COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 30.10.2024 N= 23958

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7003

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEITAPATA

Pumantanuna Peneain, 50 mr, TabneTku.

2.  KAYECTBEHHBIA U KOJTMYECTBEHHBIA COCTAB

JleficTByrolee BEIECTBO: PUMAHTAUH.

Kaxnas Tabnerka cogepxut 50 Mr pumaHTaiHa (B BH/IE THAPOXJIOPUIA).

BcrnomoratenbHble BelecTBa, HaJM4We KOTOPBIX HAJ0 YUUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npemnapara: jakto3a (cMm. paszaensi 4.3. u 4.4.).

[TonHbIi epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIECH B pasjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.

Kpyrnble mnockonmumuHapuyeckue TabIeTKu Oenoro mid mMmoutd Oenoro mBera ¢ (hackom.
JlomyckaeTcss MpaMOpPHOCTS.

4. KJIIMHUYECKHUE JAHHBIE

4.1. Tloxa3aHusl K NPUMEHEHUIO

[Ipenapat Pumantanun PeneBan moka3aH K NMPUMEHEHHUIO Y B3pOCHbIX U JeTei ctapiie 10 ner
JUTSL pAaHHETO JICYCHUS U TPO(UIAKTUKHY TpUIa A.

4.2. PexuM 103UPOBAHMS M CNIOCOO MPUMEHEHU S

Jleyenue rpunma cienyer HauMHaTh B TeueHHe 2448 4vacoB mocje MOSBICHHS CHMIITOMOB
00J1e3HH.

PexxuM 103upoBaHusd

Jleuenue ecpunna

Haznavaror o 100 mr 2 pa3a B 1€Hb.

JmuTenbHOCTh Kypcea JICUEHUS! COCTABIIAET 5 THEM.
IIpogpunaxmuxa epunna

Haznavaror o 50 mr 1 pa3 B gens B Teuenue 10 30-Tu gHEN.

Oco0bIe I'pynnbl HaMCHTOB

Tayuenmoi nosxcunozo 6ospacma (cmapute 65 1em)

ITo 100 mr 1 pa3 B ieHb.

TIayuenmul ¢ Hapywenuem GyHkyuu nouex

VY manueHToB ¢ HapylmieHHeM (YHKIIUU TOYEK JETKON CTEeTEeHU TSKECTH U CPeIHEH CTEleH!
TSOKECTH TIPU HEOOXOJAMMOCTH CJEAyeT CHHM3UTh A03y mpemaparta: mo 100 mr 1 pa3 B neHs.

HaHI/IeHTI)I JOJDKHBI HaXOAUTHCA 110 TIIATCIIbHBIM Ha6J'IIO)IeHI/ICM.
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VY nanMeHToB ¢ HapymeHHeM (YHKIMHM TE€YeHU JIETKOM M CpelHEel CTEeNeHH TSHKECTH Hpu

HEOOXOAMMOCTH CleyeT CHU3UTH 403y npenapara: mo 100 mr 1 pa3 B 1eHb.
ITanmeHTHl JOMKHBI HAXOAUTELCS MO/ TIATEIbHBIM HAOIIOIEHUEM.
€T’
Jleuenue ecpunna
Hetsim B Bo3pacte 10 net — HazHavatoT 1o 50 mr 2 pasa B JI€Hb.
Hetsm ot 11 1o 14 net — HazHavaroT no 50 mr 3 pasa B JIeHb.
Hetsam crapiuie 14 net — 10361 17151 B3pOCIIbIX.
JIMUTeNbHOCTh Kypca JICUEHHsI COCTABIIAET S5 THEM.
Ipogpuraxmuxa epunna
Hetsam crapure 10 net — mo 50 Mr 1 pa3 B ieHb B TeueHue 10 15-Tu qHel.

Cnoco6 IIPUMCHCHUA

BuyTps, mocine eapl, 3anuBasi BOAOH.

4.3. TIpoTHBOMOKA3aHMSA

e [ UNEepUYyBCTBUTEIBHOCTh K PUMAHTAJAWHY, TPOU3BOJHBIM aJaMaHTaHa WU
U3 BCIIOMOTaTENIbHBIX BEIECTB, IEPEUNCICHHBIX B pasaene 6.1.;

® [ICYCHOYHAsl HEIOCTATOYHOCTH TSKEJIOW CTETICHHU TSKECTH;

® [I0YEYHAs HEJOCTATOUYHOCTH TSIKEIION CTETICHHU TSDKECTH;

® TUPEOTOKCUKO3;

L4 6epeMeHHOCTB " ICPpUOJ rpyaAHOTO BCKApMIINBAHUS

THO00MY

L4 I[G(IJI/II_II/IT JIaKTa3bl, HCICPCHOCUMOCTD JIAKTO3bI, I'NTFOKO30-TaJIAKTO3HAA MaJ'ILa6COp6I_II/I$I;

e neru 1o 10 ser.
4.4. OcoOble yka3aHHsl M MePbl MPEI0CTOPOKHOCTH NPH NPUMEHEHH U

C 0CTOPOKHOCTBLIO

o Hapymenus gynkuu xemynouHo-kuueyHoro Tpakra (KKT);

. HapymeHust QyHKIUY IeYeHU W/UITU MTOYeK JIETKOM MK CpeHeN CTENeHH TAKECTH;
o TsDKENoe 3a00JIeBaHNe Cep/ilia W/WIIN HapyIICHUS CEPJICYHOTO PUTMA;

o snuIierncus (B TOM 4Hciie B aHAMHE3E);

o ManyeHTaM MOKIIIOTO BO3pacTa.

B aTHX ciy4asx peKOMEHIyeTCsl yMEHBIIUTH J03Y.
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Oco0nle yKazaHus

Ilayuenmui ¢ snunencueti

[Ipu ykazaHusix B aHaMHE3€ Ha SNWICNCHI0O U MPUMEHEHUE MPOTHUBOCYIOPONKHON Tepanuu
OJIHOBPEMEHHBII MpHUeM PUMaHTaIuHA MOBBIIIAET PUCK Pa3BUTHUS SMWICITUYECKOTO MPUCTYIA.
B nannbIX ciiydasix cHIKaroT q03y puMmanTtaauHa a0 100 mr B gens. Ecinu pazBuBaercs npucTyi,
IIPUEM JIEKAPCTBEHHOI'O CPEJCTBA MPEKPAIIAOT.

THayuenmoi ¢ HapywieHuem QYHKYUU neveHu

PruMaHTauH MpOTUBONOKA3aH B Cllydae TSDKEbIX HapyIIeHUH (QyHKIUU MeYeHH.

OO0beM J[OCTYMHBIX [aHHBIX O MPUMEHEHUH PUMAHTAJMHA MAlMeHTaM C OCTPbIMH WM
XPOHUYECKHMH HAPYIICHUSIMU (DYHKIIUU TIeUeHU orpannueH. [lepes Ha3HAaUeHHEeM pUMaHTaIuHA
Bpad JIOJDKCH OLICHUTh OKHUIAEMYIO TIOJb3y U MOTCHIUATBHBIA PHUCK, a TAKXKE HEOOXOAMMOCTh
KOppeKTUpoBaTth J03y. HeoOxomumo TiiaTenbHO HaOMOAaTh 3a MAlUEHTaMH, TaK Kak
PUMAaHTaIMH UHTEHCUBHO METAa0OIM3HPYETCs B MEUYCHH, U U3-3a HAKOIUJICHUS] €r0 METabOIUTOB
MOCJIE  MHOTOKPAaTHOTO TNPUMEHEHHS JICKAPCTBEHHOTO CpPEJICTBA MOTYT  BO3HUKHYTH
HEXeJaTeNIbHbIE PEAKIUH.

Tayuenmoi ¢ HapyweHuem QyHKyuy novex

PruMaHTanH MPOTUBONIOKA3aH B Cllydae TSHKENbIX HapyIIeHUH (QyHKIUU MOYeK.

OO0BbeM [IOCTYNMHBIX JI@HHBIX O MPUMEHEHUM pPHUMaHTaJMHA MAlUEHTaM C OCTPBIMH WJIU
XPOHUYECKHMH HAPYIICHUSAMHU (YHKIMH IMOYeK orpaHudeH. [lepen Ha3HaueHHEM pUMaHTaIuHA
Bpau JOJDKEH OLIEHUTh OKUIAEMYIO MOJb3y U MOTEHUHUATIBHBIA PHUCK, a TaKKe HEOOXOAMMOCTh
KOppeKTHpoBath 103y. HeoOxomumo TmiatenbHO HaOMIOaTh 3a MalMEHTaMH, TaK KakK M3-3a
HaKOIUIEHUs pUMaHTaJWHA M €ro MeTa0OJIMTOB TIOCJI€ MHOTOKPAaTHOTO TPUMEHEHUS
JIEKApCTBEHHOT'O CPEJICTBA MOTYT BOZHUKHYTh HEXKEJIaTeIbHbIE PEAKIIIH.

UToObl YMEHBIIUTh PA3BUTHE PE3UCTEHTHOCTH K PUMAHTAIUHY (TakKe€ aMaHTaJIuHY), JeUeHUe
TPUMIIONOJ00HBIX CUMIITOMOB CIIEAYeT MPEKPATUTh KaKk MOXKHO OBICTpEe, €CITU 3TO KIMHHYECKH
BO3MOYKHO, OOBIYHO MPUMEPHO Yepe3 5 AHell uiu B TeueHue 2448 4acoB Mocje UCUe3HOBEHUS
CHUMIITOMOB.

BcnoMorarenbHEIE BEIIECTBA

[TauenTam ¢ peaKo BCTpeHaroIEWcs HACJIEICTBEHHOM HENEPEHOCUMOCTBIO TaJlaKTO3bl,
neUIUTOM JaKTa3bl JOMaped WM TII0KO30-TalaKTO3HOW ManbaOcopOiueil He cienyer
npuUHUMAaTh npenapar Pumantagun PeneBan u3-3a HalIW4us JIAaKTO3bI MOHOTHJpATa B COCTaBe
BCIIOMOTaTEJIbHBIX BEIIECTB.

4.5. B3auMmopeiicTBHe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM IIpenapaTtaMd W JApyrue BH/bI
B3aUMO/eiCTBUA

PumanTaaus cHukaet 3¢(HeKTUBHOCTh MPOTHUBOSIMIEITUYECKUX MTPEnapaToB.
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pUMaHTaMHa B M1a3me kposu Ha 11 %.

[{umMeTHIMH CHUKAET KIMPEeHC puMaHTaauHa Ha 18 %.

AJncopOeHThI, BSDKYIIME U 00BOJIAKMBAIOIINE CPEICTBA YMEHBIIAIOT BCACHIBAHUE PUMAHTAIUHA.
3amenayuBarolue Mo4y CpeacTBa (amerasojiaMuj, HaTpus TUAPOKapOOHAT U  ApYyrue)
ycuuBaoT 3 (HEKTUBHOCTh PUMAHTAIMHA BCIEACTBIE YMEHBIIICHHSI €T0 BBIICIICHUS TTIOUYKAMHU.
3akucigomue  MO4y  CpeAcTBa  (Hampumep, KHCIOTa  acKOPOMHOBAasi)  YMEHBIIAIOT
3¢ (peKTUBHOCTh PUMaHTAMHA BCIEACTBUE YCUIICHUS €TI0 BhIBEICHUS TOUYKAMHU.

CnenyeT BO3AEpPKHMBATbCS OT YHOTPEOJEHUS alKOrojs, TaK Kak MOTYT BO3HUKHYTb
HEMpPEABUICHHBIE PEAKIIMU CO CTOPOHBI [IEHTPATbHON HEPBHOW CHCTEMBI.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepeMeHHOCTH

OTCYTCTBYIOT JaHHBIE O NPUMEHEHWU pUMaAHTaJMHA BO BpeMms OepeMmeHHOCTH. [IpumMenHeHue
MIPOTUBOIOKA3aHO TIPH OEPEMEHHOCTH.

JlakTanus

OTCYTCTBYIOT JaHHbIE O MNPUMEHEHUU PHUMaHTaJWHA B TEPUOJ TPYAHOrO BCKapMIIMBAHUS.
B wuccrmenoBaHusix Ha OKMBOTHBIX YCTaHOBIIEHO, YTO PHMAHTAIUH IPOXOIUT Yepe3
TJIallEHTApHBIA Oapbep M BBIACIACTCS B MOJIOKO camMkd. [IpuMeHeHue NpOTHUBOIOKA3aHO B
MepHoJi TPYAHOTO BCKAPMITUBAHMUS.

DepTUabHOCTD

HccnenoBanust Ha GepTHIBHOCTD Y )KUBOTHBIX HE BBISIBHIIM YTHETEHHS IJIOAOBUTOCTH.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMM M padoTaTh ¢
MeXaHUu3MaMHu

PumaHTaguH He BIMSIET Ha CIOCOOHOCTH YNPaBJIATh TPAHCIIOPTHBIM CPEJICTBOM, HO JIHIAM, Y
KOTOPBIX BO3HHMKAET TOJIOBOKPYKEHHE, TOJIOBHAs 00ib WM Apyrue modouHsle >PQeKTs co
CTOPOHBI IIEHTPAJIbHON HEPBHOI CUCTEMBI, CIIEIYET COOII0IaTh OCTOPOKHOCTD.

4.8. HexenatelbHbIe peaKIUu

Pesrome mpoduis 6e3onacHoOCTH

B ximHnyeckom uccnenoBaHuu ¢ ydactueMm 1027 mamueHTOB, KOTOPBIE MOJIYYadd CYTOUYHYIO
no3y puManTtaauHa 200 mr, Hanbosiee YacThIMM ObUIM KajloObl Ha HAPYLUIEHUS CO CTOPOHBI
JKKT u HEpBHOW CHCTEMBI.

Tabauunoe pE3IOME HEXKENATEIbHBIX PEaKIINI

Knaccugukanuss HexenaTeNbHbIX peakIMid [0 YacTOTe pa3BUTHA: odeHb dvacto (= 1/10),

gacto (> 1/100, Ho < 1/10), Hewacto (= 1/1000, vHo < 1/100), peaxo (= 1/10000, vHo < 1/1000),



odenp peako (< 1/10000), gactoTa HEM3BECTH:

HEBO3MOIKHO).
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Tabmuua 1. HexenaTenbHble peakliuy, 3aperuCTPUPOBAHHbIC ITPH TPUMEHEHUN PUMaHTa M HA

Yacro | Heuacrto | YacToTa HEeH3BECTHA
Ilcuxuueckue napyuienus
JIETIPECCHst
atripopust
raJUTFOIHAILIIN

Hapywenus co cmoponul HepeHoil cucmemul

OeccoHHMIIA

T'OJIOBOKPY)KEHHE

TOJIOBHBIE 00N
MOBBIIICHHAS BO30YIUMOCTh
HapyIICHHE BHUMaHUs
aTaKcus
COHJIMBOCTD
TUIICPKUHE3
TPEMOP
COCTOSIHHE
CO3HaAHUA
CyJI0pOTH
U3MEHEHUE
00OHAHUSA

CIIYTaHHOCTH

WM  TOTEps

Hapywenus co cmoponul opeana ciyxa u 1abupunma

| mym B ymax

Hapywenus co cmoponul cepoya

cepaneOueHue

CepJievHast HeJOCTATOYHOCTh
OJiokama cepama
TaXHKapIUs

Hapywenus co cmoponul cocyoog

TUIEePTEH3Us
1epeOdpoBaCKyIAPHBIE
HapyIICHHS

00MOpOK

Hapywenus co cmopoHul ObixamenvHoul cucmembvl, 0peanos 2pyOHOU KIemKU U cCpeodoCmenus

OJBIIIKA
OpoHxocmazm
KaIlelb

JKenyoouno-kuwieunvie HapyuieHus

TOIIIHOTA
pBOTa

aHOpEeKCHs
CYXOCTb BO PTYy
00JIb B )KUBOTE
nuapes
JIACTIETICUS

HapymeHuﬂ CO CIMOPOHbBL KOJMHCU U NOOKOJNCHbIX MKAHell

CBIIIb

3y

namnysae3Has ChIlb
TeHepaIN30BaHHAS CHITTh
KpanmuBHUIIA
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Obwue HapyweHus u peakyuu 8 mecme 66e0eHus (I

aCTCHUA
YCTAJIOCTh

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKl_Hflf/'I

YactoTa HexenaTeNbHbIX peakuuid, ocodeHHo co cropoHbl JKKT u HepBHOH cHCTEMBI,
YBEJIMUUBAETCS MOCIE MPEBBIILEHUS PEKOMEHOBAHHBIX J103.

B oraenpHBIX ciyyasxX I1oci€  IPEBBILIEHHUS PEKOMEHJIOBAHHBIX 103  HaOIOAaeTrcs
CJIE30TOYHMBOCTb TJ1a3, MOBBIIICHUE MOYCUCITYCKAaHUs, 03HOO, 3a10p, MOTOOTAEICHNUE, CTOMATHT,
rAmnecTesns, 0ob B Iia3ax.

B OonpmmHCTBE cilydaeB HeXeNaTeldbHbIE PEAKIMM MCYE3al0T II0CIE€ OKOHYAHUS Ipuema
npernapara.

[TanmeHThl OYKMJIOTo BO3pacTa

Nmeetcs paznas nHGOpManus 0 HeXKETATSIbHBIX PEAKIUAX Y MAIIMEHTOB CTAPYSCKOTO BO3pacTa.
B kxnumHHMuYeckoM HcCClieIOBaHMM BO BpeMs snuaemMuu rpunna B 1997-1998 r. ¢ ywactuem
156 manueHTOB CTapuecKoro Bo3pacTa HeKenaTellbHble peakuuu Habmoganu Toibko y 1,9 %
MalMEeHTOB, B OCHOBHOM — HAPYIIICHUS CO3HAHUSI.

B npyrom KOHTpOIMpPOBAHHOM HCCIIEIOBAHUU C y4acTHEM 83 MalMeHTOB CTapueCcKOro Bo3pacTa,
TpeOyIoMMX yXOoJa Ha JIOMY, B TpYIIe MOJydYaBIIUX IuIanebo, HeXenaTeabHble PEeaklnd CO
CTOPOHBI IEHTPAJIbHOW HEPBHOI CHCTEMBbI ObUTM OTMe4YeHbl y 8,3 % manueHTOB, a B TpYIIe
npuMeHsBIIUX puMaHTaauH — y 10,6 %. Ilpoduns 3Tux sBIeHUI — OECCOHHUIIA, TOBBIILICHHAS
BO30Y/IMMOCTbh, HAPYIIICHHS KOHIIEHTPAIIMH BHUMAaHUsI, TOJIOBOKPYKECHHE.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coobmiaTe 0 mojo3peBaeMbIX HeKeIaTeNbHbBIX PEeaKIUIX MMOCNe PerucTpalyu npenapara
C Ienbl0 00ecreueHusl HEMPEepPhIBHOTO MOHHTOPHUHTA COOTHOIICHHS «II0JIb3a — PHUCK»
JIEKapCTBEHHOI'0 Impemnapara. MeIunuHCKUM pa0OTHHKAM PEKOMEHIYeTCs COOOIaTh O JIF0ObIX
MO/I03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKApCTBEHHOrO Mpernapara 4yepe3 HallMOHAJIbHBIE
CUCTEMBl COOOIIEHHS O HEXeNaTelIbHBIX peaklMsX TocyaapcTB-ujieHoB EBpasuiickoro

9KOHOMHUYECKOI'o COro3a.

Poccniickas @enepanvs

®denepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUS.
Anpec: 109012, r. MockBa, CriaBsiHCKas TUI0IIaab, 1. 4, cTp. 1.
Temedon: +7 800 550-99-03

OnekTponHas nodra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTn «MHTepHeT»:
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4.9. Tlepeno3upoBka

CumMnTOMBI

Bo30yxnenue, rauioquHanug, apuTMHUs.

Jleuenue

[IpoMbIBaHME JKEMyaKa, CHMIITOMATHYECKas Tepamnus: MEPONPUSITHS [ IOAJAEp’KaHUs
KU3HECHHO BKHBIX (DYHKITHIA.

PumaHTaqMH 94acTUYHO BBIBOJUTCS IIPU T'EMOIUAIIN3E.

5.  ®APMAKOJOI'MYECKHUE CBOVCTBA

5.1. dapmakoguHaAMH4YeCKHe CBOICTBA

®apMakoTepaneBTUYECKass TpYIIa: MPOTUBOBUPYCHBIE CPEJICTBA CHCTEMHOIO JEHCTBUS;
IPOTUBOBUPYCHBIE CPEJCTBA MIPSIMOT0 IEHCTBUSL; LUKIMUECKUE aMUHBI.

Kong ATX: JOSACO02

Mexanusm ngeiicTBus

Pumantagun sBIsSeTCS NPOU3BOJHBIM aMaHTAaJUHA C BBIPAKEHHOM IPOTUBOBUPYCHOM
akTUBHOCTBI0. OH 3(h(heKTuBEH NPOTUB BUPYCOB rpummna tuna A. Pumantagu He obiaafaeT uiu
o0ajaeT TOJIBKO HE3HAUYUTENIbHBIM JIeHiCTBMEM IPOTUB BUpYycOB rpumna B. Pumanrtanun
YTHETAET PEIUIMKAIIMIO BUPYCa HAa paHHEHW CTaauM IIUKJIA, BO3MOXKHO, TOPMO3UT (popMUpOBaHHE
BUPYCHOM 00010uKku. ['eHeTHueckue HCCIeOBaHUs IOKa3ajah, 4YTO B IMPOTUBOBUPYCHOM
JeMCTBUM pUMaHTaJMHA NPOTHUB BUpYca Ipulna A BaXKHOE 3HAUYCHHE UMEET creuu(puyeckui
nporerH reHa M2 BupHoHa. PuMaHTamuH N Vitr0 yrHeraer peIUIMKAIMIO BCEX TpeX
M30JIMPOBAHHBIX OT YEJIOBEKa aHTUIeHHBIX noaTunos Bupyca rpunmna A (HIN1, H2N2 u H3N2).
PumaHTaguH yrHeTaer akTHBHOCTb MOHHBIX KaHAJOB IpoTerMHa MeMOpaHbl M2. B pesynbrare
IPOMCXOIUT YTHETeHHE aluau(UKalui BHYTPEHHEH cpebl BUpYyca, KoTopas HeoOxoauma Juis
¢by3un BUPYCHOH 00O0JIOUKM C SHIAOCOMOM W JAJsl JUCCOLMALMU NMPOTEHMHAa Martpuibl M1 ot
KOMIUIEKCa puOOHyKieonporenHa. Takum o00pa3oM OJIOKHMpYyeTCs periMKalus BHUpyca Ha
paHHel cTaguu UHPEKIUH.

dapmakogngamMuyeckue 3P PeKTol

Koppemnsitiusi MexIy YyBCTBUTENBHOCTHIO BHpyca rpummna A K pHMaHTaguHy In Vitro u
KJIMHUYECKON 3((hEeKTUBHOCTHIO JIEKAPCTBEHHOT'O CPEJICTBA HE YCTAaHOBJIEHA. Pe3ynbTaThl TECTOB
YYBCTBUTEIHLHOCTU (BBIPAKEHHBIE KOHIICHTpAIMEl JIeKapCTBEHHOI'O BEIECTBa, CIOCOOHOMN
MHTUOMPOBATh PEIUIMKALIMIO BUpyca B KynbType kieTtok Ha 50 % wu Gojee) BapbupyroT oT 4
HI/MJI 10 20 MKI/MJ, B 3aBUCUMOCTH OT KYJIBTYpBI KJIETOK, UCIOJIb30BAHHONW B SKCIIEPUMEHTE,

MATATEILHOM Cpe/Ibl, BBEACHHOTO IITAMMa BUpYyca Tpurina A u oobema.
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K pUMaHTaJMHy IITaMMbl. Pe3ucTeHTHbIE mTaMMbl (POPMUPYIOTCS U TOT/A, KOTAa PUMaHTaIuH
IIPUMEHSAECTCA B 3aMKHYTOM cpene. Pe3ucTeHTHble BUPYCbl TPAHCMUCCHBHBI M BBI3BIBAOT
TUIMYHOE I'PUIIO3HOE 3a0osieBaHUE. PEe3MCTEHTHOCTh K OTAENbHBIM CEpOTHNAM rpunmna A B
pasHble TOJbl B Pa3HBIX PErMOHAaX MHMpPAa MOXKET OTIMYATHCA, IIOITOMY JO Hayajla TEPaluH U
npopHIAKTUKY CIIeAYeT WACHTU(DUIIMPOBATH YyBCTBUTEIBHOCTD BUPYCa B JAHHOM PETHOHE.
PumanTaguH He BiIMAET HA UMMYHOI'€HHBIE CBOMCTBA MHAKTHMBUPOBAHHOW BAKIMHBI Ipumma A.
[Tocne BakuuHaLMM, B Clydae OJHOUIACMMM TIpUINA, PUMAHTAJUH MOXET 3alUUTUTH OT
3a00JIeBaHUs B TEUCHUE TeX 2—4 Helelb, KOTOpble HE00X0AUMBI 11 POPMHUPOBAHUS AHTUTEIL.
5.2. dapmakokHHeTHYeCKHe CBOIiCTBa

PapMaKOKMHETHKAa PHUMAHTAJMHA JOCTAaTOYHO XOpOoWIO H3ydeHa. [locime OQHOKpAaTHOro wWix
MHOIOKPAaTHOIO IIpHeMa Ipernapara MalueHTaMU PAa3IMYHBbIX BO3PACTHBIX TPYII KOPPEIALUL
MEXy KOHLEHTpaluel pUMaHTaJNHA B IUIa3ME KPOBU U €r0 aHTHUBUPYCHOW AKTMBHOCTBIO HE
YCTaHOBJICHA.

AbcopOrust

[Tocne nmepopaJbHOrO IPUMEHEHHs JIEKAPCTBEHHOE CPENCTBO  OKAa3bIBAE€T  XOPOLIYIO
BCACbIBAEMOCTb, UMEET BBICOKYIO OMOJJOCTYITHOCTb.

Pacnpenenenne

[Tocne oxHo# nepopanbHOM 4036l puMaHTaauHa 100 Mr MakcuMalbHasi KOHIIEHTpAIUs B TU1a3Me
74 ur/mn (B npenenax ot 45-138 ur/mu) y 310poBbiX B3pocibix (20—44 ner) mocturaercs B
teuenue 5—7 vacoB. Oxono 40 % pumaHTagnHa CBS3BIBAETCS C OENKaMU IUIa3Mbl, TJIaBHBIM
obpaszom anpOymunamu. [lomynepuoa >IMMUHAIIMN OJHOM JT03bI B 9TOM HCCIEAyeMON Tpymie B
CpPEeIHEM COCTaBIIET 25 4acoB, OJJHAKO B BO3pacTHOU rpymme 71-79 net — B cpeanem 32 yaca.
[Tocne mpumenenus 100 Mr pumaHTaIMHA JBa pa3a B A€Hb HA MPOTsKeHUU 10 AHEH y 370pOBBIX
B3pocibix (18—70 net) mromanp noj KpuBoi koHueHTpauus-BpeMs (AUC) Oblia MpuMeEpHO Ha
30 % OombIrie, YeM IOCIIe OJHOW OTAEIBHOW JI03bl. B mepmos cTaOWIM3anuu KOHIICHTPAIUS
aKTHBHOTI'O BeIlleCTBa B I1azMe Oblia B mpenenax 118—468 ur/mi. B aToil rpymnne He BBISBICHBI
pa3iuuus mapamMeTpoB (hapMaKOKWHETUKHU, 00YCIIOBIeHHbIE BO3pacToM. CpaBHUBAs TPU TPYIIIBI
MarueHToB moxuioro Bo3pacta (50-60 ner, 61-70 nmer, 71-79 ner), BBIACHWUIOCH, YTO B
Bo3pacTtHOM rpynne 71-79 ner AUC, makcumalnbHash KOHIIEHTpALMs B IUIa3Me U MOJIYNEpPHOL
SJMMUHAIIMKA B Tiepuoj; ctabunu3anuu Obutn Ha 20-30 % Oonblne, 4eM y OCTaJbHBIX ABYX
UCCIIeyeMbIX TPYMIl. Y MaIMeHTOB Ha JOMY MOXKHUJIOT0 U cTapueckoro Bo3zpacta (68—102 roza)
B TIEpUO/ CTaOUIN3aIMU KOHIIEHTPALlUS PUMAHTaHA B Tuia3Me Obia B 2—4 pasa BBIIIE, YeM Y

3J0POBEIX MOJIOABIX U B3POCJBIX CPEAHETO BO3pacTa.
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Bbuorpaucdhopmariis

PumaHTagMH WHTEHCHBHO META0ONM3HPYETCS B TEUEHU IYyTEM THAPOKCHIMPOBAHUS,
KOHBIOTALIUU U TJIFOKYPOHHU3AIUH.

OIUMUHALKSA

B mma3Me BBISIBJICHBI TpU META0OIUTAa THUAPOKCHIIMPOBAHUSA. OJTH M €IIE JOMOJTHUTEIBHO
KOHBIOTUPOBAHHbIE MeTa00IHUTHI cocTaBisitoT 74+10 % ot ogHON oTHenbHOM 10361 200 MTr 1 U3
OpraHu3Ma BBIBOASTCS C MOYOM B TeueHue 72 dyacoB. Menbiie 25 % npuHSITON 10361 BHIBOJUTCSA
C MOYOH B HEU3MEHEHHOM BHJIE.

IleyeHOYHAS HEAOCTATOYHOCTD

VY manmeHToB ¢ TshKenbIMH Hapymenusmu ¢ynkiuu nedenn AUC yBenmuuBaeTcs B 3 pasa,
IepUoJ NOJYBBIBEJEHUS — B 2 pa3a, a TEOPETHYECKUH KiaupeHc cHuxkaercs Ha 50 % 1o
CPaBHEHMIO C JAHHBIMU MOKA3aTEISIMU A0 YXYALLICHHS IeYEHOUHBIX (PYHKIHIA.

IloueuyHas HETOCTATOYHOCTh

[Tpu noveyHOI HEJOCTATOYHOCTH YBEIMYUBAETCS KOHLIEHTPALUsI METa00IUTOB PUMAaHTaIuHa B
I1a3Me KpPOBH.

eTu
dapMakOKMHETUKA JIEKAPCTBEHHOI'O CpeACTBa y JeTed cxoka ¢ (apMaKOKUHETHKOH Y
B3pOCIIBIX. Y JiecaTH aeteid (4—8 ner), KOTopble MoyTydaid OJHY 103y pUMaHTaauHa (6,6 MI/Kr),
yepe3 5—6 94acoB KOHIEHTpamus B IUIa3Me KpoBH Kosebamach oT 446 no 988 Hr/mi, yepes
24 gaca — ot 170 no 424 ur/mn. [loaynepuosa >MTMMUHAIIUN B STOW TPYIIE B CPEIHEM COCTABIISI
24,8 yacoB. B oTnenbHBIX cioydasx y JeTel akTMBHOE BELIECTBO JIEKAPCTBEHHOI'O CPEICTBA B
11asMe OOHapyKHUBaJiu yepe3 72 yaca mocie NpUMEHEHUs MOoCcIeIHEN 103bI.
6. ®APMAIEBTHUYECKHWE CBOWCTBA
6.1. IlepeyeHb BcIOMOraTe/IbHBIX BeleCTB
- JIAKTO3bl MOHOTUAPAT;
- Kpaxmall KapTo(eabHbIN;
- MarHus creapar.
6.2. HecoBMecTHMOCTH
He npumenumo.
6.3. Cpok rogHocTH (CpoK XpaHeHHUs1)
5 nmer.
6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NPH XPaHEHHH

XpaHUTh B KOHTYPHOU SUEHKOBOM yIIaKOBKE B IIaUKe MpuU TemnepaTtype Huxke 25 °C.
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6.5. XapaxkTep u coJep:KaHue MEPBUYHOI YHAKOBK

[To 10, 14 TabneTok B KOHTYPHYIO SIUEHKOBYIO YNAKOBKY M3 IUICHKU MOJUBUHUIXJIOPHIHOU U
(donbry aFOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOM.

2, 3, 4, 5 KOHTYpHBIX SIYEUKOBBIX YMakoBOK 1o 10 Tabmerok wim 1, 2 KOHTYpHBIE STYCHKOBBIE
YIaKoBKU 10 14 TableToK ¢ MHCTPYKIUEH 0 MEIULIUHCKOMY IPUMEHEHHUIO TOMEIIAIOT B MaYKy
U3 KapTOHA IS TOTPEOUTETHCKOM Taphl.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH MNPH YHUYTOKEHHH WCMOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHBbIX IIOcje NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuMyJsiiiU ¢ NpenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIHUMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

AxktuonepHoe obmiectBo «IIpousBoacTBennas dapmaneBTuueckas kommnanuss OOHOBICHHE)
633621, HoBocubupckas 0611., Cy3yHckuii paiioH, pi. Cy3yH, yi. Komuccapa 3atekoBa, 1. 18.
Ten./daxc: 8 (800) 200-09-95.

7.1. TlpencraBuTe/ib Aep:KaTessi perucTPAllMOHHOIO YI0CTOBEPEHH s

IIpereH3un HOTDC6I/ITCJ'IGI71 HaIripaBJIATH I10 aApECy.

Poccniickas @enepanus

Axnunonepnoe o6mectBo «lIponsBoacTBerHas dapmareBTHIeCKas koMnaHust OOHOBICHUE)
630096, r. HoBocubupck, yin. CtanimonHsas, a. 80.

Ten./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. JIATA MEPBUYHOM PETUCTPALIMU (IIOATBEPKJIEHUSA PETUCTPAILIUH,
NEPEPEI'MCTPAILIUN)

JlaTa nepBUYHON PErUCTPALIMH:

10. JATA NEPECMOTPA TEKCTA
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OOmast xapakTepUCTHKa JIEKapCTBEHHOro Impenapara Pumantagun PeneBanm gocTynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKAIMOHHOM cetu «HTepHeT» https://eec.eaeunion.org/
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