COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 02.04.2025 N= 3830

OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O ITIPEITAPATA
Pumanrtanun, 50 Mr, TaOIETKH.

2. KAYECTBEHHBIN 1 KOJIMMECTBEHHBIN COCTAB

JlelicTBytolIee BEMIECTBO: pUMaHTAIMH.

Kaxxnas tabnerka comepxut 50 Mr pumanTaanHa (B BUIE TUAPOXJIOPHUIA).

BcnomoraTenpHble BelecTBa, HATWYUE KOTOPBIX HAJI0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOTO
npemnapara: ilakrtosa (cMm. pazaensi 4.3, 4.4).

[Tonublii nepeyeHs BCIOMOTaTEIbHBIX BEIIECTB MPUBEJIEH B pasnene 6.1.

3. JEKAPCTBEHHAY ®OPMA
TaOneTku.
Kpyriibie TabaeTKu MI0CKOIMIMHIPUICCKON (POPMBI ¢ (hackoii OeIoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

[Ipenapat PumaHnTaguH nokasaH K NPUMEHEHUIO Y B3pOCibIX U eTel crapuie 10 neT i paHHero
JIeYeHHUs U NpOoUIaKTHUKY Tpunma A.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHM I
Jleuenue rpunma cieayer HauWHAThH B TeueHue 24—48 4 nocie nosBJICHUs] CUMIITOMOB OOJIE3HH.
Pexum no3upoBanus

B3spocnvie
Jleuenue ecpunna
Hasznauator mo 100 mr 2 pa3a B 1eHb. JTUTETHHOCTD Kypca JISUSHUsT COCTABIISET S5 THEH.

Ipoduraxmuxa epunna
Haznauarot 50 mr 1 pa3 B nenb B Teuenue A0 30-tu qHE.

Oco0BIe TPYIIIHI ITAIMEHTOB

Tayuenmor nosicunoeo éospacma (cmapuie 65 nem)
ITo 100 mr 1 pa3 B neHb.
Tlayuenmul ¢ Hapyuenuem ynKyuu novex
VY nmanueHToB ¢ HapylIeHueM (YHKIUH OYEK JISTKON CTETIeHH TSDKECTH M CPEIHEH CTETICHH TSHKECTH MPH
HEO0OXOIMMOCTH CIIeAyeT CHU3UTh 03y mpemapata: mo 100 mr 1 pa3 B 1eHb.
[MTareHTs! OJKHBI HAXOAUTHCS MO/ TIIATEIHLHBIM HAOIIOICHUEM.
Iayuenmul ¢ napywenuem Qynkyuu nevenu
VY manueHToB ¢ HapynieHueM (QyHKITUH TICUeHH JIETKON U CpeTHeH CTENICHH TSDKECTH ITPH HEOOXOIUMOCTH
cleyeT CHU3UTh 103y npenapata: no 100 mr 1 pa3 B AeHb.
[TanueHTs! JOKHBI HAXOAUTHCS MO/ TIIATEIbHBIM HAOIIOCHUEM.
eTu
Jleuenue ecpunna
Hetsim B Bozpacte 10 net — Ha3zHayatoT 1o 50 mr 2 pa3a B JI€Hb.
Hetsm ot 11 1o 14 ner — HazHavatot 1o 50 mr 3 pasa B JeHb.
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COOTBETCTBYET 3KCNEPTHC

ot 02.04_2025 N= 88

(MOCNEOOBATENEHOCT :. 0003)

Hetsm ctapiie 14 net — 70361 7151 B3POCIIBIX.

JmuTensHOCTh Kypca JICUEHUS COCTaBISET 5 THEH.
Ilpogpunaxmuka epunna
Hetsam crapue 10 net — o 50 mr 1 pa3 B AeHb B TeueHue 10 15-Tu JHEN.

Crioco6 mpruMeHeHus

BnyTps, nociie epl, 3anuBasi BOIOH.

4.3. [IpoTuBONOKA3aAHUSA

— l'unep4yyBCTBUTENBHOCTh K pUMAHTAAWHY, IPOU3BOJHBIM aJaMaHTaHa WIH JIOOOMYy U3
BCIIOMOTaTeJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pasaene 6.1

— IledyeHOYHas HEAOCTATOYHOCTD TSKEIION CTENEHH TSHKECTH

— ITloyeuHass HEIOCTATOYHOCTD TSKEIJION CTEIIEHU TSKECTH

— TupeoTtokcukos

— JedunuT nakrasbl, HEIEPEHOCUMOCTD JIAKTO3bI, TTIIOKO30-TalaKTO3HAsl MaIbaOCOpOIIHs

— bepemeHHOCTH U IEpUO TPYITHOTO BCKAPMIIMBAHUS

— Jletu no 10 ner

4.4. OcoOble yka3aHHus 1 MePbl PEI0CTOPOKHOCTH NIPH IPUMEHEHUH
C 0CTOpPOKHOCTHIO

— Hapymenust QyHKIINH KeTy109HO-KUIIIEYHOTO TPaKTa

— Hapymenus QyHKIMY IeYeHU W/UIHN MOYEK JIETKOW UM CPEAHEH CTENEHH TSKECTH
— Tsxenoe 3aboneBanue cepalia u/Wik HapyIIEHUS] CEPACYHOTO pUTMA

— DOnwuiencus (B TOM YKCJIE B aHAMHE3E)

— [TlanueHTaM MoOXUIO0ro Bo3pacra

B sTux cinyyasx pekoMeHIyeTcsl yMEHBIIUTD J03Y.

Oco0ble yKazaHus

Hayuenmul ¢ snunencueti

[Ipn ykazaHwsX B aHaMHE3€ Ha DJMWICTICHI0O W TPUMEHEHWH MPOTUBOCYAOPOKHOW Tepanmuu
OJIHOBPEMEHHBIN MTPUEM PUMAHTAMHA TTOBBIIIACTCS PUCK PA3BUTHSI MIIICTITUUECKOT0 TpHUCTyma. B
TaKUX CIy4asX CHIDKAIOT 103y puManTaauna 10 100 mr B nenb. Eciu pa3BuBaeTcst mpuUCTyII, IPUEM
JIEKApCTBEHHOT'O CPEJICTBA MPEKPAIIAOT.

Iayuenmwl ¢ nHapywenuem QyuKyuu nevexu

PumMaHTaguH NpoTHBOMOKA3aH B ClIydae TSHKENbIX HapyHIeHUH (QyHKIIUU TIeUeHH.

O0beM JOCTYNMHBIX JaHHBIX O TPUMEHEHWU pPHUMaHTaJWHA TMalMeHTaM C OCTPBIMH WJIH
XPOHUYECKUMH HapylIeHUSIMHU (YHKIMM TeYeHH orpaHudeH. [lepen HazHadeHHeM pUMaHTaIWHA
Bpay JIOJDKEH OILICHUTHh OXKHIAEMYIO TMOJb3y M IMOTEHIMAIbHBIM PUCK, a TakkKe HEO0OXOJIMMOCTH
KOppEeKTUpOoBaTh 103y. HeoOXxoauMo TimaTenbHO HAOMIOAaTh 3a MAlMeHTaMH, TaK KaK pUMaHTaIUH
WHTCHCUBHO METa0OJIM3UPYETCSs B TI€YEHU, M H3-3a HAKOIUICHHWS €ro MeTa0OJIMTOB TIOCIE
MHOTOKPAaTHOTO TPUMEHEHHUsSI JIEKAPCTBEHHOTO CpPEJICTBA MOTYT BO3HUKHYTH HEXellaTeIbHbIe
peaKkiuu.

Tayuenmol ¢ Hapywenuem yHKyuy novex

PumMaHTaguH NpOTHBOMOKA3aH B ClIydae TSHKENbIX HapyIIeHUH (QyHKIIUHN MOYEK.
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MY OTUETY

O6beM JOCTYNHBIX JaHHBIX O NPUMEHEHUU P MaHTaHI/'igall:l::ﬁlﬁﬁlé;ﬁiéLJEQngbeﬁﬁj - IPIIJ‘IIII/I

XPOHUYECKUMH HapyIICHUSIMU (YHKIIMH MTOYeK orpanuyeH. [lepen Ha3HauYeHUEM pUMaHTaIuHA Bpad
JOJDKEH OLIEHUTh OXHIAEMYI0 IM0JIb3y M TMOTCHIHUAIbHBIM PHUCK, a TakKkKe He0O0XOAUMOCTb
KOpPpeKTHpOBaTh J03y. HeoOXoammo TimarensHO HAOMIOAATh 3a MAlMEHTaMH, TaK Kak H3-3a
HAaKOIUICHUS PUMaHTaMHA U €70 METa0O0JIMTOB MIOCJIE MHOTOKPATHOTO MPUMEHEHUS JIEKAPCTBEHHOTO
CpeICTBa MOTYT BO3HUKHYTh HEKeJIaTeNIbHbIE PEaKIUH.

UToObl yMEHBIINTh PAa3BUTHUE PE3UCTEHTHOCTH K PUMAHTAJAMHY (TakKe aMaHTaJHHY), JICUCHUE
TPUIIIONOJO0HBIX CUMIITOMOB CIEAyeT MPEKpPaTUTh KaK MOKHO ObICTpee, €CIM 3TO KIMHUYECKU
BO3MOJKHO, OOBIYHO MPHUMEPHO 4Yepe3 5 JHeW uiu B TeueHue 24—48 4acoB 1MOCiIe MCUYE3HOBEHHS
CUMIITOMOB.

BcnomorarenbHble BelecTsa

[TanmeHTam ¢ peko BCTpeyaroleiics HacaeJCTBEHHOH HEMepEeHOCUMOCTBIO TaIaKTO3bl, Ae(UIIUTOM
JIaKTa3bl JIoNapeil WM III0K030-TalaKTO3HOH ManbabcopOuueil He cienyeT NpUHUMATh MpenapaTt
PumaHTaguH n3-3a HaIM4YKs JIAKTO3bl MOHOTHAPATA B COCTABE BCIIOMOIATENIbHBIX BEILECTB.

4.5. B3aumoneiicTBHe C [PYrHMH JIeKADCTBEHHbIMH IpenapaTamMM W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

PumanTtanua cHbkaeT 3¢ (eKTHBHOCT MPOTUBOIMMICITHYECKUX MPENapaToB.

[lapaeraMonn ¥ auneTUICATMUMIOBAas KHUCJIOTa CHMKAIOT MAaKCHUMAaJbHYK KOHLEHTPALUIO
puUMaHTaIMHa B Iu1a3Me KpoBu Ha 11 %.

[umeTnauH CHUXKAET KIMPEHC puMaHTaanHa Ha 18 %.

AncopOeHTHI, BSOKYIIHE U 00BOJAKUBAIOILINE CPEACTBA YMEHBINAIOT BCACHIBAHUE PUMAHTAINHA.
3amenayuBaronue Mouy CpeicTBa (amera3ojamuj, HaTpUs THIPOKApOOHAT W Jp.) YCHIUBAIOT
3¢ (HeKTUBHOCTh PUMAHTAANHA BCIEACTBUE YMEHBIICHUS €r0 BIBEICHUS TOUYKAMH.

3aKucnsIomue Mo4y CpelcTBa (Hampumep, KUCIOTa acKOpOMHOBasi) YMEHBIIAIOT 3G (HEKTUBHOCTh
pUMaHTaIMHA BCIEICTBUE YCUJICHHS €TO BHIBEACHHS MOYKAMHU.

CrnenyeT BO3Jep>KUBATHCS OT YIOTPEOIEHUS aJIKOTOJIsl, TAK KaK MOTYT BO3HUKHYTh HEIIPEIBUICHHbIE
pEeaKIMu CO CTOPOHBI LIECHTPAJIbHON HEPBHOW CHCTEMBI.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepemeHHOCTD

OTCYTCTBYIOT JaHHbIE O NPUMEHEHUH pPHUMaHTaJWHA BO BpeMs OepemeHHOCTH. lIpumMeHeHue
MIPOTUBOMOKA3aHO MPH OEPEMEHHOCTH.

JlakTanus

OTCyTCTBYIOT JaHHBIE O TMPUMEHEHUS PUMAaHTaJWHA B TEPUOJ TPYJHOrO BCKapmiMBaHus. B
HCCIIEIOBAHUSX HA KUBOTHBIX YCTAHOBJIGHO, YTO PHUMAHTAIWH TPOXOJUT 4Yepe3 IUIalleHTApHBIN
Oapbep M BBIIENSAETCS B MOJOKO caMKH. [IpuMeHeHue MpOTHUBOMOKA3aHO B TEPHOJ TPYIHOTO
BCKapMJIMBaHUSI.

DepTUILHOCTh

Uccnenoanus Ha GepTHILHOCTD Y )KUBOTHBIX HE BBISIBUIIN YTHETCHHUS IIJI0JJOBUTOCTH.

4.7. BuusiHMe Ha CHOCOOHOCTH YNPABJAATHL TPAHCNOPTHBIMHM CpeacTBAaMH M padorarh ¢
MEXaHU3MaMH
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PumanTanua He BIUSCT Ha CITOCOOHOCTH YHOPaBJIATEH TD&HCH&MIMD%HCEEM ‘HO JT[/III&M I

KOTOPBIX BO3HHMKAIOT TOJOBOKPY)KEHHE, TOJIOBHAsI OOJb WJIM APyTHUe HEXKeNaTelbHbIe PEaKiiu CcO
CTOPOHBI IICHTPAIBLHON HEPBHOM CUCTEMBI, CIEIYET COOII0JaTh OCTOPOKHOCTb.

4.8. HexenaTeJibHbIC peaKIMU

Pesrome nmpoduiisg 0€30acHOCTH

B kimHn4eckoM uccienoBanuu ¢ yyactrueMm 1027 marueHToB, KOTOPBIC HOJYYald CyTOYHYIO J03Y
pumanTaaunaa 200 mr, HanOoJiee YaCThIMU OBLIH K00l Ha HAPYIICHUS CO CTOPOHBI JKEIYI0YHO-
KHILIEYHOT'O TPAKTa U HEPBHOM CHCTEMBI.

TabnuaHoe pE3IOMe HEXKENIaTeIbHBIX peaKIIUi

Krnaccudukanus HexenaTeNbHBIX PEaKIUi 10 4acTOTe pa3BUTHS: o4eHb dacto (> 1/10), gacto (>
1/100 1o < 1/10), Hewacto (= 1/1 000 HO < 1/100), peaxo (> 1/10 000 o < 1/1 000), oueHb peako (<
1/10 000), yacToTa Hen3BeCcTHA (HAa OCHOBAHUU UMCIOIIMXCS JIAHHBIX OIICHUTh HEBO3MOXKHO).
Tabnuna 1. HexxenatenbHble peakiiuu, 3aperucTpUPOBAHHbIEC PU MIPUMEHEHUU pUMaHTaIMHA

Yacro ‘ Heuacrto ‘ YacToTa HEeM3BeCTHA
llcuxuueckue Hapywernus

JIETIpeCCHst

sidopust

TaJITFOIIUHAIIUN

Hapymesz CO CNOPOHbL H€p6H012 cucmemaol

OeccoHHuIIa TOJIOBOKPYKEHUE
TOJIOBHBIE 00JIN
MOBBIIICHHAS BO30OYAMMOCTh
HapyIICHHE BHUMaHUS
aTakcus

COHJIUBOCTD

THIEPKUHE3

TpemMop

COCTOSTHUE CITyTaHHOCTHU
CO3HaHUSA

CyJloporu

W3MEHCHUE WIH TTOTeps
00OHSHHSA

Hapywenus co cmoponul opeana criyxa u rabupunma

HIyM B yIlIax

Hapywenus co cmoponul cepoya

cepaleOueHme

CepJieYHass HEeJOCTATOYHOCTh
Oy0kaza cepama

TaxXuKapansa

Hapywenus co cmopoHul cocy0os

THUIICPTCH3UA
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1epeOpOBACKYISIPHBIC

HapyLICHUS
00MOpOK

Hapywenus co cmoponul OvixamenvHotl cucmemsl, Op2aHos8 2pyOHOU KIemKU U CPeOOCmeHUs.

OJTBITITKA
OpoHXoOCcIa3m
Kaleib

JKenyoouno-kuweunvie HapyuieHus

TOIIHOTA AHOPEKCHUS
pBOTa CyXOCTb BO PTY
00JIb B JKMBOTE
Japest
JIACTIETICHS

HapymeHuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

CBIIIb 3yA

TanyJie3Has ChIllb
TCHEPAJIM3UPOBAHHAs CHIIIb
KpaluBHHULA

061/(/;146 HApyweHnus u peakyuu 6 mecme 66e0eHUs

aCTCHHUA

yCTaJIOCTh

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DCaKHI/Iﬁ

YacroTa HeXenaTeabHBIX PEakKlHil, OCOOCHHO CO CTOPOHBI KEIYyJAOYHO-KHIIEYHOTO TpaKTa H
HEPBHOM CHUCTEMBI, YBEJIMUMBAETCS M1OCIIE PEBBINICHUSI PEKOMEHOBAHHBIX J03.

B oTnenpHBIX cmydasx Mmociie MPeBBIIICHUS] PEKOMEHIOBAHHBIX /103 HAOMI0JaeTCsl CIe30TOYHBOCTh
TJ1a3, MOBBIIIEHNE MOYEHCITYCKaHuUs1, 03HOO, 3amop, MOTOOT/EIeHHE, CTOMATUT, THIIecTe3us], 60JIb B
riaszax.

B GospmnHCTBE cydaeB HeXXenaTeNIbHbIC PEAKIIMY UCUYE3al0T MOCIIe OKOHYaHUS MprUeMa Ipemnapara.
ITarmmeHTHl MOKUIIOT0 BO3pacTa

Nwmeetcs pa3Has nHpopMalns 0 HeXellaTelbHbIX peaklMsIX y NAlMeHTOB CTapuecKoro Bo3pacra. B
KIIMHUYECKOM HCCIIEJOBAHUM BO BpeMs snuaeMuu rpunma B 1997-1998 r. ¢ yuactuem 156
NAIMEeHTOB CTAPUYECKOro BO3pacTa HeXKellaTelIbHbIE peakIMK Ha0It01alu ToNbKo y 1,9 % nanuenTos,
B OCHOBHOM — HapyIICHHs CO3HAHUS.

B apyrom KOHTpPOJIMPOBAaHHOM HCCIIEOBAHMM C ydacTHeM 83 MAIlMEHTOB CTAp4YEeCKOro BO3pacTa,
TpeOyIOUINX yX0/1a Ha IOMY, B IpYIIIE MOIy4YaBIIMX IJ1a1e00, HexXellaTelbHbIe PEaKLIUN CO CTOPOHBI
LEHTPAJIbHOW HEPBHOW CHUCTEMBI OBLIM OTMEYeHbl y 8,3 % ManueHToB, a B IpyMIie MPUMEHSBIINX
pumantanud — y 10,6 %. Ilpodunb 3Tux sBI€HMI - OGECCOHHUIA, MOBBIINIEHHAs BO30YIWMOCTD,
HapylUIeHHs] KOHLIEHTPALlUY BHUMaHUs, TOJIOBOKPYKEHHE.

Coobu1ieHne 0 Mo103pEBAEMbIX HEXKEIATEAbHBIX PEAKIIUAX

Baxwuo COOGIJ.I&TB 0 OAO3PCBACMELIX HCKCIIATCIIBHBIX PCAKIUAX MOCJIC PETUCTPALIUUA IIpCIlapaTra C
OCJIBIO obecneucHus HCIMIPECPBIBHOTO MOHUTOPUHI'Aa COOTHOIICHUS «I10JIb3a — PUCK)» JICKAPCTBCHHOT' O
Ipemapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCH COO6H_[aTL 0 JIIOOBIX IMOoA03pCBACMBIX
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0 HEXEJIaTENbHbBIX PeaKLUsiX rocyJapcTB — WiEHOB EBpa3uiickoro 3KOHOMU4ECKOI0 COH3a.

Poccuiickas @enepanus

denepanbHas Ciryk0a 1o Haa30py B chepe 31paBoOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHCKas IUI01a1b, 1. 4, cTpoeHue |
Tenedon: +7 (800) 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B "HGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTn « THTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

Bo30yxnenue, rauntoinHay, apuTMHUsL.

Jleuenue

ITpombIBaHME Keily/iKa, CUMIITOMATUYECKas TEPaIusi: MEPONPUATUS Ul NOJAEP KaHUS >KU3HEHHO
BaXXHBIX (PYHKITHI.

PumaHTa MH 9aCTUYHO BBIBOJUTCS MTPHU TE€MOIUANIN3E.

5. PAPMAKOJIOTMTYECKHE CBOMCTBA

5.1. ®apmakoanHaMHu4ecKHe CBOCTBA

dapMakoTepaneBTUYeCKass Tpymmna: NOPOTUBOBUPYCHBIE CPEICTBA CHUCTEMHOTO  JIEHCTBUS;
MIPOTUBOBUPYCHBIE CPEICTBA MIPSIMOTO JACHCTBHS; IIUKIMYECKUE aMUHBI.

Kon ATX: JOSAC02

MexaHu3Mm JIeHCcTBUS

PumManTaguH SBIsSETCS MPOU3BOIHBIM aMaHTA/IMHA C BEIPAKEHHON MPOTHUBOBUPYCHOM aKTUBHOCTBIO.

OH »¢¢exTuBeH NpoTUB BUPYCOB rpunna tTuna A. Pumantanus He o0iaaaer nian o0ianaeT TOJIbKO
HE3HAYUTENIbHBIM JIEHCTBUEM NIPOTHUB BUPYCOB Ipunna B. PumaHTanuH yrHeTaer periMKaluio
BHUpyCa Ha paHHEH CTaguu LMK, BO3MOXKHO, TOPMO3UT (OPMHUPOBAHHE BHUPYCHOH OOOJIOYKH.
I'enernueckue uccie0BaHUS MMOKa3alyu, YTO B IPOTUBOBUPYCHOM JEHCTBUM PUMAHTaJHA IPOTUB
BUpyca rpunna A BaXHOE 3HAYEHHE HMeeT crenupuuecKuil NnpoTeMH reHa M2 BHUpHOHA.
PumanTasuH IN Vitro yrHeTaeT peruivKaiuo BCeX TPEX M30JUPOBAHHBIX OT YEIOBEKa aHTUTCHHBIX
noarunos Bupyca rpunna A (HINI, H2N2 u H3N2). PumanTanuH yrHeTaeT aKTUBHOCTb MOHHBIX
KaHaJloB MpoTerMHa MeMOpansl M2. B pe3ynbraTe NpOMCXOOUT YrHETEHHME auuAudukanuu
BHYTpPEHHEH CpeJpl BUpyca, KOTOpast HeoOXxoauma Jijisi Gy3ur BUPYCHOM O0OJIOUKHU C SHIOCOMOU U
JUIS TUCCOLIMALIMU MTpoTenHa MaTtpullbl M1 ot kommiekca pruOoHykieonpoTerHa. Takum o6pasom
OJIOKMpYETCS perIMKalus BUpyca Ha paHHe cTaguu UHQEKIUH.

dapmakoanHamuyeckne 3G HeKThl

Koppensius Mex 1y 4yBCTBUTEILHOCTHIO BUPYCa TPUIIA A K pUMAHTaIUHY IN VIro 1 KIMHHYECKOU
3(¢(HEeKTUBHOCTBIO  JICKAPCTBEHHOTO  CpPEACTBA HE  yCTaHOBJIECHA. Pe3yibTaThl  TECTOB
YyBCTBUTEILHOCTH (BBIPQKCHHBIE KOHIICHTpAIMEH JIEKApCTBEHHOTO BEIIECTBA, CIOCOOHOM
MHTHOMPOBAThH PEILTUKAIIMIO BUPYCa B KYIbType KieTok Ha 50 % u Gornee) BappupyroT OT 4 HI/MII 10
20 MKT/MII, B 3aBUCUIMOCTH OT KYJIbTYPHI KJIETOK, HCTIOJb30BAHHOM B AKCIIEPUMEHTE, MTUTATEIHHON
Cpelbl, BBEJIEHHOTO IITaMMa BUpyca rpunmna A u oobema.
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PUMaHTaJIMHy IITaMMbl. Pe3ucTeHTHblE MmTaMMbl (OPMHUPYIOTCS M TOT/A, KOIrJa PUMaHTAJAUH
IIPUMEHSETCS B 3aMKHYTOM cpefie. Pe3sucTeHTHBIE BUPYChl TPAHCMUCCUBHBI U BBI3BIBAIOT TUIIMYHOE
IpUNIO3HOE 3a00JeBaHue. PEe3UCTEHTHOCTh K OT/AEIBHBIM CEPOTHIIAM TpUIMNa A B pa3HbIe T'OJbl B
pa3HBIX PETHOHAX MUPA MOXKET OTJIMYATHCS, IO3TOMY JI0 Havaja Tepanuy U NPOPHIAKTHKH CIIeTyeT
UACHTU(GUIMPOBATH YyBCTBUTEIBHOCTh BUPYCa B JAHHOM PETHOHE.

PrMaHTagyH He BiIMSAET Ha MMMYHOTE€HHBIE CBOMCTBA MHAKTHBMPOBAaHHOM BaKLMHBI Irpunmna A.
[Tocne BakMHALMY, B Clly4yae SMUAESMUN I'PUIINA, PUMAHTAIMH MOKET 3aIlUTUTh OT 3a00JI€BaHUs B
TedyeHue Tex 2—4 Hezelnb, KOTOpble HEOOXOAUMBI ISl POPMUPOBAHUS AHTUTEN.

5.2. apmakoknHeTHYECKHE CBOIICTBA

@apMaKOKHUHETUKA PUMAHTAJMHA JOCTATOYHO XOopowmo wusydeHa. [lociie OAHOKpAaTHOro WM
MHOTOKPATHOIO IpUEMa Mpenapara MaueHTaMy Pa3IMuHbIX BO3PACTHBIX IPYIIT KOPPEIALUI MEKITY
KOHILIEHTpalMel pUMaHTaANHa B IJIa3Me KPOBHU U €r0 aHTUBUPYCHON aKTUBHOCTBIO HE YCTAaHOBJICHA.
AOGcopbims

[Tocne nepopalibHOro MPUMEHEHHUS JIEKAPCTBEHHOE CPEACTBO OKA3bIBAE€T XOPOIILYIO BCAChIBAEMOCTb,
HUMEET BBICOKYIO OMOAOCTYIHOCTb.

Pacnpenenenue

[Tocne oxnol mepopanbHOM 10361 puMaHTaguHa 100 Mr MakcuManbHasi KOHIIEHTPALMS B IJIa3Me
74 ur/mn (B peaenax ot 45—138 Hr/mi1) y 310pOBBIX B3pocibix (20—44 net) qocTuraercs B TSUCHHE
5-7 gacoB. Okono 40 % puMaHTaaAWHA CBS3BIBACTCSA C OENKaMU IUIa3Mbl, TJIABHBIM 00Opa3oM
anpOymuHamu. [lonynepuon snuMHHANKMK OTHOM O3Bl B ATOW HCCIEAYEMOH TpyIlie B CPEeIHEM
COCTaBJISIET 25 4acoB, OJHAKO B Bo3pacTHOM rpymme 71-79 ner — B cpeanem 32 yaca. Ilocne
npuMeHenus 100 Mr pumaHTaarHa Ba pas3a B J€Hb Ha NPOTshKeHUH 10 1HEH y 310pOBBIX B3POCIBIX
(18-70 set) rutomaas moa KpuBoi koHieHTpaiwms-Bpemst (AUC) 6buta nmpumepro Ha 30 % Oosnblire,
4eM I0cIie OJJHOM OTeIbHOU A03bl. B nmepuos crabunusaiiy KOHIEHTPalKsl aKTUBHOTO BEIIECTBA B
mwiasme Obuta B mpenenax 118468 ur/mi. B 3Toil rpymnmne He BBISBICHBI PAa3IUyUs MapaMeTpoB
(apMakOKMHETHKHU, 00yClIOBIeHHbIE Bo3pacToM. CpaBHMBasi TpU TPYIIbI NAIUEHTOB MOXKHIJIOTO
Bo3pacra (50-60 ner, 61-70 ner, 71-79 ner), BBISICHUIIOCH, YTO B BO3pacTHOU rpynme 71-79 ner
AUC, makcumalibHas KOHLIEHTpAIMs B TIa3Me U MOJIyIEPHUO SIMMUHALIMY B IEPHO]] CTa0MIIN3allun
6butn Ha 20-30 % Oosblie, 4YeM y OCTAJIbHBIX JIBYX HCCIEIYyEeMbIX I'pyMIl. Y MalUEHTOB Ha JIOMY
MOXKUJIOTO M cTapyeckoro Bo3pacta (68—102 roma) B mepuwoj CTaOMIU3alMK KOHIIEHTPALUS
puUMaHTaMHa B MIa3Me Obuia B 2—4 pasa BhIIIE, YeM Y 3[JOPOBBIX MOJIOIBIX U B3POCIBIX CPEIHETO
BO3pacTa.

buorpanchopmarus

PruMaHTaglH HMHTEHCUBHO META00JIN3UPYETCS B IEUEHU IMYTEM T'HAPOKCUIMPOBAHUS, KOHBIOTAIIUH U

TJIIOKYPOHU3AIHH.
OIMMUHAINS

B mazMe BBISBICHBI TpU META0ONMTa THAPOKCWIMPOBAHUS. OTH U €€ JOMOJIHUTEIHHO
KOHBIOTUPOBAHHbIE META0OJIUTHI cOoCcTaBIIOT 74+10 % oT oxHo#l oraensHON 10361 200 Mr U U3
OpraHM3Ma BBIBOJATCSA C MOYOH B TeueHue 72 yacoB. Menble 25 % NpUHATON J03bl BBIBOAUTCS C
MOYOI1 B HEU3MEHEHHOM BUJIE.

IleyeHOYHAst HEIOCTATOYHOCTb
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IIOJIyBBIBEIEHUSI — B 2 pa3a, a TEOPETUYECKUM KIupeHC cHuxkaercs Ha 50 % mo cpaBHEHMIO C
JAHHBIMU TTOKA3aTeISIMU JI0 YXY/IIEHUS MEYCHOUYHBIX (PYHKINH.
IloyeuHas HEIOCTATOYHOCTh

[Tpu movyeyHOW HETOCTATOYHOCTH YBEIMYMBACTCS KOHIICHTPALUs METaOOJIMTOB pUMaHTaJIuHA B
1a3Me KpOBH.

eTH
dapMaKOKMHETHKA JIEKaPCTBEHHOT'O CPEJCTBA Y JIeTel cXoxka ¢ (hapMaKOKUHETHUKOHN y B3POCIIBIX.
VY necsaru aeteit (4—8 neT), KOTOpBIE MOTyYaId OJIHY 103y puMaHTaauHa (6,6 MI/Kr), uepes 5—6 yacoB
KOHIIGHTpalusl B IIa3Me KpoBH Kosebanach oT 446 mo 988 ur/mi, yepes 24 uwaca — ot 170 go
424 ur/mi. [Tomyniepro 3IMMUAHAIIMY B 3TOM TPYIIIE B CpeHEM cocTaBisil 24,8 yacoB. B oTnenbHbIX
Cllydasix y JieTell akKTHBHOE BEIECTBO JIEKAPCTBEHHOI'O CPEJCTBA B IUIa3Me OOHAPYKHMBAJIU 4epe3
72 yaca nociae TpUMEHEHUs MOCIEeIHEH JT03bI.

6. PAPMAIIEBTUYECKUE CBOMCTBA
6.1. [lepeyenb BcnoMorateJibHbIX BellleCTB
JlakT03b1 MOHOTHAPAT

Kpaxman xaprodenbHbiii

Maruus creapat

6.2. HecoBmMecTUMOCTDH
He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)
5 ner.

6.4. OcoOble MepbI IPEOCTOPOKHOCTH NP XPAHEHHUH
ITpu Temneparype He Bbiie 25 °C.

6.5. XapakTep u conep:kaHue NePBUYHON YIAKOBKHU

ITo 10 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY U3 IUICHKH MOJMBUHUIXJIOPUAHON U (HOJIBTU
ATFOMHHHUEBOU MEYaTHOM TaKWPOBAHHOM MIIM THOKOH YIaKOBKH Ha OCHOBE aTFOMUHUEBOU (DOIBTH.
[To 1 nnu 2 KOHTYpHBIE SUEHKOBBIE YITAKOBKH BMECTE C MHCTPYKLUEH 11O MPUMEHEHHUIO TOMEIIAIOT B
MayKy U3 KapTOHa.

6.6. OcoObie Mepbl NPEI0CTOPOKHOCTH MPH YHUUYTOKEHUH MCIIOJIH30BAHHOIO JIEKAPCTBEHHOT0
npenapara WiM OTXO0J0B, NMOJYYEHHBIX MOCJe NMPUMEHEeHHs JeKApPCTBEHHOro mpenapara, u
Apyrue MAaHUMYJISIUAHU C IPEnapaTomM

Het oco6bIx TpeGoBaHMiA.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccutickas @enepanus

denepanpHOE TOCYAAPCTBEHHOE YHHUTAapHOE Npennpustne «MOCKOBCKMI SHIAOKPHHHBIA 3aBOI
(OIVIT «OHIAODAPM»)
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109052, r. MockBa, BH.TEp.I. MyHULIMTIAIBHBINA OKPYT Hmerodazl_'ciu:rlig%n EI’TOE%M&BFCE&HI le[ '25

ctp. 1

Ten.: +7 (495) 678-00-50

daxc: +7 (495) 911-42-10

Anpec 3IeKTpOHHOM mouThl: Mez@endopharm.ru

7.1. IIpeacTraBuTeJIb AeprKaTe/Isl pETHCTPAIMOHHOIO yA0CcTOBepeHusi Ha TeppuTopun Coro3a
[IpereH3un norpeduTesiell HANPaBIATh MO AAPECY:

Poccuiickas @enepanus

®enepanbHOE TOCYIAPCTBEHHOE YHHUTapHOE NpeAanpusithe «MOCKOBCKHMWA 3HAOKPUHHBINA 3aBOJ»
(PryI1 «9QHAODPAPM»)

109052, r. MockBa, BH.Tep.T. MyHULIMTNIANbHBIN OKpYyT Hikeropoackuid, yia. HoBoxoxiosckas, 1. 25,

ctp. 1

Ten.: +7 (495) 678-00-50

daxc: +7 (495) 911-42-10

Anpec 37eKTpoHHO# mouTsl: pv@endopharm.ru

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JJATA NEPBUYHOW PEIMCTPAIIMM (IIOATBEPXKJIEHWS PEIMCTPAILIMM,
IHNEPEPETUCTPALINN)
Jlata nepBoii perucTpaluu:

10. JATA IEPECMOTPA TEKCTA
OO01ast XxapakTepuCTHKa JIEKapCTBEHHOIO Mpernapara Pumantaauy noctynHa Ha HHOOPMAIlMOHHOM

noprane EBpasuilckoro sKOHOMHMYECKOTO COI03a B HMH(POPMAIMOHHO-KOMMYHHKAIIMOHHOW CETH
«Hurepuer» https://eec.eaeunion.org/
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