUTE 3AIIUTHBIN KOJIMAYOK C UTIbL. [[OMECTHTE 3aIMTHBIA KOJIMAYOK UTIIBI B
3aIIUIICHHBIN OT MPOKOJIOB KOHTCHHEDP AT OCTPBIX MPEAMETOB (PUCYHOK JI).

Pucynox JI

* Tlocae cHATHA KOMAYKa HE MPUKACANTECH K HIJIC U U30EraliTe €¢ COMPHKOCHOBCHUS C
10001 MOBEPXHOCTHIO, IOCKOJIBKY HIJIA TIOCJIC PUKOCHOBCHHS HE OyICT CTCPUIIBHOM, a TIpU
CIIy4ailHOM YKOJI€ MOJKET BBI3BATh IMOBPEXKIACHUE U OOb.

* Ha xoHue urast Bel MOKETE YBUACTD KAILTIO KUAKOCTH. JTO MPUCMIIEMO.

* Hukorja He HaaeBaNTe 3aIUTHBIM KOJMAYOK UIJIbl IOBTOPHO MOCJE €r0 CHATHIL

YToObl yaaIUTh My3bIPbKH BO3AyXa U3 IIMPHI-TFOOHKA, BO3BMHUTES INMPHII-TIOOHUK HIJIOH BBEPX U

AKKypaTHO MOCTYYUTE MO HEMY, YTOOBI My3bIPbKU MOTHATUCH BBEPX (pucyHku M u H).

Pucynox M

13



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 10.05.2023 N= 8638

S OB ThE Tt i Sy sant s

MenyieHHO HaJlaBUTE Ha IMOPLICHL, YTOOBI

MENHUIIMHCKOTO paboTHHKa (pucyHok H).

Pucynox H

[ITar 6. Bequre npemapar.
CyIecTBYET JBa pa3HBIX cocoba BBeIeHU npenaparta Mupriepa®. Heo6xonumo ciieoBath
PEKOMEH IAIIMSM JISUAIIEro Bpaya o BBEJEHHUIO Ipenapata Mupnepa®.

[lonKOXXHOE BBEICHHE

Ecnu Bam peKoMeHI0BaHO II/K BBeJIeHHE npenapata Mupuepa®, BBeiuTe 103y Ipenaparta B
COOTBETCTBUU C OITUCAHUEM, TIPEIICTABICHHBIM HIXKE.

J1Jis BBE/ICHHUSI JISKAPCTBEHHOTO TpenaparTa BLIOSPUTE OTHO U3 PEKOMEHTYEMbIX MECT,
IpENCTaBICHHBIX Ha pucyHKe O: TUieun, Ge/ipa WK KHUBOT, HCKIII0Uast 00JaCTh BOKPYT MYIIKA.
He pexoMeHyeTes MpOBEASHUE CAMOCTOSITEIbHBIX MHBEKITUN B 00J1aCTh 3 THEH TTOBEPXHOCTH
wicya. BeIMOTHANTE HHBEKIIMH B 3TY 00J1aCTh TOJIBKO B CiIyyae, €CJii Bl JieacTe HHBEKIHA
KOMY-TTH00.

Pucynok O

\.,

v\
il \

BriGop MecTa HHBEKIIUU:

*  IIPH KaKOOH MOCISTYIOMEH HHBEKITHH BRIOHPalTe HOBOE MECTO BBEJICHHS, TI0 MCHBITICH
Mepe Ha pacCTOSTHUHU TPEX CAHTHMETPOB OT OOJIACTH TPEBIYINCH HHBEKINH,

*  m30eraiiTe yJacTKOB, KOTOPHIE MOTYT MO/IBEPTAThCS pa3IpaKEHHIO PEMHEM HIIH TTOSICOM
OJICKIIBI;

* He BBOANTE IIperapaT B pOJAMHKH, IPaMbl, FeMATOMBI HJIH YUACTKH ¢ UYBCTBHTSIBHOM,

ITOKPACHEBIIEH, YIDIOTHEHHOW HMJIU MOBPEKICHHON KOMKEH.

14



COOTBETCTBYET SKCMNEPTHOMY OTUETY

ot 10.05.2023 N= 8638

OGpaboTaiite BHIOpaHHYIO 00JIaCTh CITUPTOBOM ,and)eTKHﬂ';iﬁ;ﬂ—]gi%%gﬁngj CTb 0002)

BO3HUKHOBEHUS MH(EKINH, CIIeyHTe HHCTPYKITUSIM II0 IIPUMEHEHUIO CIIUPTOBOM candeTku
(pucynoxk II).
Pucynox I1

* Ilomoxaure, ITOKa KOKa BBICOXHET, IpUMEPHO 10 cexyH[I.

* He caeayert npukacarbcs K 06paboTaHHOMY yUacTKy Iepejl HHbeKIuel, oOMaxuBaTh U
o0nyBaTh 00pabOTaHHBINA YHACTOK.

IIpuMure yao0HOE HOTOKEHHE IIepe]l BBeAeHHeM Ipenapara Mupuepa®.

CB00o THO# pyKoit cobepute 0OpaboTaHHBIM YIaCTOK KOKH B CKIAJIKY IS IPAaBUIBHOTO TI/K

BBeJICHHS UTTTHL. BakHO coOpaTh KOXKY B CKIIQJIKY U BBeISHUS Iperaparta o Koxy (B

KUPOBYIO TKaHb), a He TIIy0xke (B MBIIIITY), TaK KaK BejJIeHHUEe B MBIIIITY MOKET IPUBECTH K

JUcKOMOPTY NPU UHBEKITUH (PUCYHOK P).

Pucynox P

\ s

M

AKKYPaTHO MOJHOCTHIO BBEAUTE UIITY B KOXKY IO/ IPSIMBIM YITIOM OBICTPBIM M PE3KAM

JIBIDKEHUEM. Y IepKUBasl MIIPHUIT-TIOOUK Ha MECTe, OTIIYCTUTE KOKHYIO CKIaIKY.

He aBuraiiTe uriiy, BBeJCHHYIO IO KOXKY.

[Tocre mOMHOTO BBEJICHUS UITIHI B KOKY MEJ/UIEHHO BJIaBIIMBaiTe MOPIIEHb OOBINNM MaIbIleM,
ylepKHBast IMIIPHIT yKa3aTeIbHBIM U CPETHUM ITATbIIaMH 38 3aXBaThl JIO MIOTHOTO BBEICHUS
nperapata. [IITOK TOPITHS JOKeH OBITH TOJTHOCTHIO BBEJICH B IMIPUIT-TIOOUK, ¥ B JIOTKHBI
YCIBIMATh MEeMUOK, YKa3bhIBAIONHA Ha cpadaThiBaHUE 3alUTHOTO YCTPOMCTBA UIIIHI (PUCYHOK
C).

Pucynok C

He ornyckaiiTe mopIieHs 0 OKOHUYAHUSI MHBEKITUH WIH JIO [TOJHOTO HaXKaTHsL. BRIHbTE UTTTY U3
koxu, HE oTmryckas nopiess (pucyHok T).

Pucynok T
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 10.05.2023 N= 86

2 ;o ol -
Vel UL I_l‘.l

(MOCNEOOBATENEHOC Tb 0002 )

OrnycTuTte TOPIIEHD IS BEICBOOOXK ICHHS 3aIlIUTHOTO YCTPOUCTBA (PUCYHOK Y).

Pucynox ¥

Teneps 1py HEO OXO MMOCTH MOKHO CHATH OTPBIBHYIO STHKETKY (pUCYHOK D).

Pucynox @

[ocne nabEKIMN:
*  IPIKMHUTE MECTO MHBEKIINH CTEPIILHBIM BaTHBIM TaAMIIOHOM WITH MapiieBo i candeTkol Ha
HECKOJIBKO CEeKYH/,

* He TPUTEe MECTO MHHEKIINH He PO Ie3NH(DUINPOBAHHON PyKO# UITH TKaHbIO,

*  IpH HEOOXOIUMOCTH MOYKHO 3aKJICUTh MECTO HHBEKITUH HeOOIBITIIM IIIACTHIPEM.

Yraimsanus MNpHI-TIO0HKOB

* IlomecTuTe HCIONB30BaHHBIE IIIPHUII-TIOONKY B 3aIMUIIEHHBIN OT IIPOKOJIOB KOHTEHHEp 11
OCTPBHIX IIPeIMETOB.

*  He nmeITaiiTech HaJeTh 3aMIUTHBIA KOJIIAYOK HA UIIIY IOBTOPHO.

*  He BoIOpacshIBaiiTe HCIIOIH30BaHHBIC MIITPHUI-TIOONKH WX 3aIIUANICHHbINA OT IPOKOJIOB
KOHTeHHep UL OCTPHIX IPeMETOB ¢ OBITOBBIM MyCOPOM M He OTIIPaBILIHTE UX Ha
nepepaboTKy.

s VYrwmsupyiite 3am0IHEHHBIH 3aIUIIEHHBIA OT IIPOKOJIOB KOHTEHHEp UL OCTPHIX
Ipe/IMETOB.

BHYTpHUBEeHHOE BBEICHHAE

Ecmu Bam pekoMeHIoBaHO B/B BBe/ieHHe Hpenapara Mupriepa®™, BBeuTe 03y Hpelapara B
COOTBETCTBUU C OTIMCAHUEM, IIpe/ICTABICHHBIM HIXKE.

[oaroToBBTE MIPHUIT-TIOOUK B COOTBETCTBHUH C MaramMu 1-5.

ObpaboTaliTe BEHO3HBIH OPT, YCTAHOBICHHBIN /U T€MOIHaIN3a, B COOTBETCTBUU C
WHCTPYKIMSIMHU ITOCTABIUKA UIH IIPOU3BO IUTEIIS.

Berasbre uriny mmpurr-tioduka B 06paboTaHHBIM BEHOZHbIM OPT (PUCYHOK X).

He HpHKacaﬁTeCB K MECTY IIPpUCOCTUHCHHWS BEHO3HOTO IIOPTa.
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COOTBETCTBYET SKCNEPTHOMY QTUETY
ot 10.05.2023 N= 8698

Pucynok X (MOCNEOOBATENEHOCTE 0002)

B —1 I
1,

'

HaHaBI/ITe Ha IIOPHICHDb OOJIBIITAM [MaJIbIeM, Y ACPKUBaAsL H_IHpI/II_[-TIOGI/IK YKa3aTCJIIbHbIM U
CpeITHUM IIAJIbIIAMHU 34 3aXBAThI IO OKOHYAHUS BBCJICHUS IIpelIapaTa (pI/ICYHOK LD

Pucynoxk I

H3Bnexure mupu-rrobuk u3 BeHosHoro nopra, HE oTmyckas nmopiieHs.

[Tocne n3BnedeHUs MIIPHUI-TIOOUKA OTIYCTHTE IIOPIIEHD I BEICBOOOXK ICHHS 3aIlUTHOTO

yceTpofcTBa UIJIBL

Teneps npu HEOOXOAUMOCTH MOKHO CHSTH OTPBIBHYIO STHKETKY (pUCYHOK D).

[MMar 7. Yrummsupyiite IpUI-TioOnK.

* llomecTuTe UCHONB30BaHHBIEC MIIPUI-TIOOUKY B 3aIlIUIIEHHBIA OT IPOKOJIOB KOHTEHHED IS
OCTPBIX IIPEIMETOB.

*  He nbITaiiTech HajleTh 3alUTHBII KOJIIIAYOK HAa UIIIY ITOBTOPHO.

*  He BoiOpachiBaiiTe HCIIOIb30BaHHbIE INIIPUI-TIOONKY MU 3aITUITIEHHBIA OT IIPOKOJIOB
KOHTEHHED ISl OCTPHIX IIPEIMETOB ¢ OBITOBBIM MyCOPOM U HE OTIpaBIIiiTe UX Ha
nepepaboTKy.

e YTmimsupyHTe 3all0JIHEHHBIN 3alUINEHHBIR OT IIPOKOJIOB KOHTEHHED ISl OCTPHIX

IIpe IMETOB.

ITo0ouHoOe nelicTBHE

Pesrome mpodung 6e3onacHocT

[Ipoduins GezomacHoCcTH NpenapaTa ¢(OPMUPOBAH IO pe3yibTaTaM KIMHHYECKHUX UCCIIe J0BaHUH
y 3042 marmentos ¢ XBI1, u3 xotophix 1939 manuentos nonydanu mperapar Muprepa®, a 1103

NanyenTa — IPyroi cTUMYISTOp SpUTPOTos3a. 1Ipu npuMeHenun mpertiapara Muprepa®
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BO3HHKHOBCHHC HCKCJIATCJIBHBIX peaKuHﬁ OKH/!

COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 10.05.2023 N2 8698

WU LU LD )

seres niFRGRE DORATEABHOL ThiAGlRe

qacTOM U3 HHUX SBJISISTCS MOBLINMISHHUE APTECPHAJIBHOTO JABJICHHSA (IIaCTO).

TabauuHoe PE3IOME HCKCIATCIIBHBIX DeaKHHI\:I

HesxkenaTennHbie peaKnuu B Ta6Jmue 2 CIpyHIIHPOBAHLI B COOTBECTCTBHH C CHCTeMHO-OpFaHHOﬁ

KJaccuukaIuei MeTUIIMHCKOTO CJIOBAps ISl HOPMATUBHO-TIpaBoBo# AestesibHocTH MedDRA

H KAaTCTOpHUAM YaCTOTHI X BOSHUKHOBCHHUA. I[J'Ifl OIMUCaHUA YaCTOThI HCKEJIATCIIbHBIX peaKI_[I/Iﬁ

UCIIOJIB3YIOTCSA CIISAYIONHE KaTeTOpUHU: 0UeHb acTo (=>1/10), vacto (=1/100, Ho <1/10), HeuacTo

(=1/1 000, HO <1/100), penxo (=1/10 000, Ho <1/1 000), ouens peako (<1/10 000) u gactoTa

HCHU3BCCTHA (Ha OCHOBaHHH UMCIONIUXCA JaHHBIX OLICHHUTH HeBOSMO}KHO).

Ta6nuna 2. HexesaTenbHble peaKIlUH, CBSI3aHHbIE ¢ TepamHel npenaparoM Mupriepa® y

naieHToB ¢ XbBIL

HesxkenarennHpie peaKnuu, Ha6J'IIOI[aBH_II’ICC${ TOJIBKO B IICPHO T MOCTPETUCTPAITHOHHOTO

MIPUMEHEHHUSI, OTMEUSHBI 3BE3/TOUKOM (*).

nponeTyp

CucremHo-opranHas kiaccupuxanusa | Hacrora HexenatesmbHas peakuys
HapymieHust co cTopoHbI KPOBH H HEYacTo TPOMOOIUTOIICHUST*
TAM(AaTHICCKON CHCTEMBI napiuaibHasi KpacCHOKJISTO UHAas
HEU3BECTHO
armazus (IIKKA)*
Hapymenus co cTopoHbl HMMYHHOU peaKo peaKIMK THUIIePIYBCTBUTSIHLHOCTH
CHUCTEMBI HEH3BECTHO | aHaHIAKTHUYECKAs peakius™
Hapymenust co cTopoHbl HEpBHOU HEUYacTo roJIoBHas 6OJIb
CHUCTEMBI peaKo THIIepTSH3UBHAS dHIIepaTomaThsi
Hapymienust co cTopoHbI COCY/I0B 4acTo MOBBINICHUE aAPTEPUATBHOTO JABICHUS
peaKo TIPUITUBBI
HEYacTo TpoMG0o3*
peaKo TpoMOOAIMOOIIHS JISTOUHOH apTepuu™
Hapymenust co cTopoHbI KOXKH U peaKo KOJKHasl ChIITb (MAaKyJIOTAITYJIe3HAS)
IIOJIKO KHBIX TKaHEeH cunipom CtupeHca-/[koHcona /
HEU3BECTHO | TOKCHUYECKUM AIIUASPMAJIbHBIN
HEKpoJH3*
TpaBMbI, HHTOKCHUKAIIMH U OCJIOJKHEHHUsI | HEYAcTO TpoMO03 HMIYHTA

Onucanne OTASIbHBIX HeXKEIATSIbHBIX PeaKITHH

B HOCTpeFI/ICTpaLII/IOHHblﬁ nepuona Ha6J'IIO,Z[eHI/I$I COO6IJ_I2UIOCL O CJIydadx pasBuTH:A

TpOMGOI_II/ITOI'[eHI/IH. B xIMHHYEeCKUX HCCIISTOBAHHUIX HaGJIIO,I[aIIOCb HC3HAYHUTCIILPHOC CHHXKCHHC

KOJIMYeCTBA TPOMOOITUTOB, HE BHIXOIAINEE 3a MPEeIIbl HOPMBI.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
AE N2

ot 10.05.2023 N= 8698

Bo Bpems KIMHUYECKOH pa3paboTKU YPOBEHb 0M60HI/H%Q ﬁ%@i})‘éﬂTﬁﬁ/}Eﬂ%’;ﬁeﬂ@%}:‘%?%

NAIHEHTOB, TOMYYaBIIHX nmpenapaT Mupuepa®, u 'y 4% manueHTOB, MONYYaBIIHX JPYTHE
CTUMYJISITOPBI 3PUTPOTIOnN3a. B MocTperucTpaiio HHOM UCCIIeIOBAaHUH OS30MaCHOCTH C©
JUTATEJILHBIM CPOKOM JICUSHHUSI 710 8.4 JIST UCXO/THBIN YpOBEHBb TpOoMOOIUTOB HImke 100 X 10°/n
6b1T 3aduKCHpoBaH y 2.1% MalMeHTOB B TPYIIIe JedeHHs npenapatoM Mupuepa® u y 2.4%
MAIMEHTOB B IPYIIIE JICUSHUSI IPYTUMH CTUMYJIATOPAMH SPUTPOTIOA3A.

B manHOM HCCIeTOBaHUH YPOBEHB TPOMOOITUTOR HIKe 100 X 10°/71 exeroaHo HAGTIOMAIICS y
1.5-3.0% naiueHToB, NOJIy4apmuX npenapaT Mupuepa®, u y 1.6-2.5% nanueHToB,
MOJIYYAaBIIUX JPYTHE CTUMYIIATOPBI SPUTPOTION3A.

ITo 1aHHBIM KOHTPOJIHPYEMOTO KIHHHYECKOTO UCCIICTOBAHMS ¢ IPUMEHEHUEM IIO3THHA ajibda
WIHN JapOsmodTHHA ajib(a JacTo cooOIaIoch O pa3BUTHH HHCYJIbTA. B MmocTperucTpaiio HHOM
ucciea0BaHu U 6e30MacHOCTH HaOII0AaIach COMOCTAaBUMAs YacTOTa CIIy4aeB HHCYIbTa: 6.3% B
TpYIIIe JedyeHus npenapatoM Mupuepa® u 7% B KOHTPOJIBHBIX TPYIIIAX JSUSHHUS JPYTHMH
CTUMYJISITOPBI SPUTPOTIOn3a (PMOATHH albda, TapOsmosTHH anb(da U 3MoATHH 6eTa).

Kak u B cydasix IpUMeHEHH IPYTUX CTUMYJISITOPOB SPUTPOII033a, B IIOCTPErUCTPALIMOHHBIN
epuo/T HaOIIOIeHUs COOOIAIOCh O CIyJasiX pa3BUTHUS TpoMOO3a, B TOM YHCIe TpoMGorIMO0IHH
JICTOYHOM apTepuu (cM. pasen «OcoObie YKazaHUs» ).

Coobmanocsk o IIKKA, pri3BaHHOM 00pa3zoBaHUEeM HEUTPAIU3YIOMIUX AHTUTEN K
SPUTPOIOATUHY, YACTOTA STUX CIIYUaeB HEU3BECTHA.

B ciyuae pazeutust IIKKA Heo6xo1uMO TIpeKpaTHTh JleueHHe TIpernapatoM Muprepa®, 6e3
[IePeBo/ia MAIMEHTOB Ha TEPAIHIO IPYTUMH PeKOMOUHAHTHBIMH CTUMYJISITOPAMHU DPUTPOTIOI3A

(cm. pazgen «Ocobble YKa3aHHs»).

IlepenozupoBka

CHMIOTOMBI

IIpenapar Mupuepa® oGafaeT IUPOKAM TepaneBTHUSCKUM [MANIA30HOM, DU HHHUITHAIUH
Tepalluy cje/lyeT IPUHUMATh BO BHUMAaHUE WH/IUBU/IYAJIbHBIN OTBET Ha Tepanuio. BoamoskeH
YpesMepHbIi (papMakoIMHAMUUSCKUHN OTBET, T.€. UPE3MEPHBIA SPUTPOTIO3.

Jleuenue

IIpu BBICOKOM coepIKaHUH reMOTrI00HMHAa He0OX0JUMO BpEMEHHO MPEpPBaTh TEPAIHIO
npenaparom Mupiepa® (cu. pazgen «Croco6 NpuMeHeHH B 103b1»). [IpH Heo6X0 IMMOCTH

MOKeT ObITh MpoBe/IcHA (PIICGOTOMHUSL

BzaumopeiicTBHE APYIHMH JICKAPCTBCHHLIMH CpeICTBaAaMH
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..... (RN

Uccnenopanuii o U3y4eHUIO B3aUMOJICHCTBUSA £ z[pyrm\iﬁl [J:fe-K;- i;e;ﬂﬁl-ﬁgl‘g %ﬁ%}l&%&l\;ﬁ g’é:‘

IpoBoAWIOCH. [loydeHHbIe TO HACTOSIIETO BPEMEHH JJAHHbIEC HE BBISIBUIM KaKUX-THO0
B3aMMolelicTR Mt mpenmapaTa Mupnepa®™ ¢ ApyruMu penapaTaMy, a TakKe IPH3HAKOB BJIHSHUS
JPYTHX TIpeniapaToB Ha (hapMaKOKHHETHKY H (papMakoJHHaMUKy nipeniapata Mupnepa®. He
CJIeyeT CMEIIMBATh METOKCUIIOIMATHIICHIJIMKOJIb-3II0STHH GeTa ¢ JpYTUMH JISKApCTBEHHBIMH

CpeACTBaMHU HUJIM HHBCKIITHOHHBIMHA PACTBOpPaMH.

Oco0ble yKazaHH s

DpdHekTUBHOCTH U 5e30MacHOCTh Tepalliy NpenapatoM Mupuepa® mo JpyruM HoKazaHHAM
(kpome JeueHUA aHeMuu Tipyu XbII), BKIItouas aHEMHIO Y TIAIUEHTOB ¢ OHKOJIOTHYECKUMU
3a00JIeBAaHUSIMU, HE YCTAHOBJICHBL.

CrestyeT cobmofaTh OCTOPOKHOCTE NIPH MOBBIIIEHHH JI03bI Ipenapata Mupnepa® y namueHToB
¢ XBII, mockoIbKy BEICOKHE KYMYJISITHBHBIE JJO3bI TIOPTHHA MOTYT OBITH CBSI3aHBI C
MIOBBIIICHHBIM PUCKOM CMEPTH, CEPBhE3HBIMU HEXKEJIaTeJIbHBIMHU CEpP/IeYHO-COCYIUCTHIMHU H
1epeOpoBaCKYIISIPHBIMY SIBJICHUSIMH. Y TAIIHEHTOB €O CJIa0bIM OTBETOM I'eéMOTJIOOWHA Ha
STOSTHHBI CIIEYeT UCKIIFOUUTH JIpYTUe MPUUYHHBI ¢1aboro oTBeTa (cM. pasznen «Crocod
MIPUMEHEHUS U JI03b1» U «DapMaKOJIOTHUECKHE CBOUCTBAY).

Hononnumenvnas mepanus npenapamamit Jcenesa peKOMEH/I0BaHa BCeM MallUeHTaM, Y
KOTOPBIX YPOBEHb (peppUTHHA B CHIBOPOTKE cocTapysieT MeHee 100 MKI/J1 WM HaCBIIEHHUE
TpaHcheppHHa xKene30M cocTarigeT MeHee 20%. Jlst oGecnieueHus 3PpPeKTHBHOTO SPUTPOTIOH3A
HeoOX0IUMO OIICHUBATH YPOBEHb JKeJie3a Y BCeX MAIlMeHTOB KakK JI0 Hauajla Tepaluu, Tak U B
X0/l JICUCHHUSI.

Omcymemeue omeema na mepanuio npenapamom Mupyepa® donsicno cmamv ocrHosanuem ons
NOUCKA NPUYUHHBLX (hakmopos. Jlepunut jxenesa, polueBoi KUCIOTH Wi BUTaMiuHa B12
cHUIKaeT »((PEeKTUBHOCTH JICUSHUS CPECTBAMHU, CTUMYJIUP VIOIUMHU SPUTPOTIOd3. JlaHHbIS
COCTOSIHUSA TpeOyIoT Koppekiinu. MHTepKyppeHTHBIE HH(EKIIUH, BOCTIAJICHUS WIH TPaBMBbI,
CKpBITBIE KPOBOTEUSHUSL, T€MOJIU3, TSLKEJI0E OTPABJICHHE AIIOMHUHHUEM, COITYTCTBYIONIUE
3a0oJieBaHMs KpOBU WK (PUOPO3 KOCTHOTO MO3Ta TAKXKe MOTYT HOBJIMSITH HA OTBET HA JICUSHHE
CPEeJICTBAMHU, CTUMYJIUP YIOIUMHU 3pUTPoT0oa3. OnpeiesieHne Ynucia peTUKYJIOIUTOB CIIeTyeT
BKJIIOYATh B OI[EHKY COCTOSIHUSA MMallueHTa. Eciu BCe epeuncIeHHbIe COCTOSIHUS UCKIIFOUEHBI, U
y ManueHTa HabmoJaeTes BHE3AHOS CHIDKEHUE ITeMOTIoOUHA, CBSI3AHHOE ©
PETUKYJIONUTONICHUEH U 0OHAPY)KUBAIOTCS aHTUTENA K SPUTPOIIOATUHY, HEOOX0IUMO IIPOBECTH
uccnegopanue koctHoro Moara Jiisi uckiroueHus [IKKA. Ilpu pazsutun IIKKA Tepanmto
npemaparoM Mupiepa® HeoGX0AMMO HPEKPaTUTh, 6e3 IMepeBo/a MALUEHTOB Ha TEPAIIHIO

JPYTUMH CTUMYJISITOPAMHU SPUTPOTIOH3A.
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' LT IR B s

ITKKA, BpI3BaHHAS HAJTMYHUEM aHTUTEI K DPUTP HOi&THH{}Mgle AT %’ﬁ%%’f&%&%ﬁ Behin

CTUMYJIATOPaMH 3PHTPOIIOn3a, BKII0Uas Hpenmapat Mupriepa®. BpLio mokasaHo, 4To 5TH
AHTHUTEJIA BCTYHAIOT B MIEPEKPECTHYIO PEaKIHIO CO BCEMHU CTUMYJILITOPAMH 3puTponionsa. Ilpu
HOJIO3PEHUH WK OOHAPYKCHHUH Y MAIIMEHTOB AHTUTEN K SPUTPONOATUHY, HE CIIeAYyeT
IIepeBO/INTH UX HA Tepaluio npenapatoM Mupuepa® (em. pazaen «IloGounoe meficTBHEY).
IIKKA y nayuenmoe ¢ cenamumom C: TIpU NapaTOKCATBHOM CHIDKEHUH COIePIKaHUS
reMOTJIOOUHA U PA3BUTHH TSDKEJIOW aHEMHUH, BHI3BAHHON HU3KUM YHCJIOM PETHKYJIOLUTOB,
HeoOX0/IMMO MIPepBaTh TEPAIUIO SMOSTUHOM U NIPOBECTH aHAJIM3 HA HAJIMYUE aHTHTEN K
sputponosTuny. Ciydan IIKKA ormevanucs y manueHToB ¢ renatutoM C, KOTOpbIe MMOJIy4YaIn
Teparuio HHTepGepoHOM U pUOABUPHUHOM OTHOBPEMEHHO ¢ SIOATHHAMU. IIpumeHeHue
SIOATHHOB He 0/100peHO JUISI Tepallui aHeMHH, aCCOIIMMPOBAaHHOM ¢ rematutoM C.

Koumpon, apmepuansroco daenenus: Bo BpeMs JieueHHs IpenapatoM Mupiepa®, kak u
JPYTUMH CTUMYJISITOPAMHU 3pUTPOTIOD3a, MOKET HAOII0AATHCS OBBIMICHHE apTePHATHHOTO
napyeHus. HeoOxoMMO KOHTpOJIMPOBATh YPOBEHb apTePHATIBHOTO JIABJICHHUS Y BCEX NAIIUEHTOB
J10 Havasa, B Hadajle ¥ BO BpeMs JleueHus npenapatom Mupnepa®. Eciiu nopsImeHHOE
apTepUaIbHOS JaBJICHUE HE YJaeTCsl KOHTPOJIMPOBATh MEUKAMEHTO3HO WM COOIIOCHUEM
JIHEThI, HeOOGXOIMMO CHH3HTD 103y MJIH MPHOCTAHOBHTH TepallHIo TiperapaToM Mupnepa® (cM.
paznien «Crnocol MpUMEHSHUS U 103bD»).

B xo/ie Tepaniuu 3MOSTHHOM OTMEUAIIUCH MAJICENbIE KOJICHBIE HENCENAMENbHBIE PeaKyull
(BruTr0uast cuHApoM CTHBeHCa-/[JKOHCOHA U TOKCHYECKHM SIIUAePMaIbHBIA HEKPOJIN3 ), KOTOpbIE
MOTYT OBITh JKH3HEYTPOIKAIOIMUMY UJIH JISTAIBHBIME (cM. paszziel «lloGouHoe neticTBHEY).
HauGonee TspKenble clydad OTMEUAIUCH TIPU IPUMEHSHUH SIIOSTHHOB JUTUTEIBHOTO JICHCTBHUS.
Ilepen Ha3HAa4YeHHEM HpenapaTta Mupiepa® maleHTOB ClieyeT MPOHH(GOPMHPOBATE O
BO3MOJKHBIX IIPH3HAKAX U CUMIITOMAX He)KeJIaTeJIbHBIX PeaKIIMH cO CTOPOHBI KOXKH U
I10/IKOJKHBIX TKaHEH, a TakKe TIIaTeJIbHO HAOIIOJATh MAIUSeHTOB HA IpeMeT PA3BUTHSI KOJKHBIX
peakuui. IIpy BOBHUKHOBEHUH IPU3HAKOB HJIM CUMIITOMOB TaKHUX PeaKIMH HE0OX0IMMO
HEMEUISHHO NIPEKPATUTh TEPAITHIO TIpenapatoM Mupiepa® B paccMOTpPETh BO3MOIKHOCTh
aJIbTepHATHBHOTO JICYeHHU. B cilydae pa3BUTHSA y AlUEHTA TsDKEJIBIX KOJKHBIX HEKeJIaTeJIbHbIX
peakiuii B pe3yabTaTe IpUMeHEHH s IpenapaTta Mupiepa®, Takux kak cuHapoM CTHBEHCA-
JIkoHCOHA MM TOKCHUYECKHH SIHIepMajibHbIM HEKPOJIU3, BO30OHOBIICHUE TepaIlU
CTHMYJIITOPAMH 3PUTPOIIO33a ULl IaHHOTO MTAlIMEHTa HEBO3MOIKHO.

Cooeporcanue cemoenobuna: He clieTyeT IPeBbIIIaTh JOIMYCTUMBIC BEpXHHUE IPAHHUIIBI
PEKOMEH/IOBAHHBIX II€JICBBIX 3HAUCHUH COJIepKAHMsI TeMOTJIOONHA IIPH O IepKaHUU
remorsiobuna y naiueHToB ¢ XBII (eM. pazgen «Cnocob npuMeHeHus u 103b1»). [lpu

IMIPUMCHCHHH B XO/JIC KJIMHUUCCKUX I’ICCJ'Ie}_'[OBaHI/Iﬁ CTUMYJIITOPOB SpHUTPOIIOd3a AJEI 10 CTHIKCHHA
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IEJICBOTO cojiepxKanusd remoriiodbuna >120 r/n (§.5 MMOJIID%}),: 5 lﬁ%ﬂgﬁ?}%%ﬁi 'J:ré;rgﬁt,ﬁ(;i:@'

HCX0/1a, CePhE3HBIX HE)KEJIATEIIbHBIX SIBJICHUN CO CTOPOHBI CEPC YHO-COCYIUCTON CUCTEMBI,
BKJTIOUAst TpOMOO03 WJIH HapYIISHUE MO3TOBOTO KPOBOOOPAIEHHUS, B TOM YHUCJIE HHCYIIBT (CM.
paznien «IloGouHoe nelicTBre»). Pe3yabTaThl KOHTPOJIUPYEMBIX KIIMHHYSCKHUX HCCIICOBAHUM HE
BBISIBWJIN 3HAYUMOTO MPEUMYIIECTBA IPUMEHEHHUS SIMIO3TUHOB B clIydae, €CJIM COJIepIKaHue
reMorJIo0HHA MPEBBINIACT YPOBEHb, HEOOXOIUMBIH JIISI KOHTPOJISI CHMITOMOB aHEMHH U
MpEeIOTBPALCHUS NIePEIUBAHUSA KPOBH.

BezonacHoCTh ¥ 5pdeKTHBHOCTH IIPUMe HeHUsI IpenapaTa Mupriepa® He yCTaHOBJIGHBI y
MAIUEHTOB ¢ YucsIoM TpoMOoruToR >500 x 10°/1, ¢ TeMOTJIOGHHOIATHSIMHE, SITHIICTICHCH,
KPOBOTCUCHHUSIMH WJIH HEJTABHUM aHAMHE30M KPOBOTSUCHHH, MO TPeOOBABIIMX TIePETHBAHHUS
KpoBH. B TaHHO# TOMYJISIITAKN TAIUEHTOB HEOOX0UMO COOITIOIaTh OCTOPOKHOCTS.

Bnusanue na pocm onyxonu: npenapat Mupuepa®, kak U Apyrue CTHMYIISTOPBI SPUTPOIO?3a,
SABIISIETCS (PAKTOPOM POCTA, KOTOPHIH B OCHOBHOM CTUMYIHUPYET 0Opa30oBaHHE SPUTPOIIUTOB.
DPUTPOMOATUHOBBIE PEIIETITOPLI MOTYT MPUCYTCTBOBATh HA MIOBEPXHOCTH PA3ITUUHBIX
OIYXOJICBBIX KJIETOK. CylIecTBYET BEPOSITHOCTD, UTO CTUMYJISITOPBI 3PUTPOTI033a, KAK U JIPYTHE
(baKTOPHI POCTa, MOTYT CTUMYIHUPOBATH POCT 3JI0KAUYSCTBEHHOTO 00pazoBaHus irodoro Tuma. B
JIBYX KOHTPOJUPYEMbIX KIMHUUYSCKUX UCCIIeI0BAHUSX TIPU IPUMEHEHUH SIIO3THHOB Y
MAIUEHTOB ¢ Pa3IUYHbIMHU 3JI0KAUSCTBEHHBIMHU OTYXOJISIMU, B TOM YHCIIE TOJIOBBI U IIEH,
MOJIOUHOH JKeJiesbl, HabMo1aIoch HeOOBSICHUMOE YBEJIMUCHHE JIETATTHHOCTH.
3noynompebnerie ipenapaToM 3I0POBBIMHU JIOIBMH MOJKET BhI3BIBATEH Upe3MEpHOS YBSITHUCHHS
COJICpIKAHUSI TEMOTJIOOUHA, COTIPOBOKIAOMISECS KUZHEYTPOKAIONUMH OCIIOKHEHHSIMHU CO
CTOPOHBI CePICTUHO-COCYTUCTON CUCTEMBI.

llpocnesicueaemocms: B METUITUHCKOM JTOKYMEHTAIIMH MTAlIUEHTA CJIeAyeT YKa3bIBaTh TOProBOE
HaMMeHOBaHHe Hpenaparta (Mupnepa®) 1 HoMep CepHH.

Bcenomozamenonoie eenjecmea

IIpenapar Mupriepa® coep:xut MeHee 1 MMoIb HaTpus (23 Mr) Ha 1 MJIL, TO €CTh MOKHO

CKa3aThb MPaKTHUCCKHU HE COACPIKHUT HanIrIﬁ

BmisHue Ha cnocoOHOCTE YIIpaBJATH TPAHCIIOPTHBIMH CpeACTBAMM, MEXaHU3MaMH
HCCJ’IGZ{OB&HI/I)‘I IO U3YUCHHUIO BJIUAHUA IIpEIIapaTa Ha CIOCOOHOCTD YIPaBJEATh TPAHCIIOPTHBIMHA
CpPeACTBAMH H 3aHUMATLCA JPYTHMH ITOTCHITUAJIBHO OIIACHBIMHA BUJAAMHU ACATCIBHOCTH,
TpeGYIOI[IHMI/I MOBBINISHHOM KOHICHTpAallu BHUMAaHHA U 6]':>ICTp0TbI MMCUXOMOTOPHBIX peaKuHﬁ,
HC IIPOBOJUJINACE. Hcxonsa uz Mexannszma AeUCTBUS U HpO(l)HJIH 66301'IaCHOCTI/I, nmpemapar

MHpuepa® He 001a/TaeT TAKUM JICHCTBUEM.
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dopma BbIIyCKA

PaCTBOD JUISI BHYTPHUBCHHOTO H IO AKOJKHOT'O BBSJACHHUA

ITo 50 Mxr/0.3 mut, 75 mxr/0.3 mut, 100 mMkr/0.3 MJ1 B MINPUIT-TIOOUKH, KOPITYC KOTOPHIX
M3TOTORJICH U3 cTekia (TuapoiuTuueckuii kiiace I mo E@), nopmieHs — U3 mI1acTMacchl, ¢
poOKo# U3 OyTWIKaydyKa, JJAMUHUPOBAHHOTO (ToproMMepoM. L{BeT MOpIIHA COOTBETCTBYET
I[BETY, KOTOPBIM BBIJIeJICHA JOBUPOBKA IIperapara Ha STUKEeTKe MIPHUI-TIOOHKA U Ha MavKe.

C apyro# CTOpOHbI MIPHUI-TIOOUKH YKYIIOPEHBI HAKOHSUHUKOM U3 OyTHIIKayuyKa,
JTAMMHHUPOBAHHOTO (PTOPIIOJIUMEPOM.

1 mnpuI-TIOOUK MOMENIAOT B MPO3pAYHbIH 3aIlUTHBIN TUIACTMACCOBBIM KOHTEHHED C
MPYKAUHOU.

1 cTepHJIBHYIO MUY /UL MHBEKIUH IIOMEIAl0T B TePMETHYHO YKYIIOPEHHBIN ILIACTMACCOBBIN
KOHTEHHep ¢ KOHTPOJIEM IIEpPBOTO BCKPBITHUSL

ITo 1 mmpui-TroOuKy U 1 KOHTSHHEPY CO CTEPUIHHOM UTJION U HHBEKIIUH TIOMEIIAIoT B
IIPO3PaYHyI0 KOHTYPHYIO SUYEHKOBYIO YIIAaKOBKY, TEPMETHUHO YKYIIOPEHHYIO. 1 KOHTYpHYIO
AYEHUKOBYIO YIIAKOBKY BMECTE ¢ HHCTPYKIIUEH 110 NIPUMEHEHHIO (JIMCTOK-BKJIAJIBII) IIOMEIIAIOT B
KapTOHHYIO ITaUKy.

C 1esiblo KOHTPOJIS IEPBOTO BCKPBITHSI HAa AYKy HAHOCUTCS 3all[UTHAs rojiorpaduyeckast
HaKJIeHKa.

B cnyuae ynaxosxu na AO « OPTAT »: ¢ 11eNbIo KOHTPOJIS IIEPBOTO BCKPHITHA HA MAYKY

HAKJICUBAIOT CaMOKJIeAHecs: CTUKephI ¢ JoroTturnioM AO «OPTAT».

Yci10BUA XpaHeHU s
XpaHuTh Ipu Temieparype 2-8 °C B KapTOHHOM Mauke Il 3allUThl OT CBETA.
He 3amopakuBaTh.

XpaHHUTh B HEAOCTYITHOM UL JISTEH MeCTe.

Cpoxk rogHocTH
3 rona.

He IIPUMCHAATH 110 HCTCUCHUH CPpOKa 'OJJHOCTH.

YceaoBus OTIIYCKa

OTnycKaroT IO perenTy.

Baaneneny PerucTpalifHoHHOT 0 YI0CTOBEPeHMS

®. Xodpdmann-JIs Pom JITa., [lpetiapus
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F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 407%1’,%@&?&1%@ EHOCTE 0002)

IIpousBomuTe H
®. Xodpdmann-JIs Pom JITa., [lpetinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

dacoBIMK (TIepBUYHAS YIIAKOBKA)
®. Xopdmanu-JIs Pom JITa., [lpetapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

VinakoBIMK (BTOPUYHASI/TIOTPEOUTETHCKAS YIIAKOBKA)
Pom /Tuarnoctuke I'm6X, ['epmanus

Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

AO «OPTAT», Poccus

157092, Poceusi, Koctpomckas 06:1., Cycanunckuii paiios, c. CeBepHoe, MKp. XapUTOHOBO

Broiyckaonniii KOHTPOIb KavdecTBa
Pom Jlnarnoctuke I'mM6X, I'epmanus

Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany

AO «OPTAT», Poccus

157092, Poceunsi, Koctpomckas 06:1., Cycanunckuii paiios, c. CeBepHoe, MKp. XapUTOHOBO

OpraHusaius, MPUHUMAOIIAS TPeTeH3HH OT MOTpeduTe el

Ipemensuu nompedbumeneti Hanpaenamo ¢ komnanuro AO «Poui-Mockeay no adpecy:
107031, Poccus, r. Mocksa, TpyOHas tuiomass, 1. 2, moMemenue 1, stax 1, komHata 42
T (495) 229 29 99, dake (495) 229 79 99

uny epes opmy obpamuoii cea3u Ha caiime:

www.roche.ru

B cnyuae ynaxoexu na AO « OPTAT » npemenzuu nompebumeneii Hanpasiams no aopecy:
157092, Poceusi, Koctpomckas 06:1., CycanuHckuit paiios, ¢. CeBepHoe, MKp. XapUTOHOBO

TesL./daxc (4942) 650-806
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