COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 08.12.2025 N= 30417

OBIIASI XAPAKTEPHCTHKA JEEKAPCTBEHIOI OTIPERAPATA')

1. HAMUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Pumanragnn, 50 mr, TabneTku.

2. KAYUECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB

JelicTBytoliee BENIECTBO: pUMaHTa/IMH.

Kaxxnas tabnerka comepxut 50 Mr pumanTaanHa (B BHJIE THAPOXJIOPHIA).

BemecTBa, Hanmu4Me KOTOPBIX HAIO YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO Mpenapara: JIaKTo3a
(cMm. pasaen 4.3. u 4.4.)

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.

prr.]'lble IUIOCKOIUJIMHAPHUYCCKHUEC Ta0JIETKH OEJI0r0 WIIH IMOYTH OEI0TO OBETAa C q)aCKOﬁ.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO
[Ipenapatr PumaHTaguH npuMeHsieTCs y B3pOCHbIX U AeTed B Bo3zpacte oT 10 mo 18 mer mis

paHHETO JiedeHus! U poduakTuKa rpummna A.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!
Jleyenune rpurmma cieayeT HauyMHATh B TeueHUe 24-48 4yacoB TOCIHE TOSBICHUS CHMIITOMOB
0ome3Hu.

PexxuM 103upOBaHus

Bspocnvie

Jlewenue ecpunna

Hasnauarot o 100 mr 2 pasa B ieHb. JJIUTENIBHOCTD Kypca JICUEHUS COCTABIISIET S5 THEM.

Hpod)uﬂakmuka cpunna

Hasnauaror no 50 mr 1 pa3 B nens B Teuenue 10 30-Tu 1HEN.

Oco0ble TPVIIILI TAIMEHTOB

Jluya noswcunozo eospacma
ITo 100 mr 1 pa3 B geHb.

Hauuenmbl C NOYEYHOU HedOCMAMOYHOCMbIO
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TSOKECTH TPH HEOOXOJMMOCTH CJIEIyeT CHH3UTh 103y mpemnapara: mo 100 mr 1 pa3 B AcHb.
[TarueHTs! AOKHBI HAXOAUTHCS MO/ TIATEIbHBIM HAOII0ACHUEM.
Tlayuenmoi ¢ neueHoyHol HEOOCMAMOYHOCIBIO
Y manueHToB ¢ HapyuieHHeM (QYHKIUH T€UYeHU JIeTKOW U CpelHeW CTeNeHU TSHKECTU IPHU
HEO0OXOAMMOCTH CIIeIyeT CHU3UTD 103y npenapara: mo 100 mr 1 pa3 B aeHs. [lanuenTs 10KHBI
HaXOJUTHCS MO/ THIATEIbHBIM HA0JII0IEHUEM.
eTH
Jleuenue ecpunna
Hetsim B Bo3pacte 10 net — HazHavarotT o 50 mr 2 pasa B JI€Hb.
Hetsim ot 11 1o 14 net — naznauarot no 50 mr 3 pasa B JIeHb.
Hetsm crapiie 14 et — 10361 1l B3POCIBIX.
JnutenpHOCTh Kypca JISUEeHUS! COCTAaBIISIeT S5 THEH.
Ipogunaxmuxa epunna
Hetsm crapiue 10 et — o 50 mr 1 pa3 B AeHb B TedeHue 10 15-Tu 1HEH.

Cnoco6 IIPUMCHCHUA

BHyTpb, ocTe ebl, 3anuBasi BOJOM.

4.3. IIlpoTuBONOKA3aHUS

— T'unepuyyBCTBUTEIBHOCTh K PHUMAHTAJAMHY, NPOMU3BOJHBIM aJaMaHTaHa WM JIOO0OMY U3
BCIIOMOTATENbHBIX BEILIECTB, IEPEUNCIIEHHBIX B pa3zene 6.1.

— IledeHoYHAst HEAOCTATOUYHOCTD TSDKEJION CTETICHU TSKECTH.

— IToueuHast HETOCTATOYHOCTD TSKEIIOW CTETIEHH TSKECTH.

— TupeoTokcukos.

— bepeMeHHOCTb M NepUoJT TPYAHOI0 BCKapMIIMBAHHUS.

— JleunuT makTa3el, HEIEPEHOCHMOCTD JIAKTO3bI, TIIFOKO30-TAJIAKTO3HASI MAJTbaOCOPOIHS.

— bepeMeHHOCTB 1 TIepHO.T TPYIHOTO BCKAPMITHBAHUS.

— letu mo 10 ner.

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— Hapymenust QyHKIIMH XKeTyJOUHO-KUIIIEYHOT'O TPAKTa.
— Hapymenust QyHKIIMM EYeHU W/UITH MTOYEK JIETKOW MIIM CpeHEN CTENEHH TSKECTH.
— Tspkenoe 3a0oseBaHue cep/lia U/WIM HapyILEHUs CepJEUHOr0 PUTMa.

— Dnusencus (B TOM YKCJIe B aHAMHE3e).
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— [TaniueHTaM MOXKHUIIOTO BO3pacTa.

B 31HX cinyyasx peKOMEHAYETCsS YMEHBIIUTD J03Y.

Oco0ble yKa3auus

Tayuenmui ¢ snunencueti

[Ipu ykazaHusIX B aHaMHE3€¢ Ha SIUJIEICHI0O M NPUMEHEHHUU MPOTHUBOCYIOPOKHON Tepanmuu
OJIHOBPEMEHHBIN IPHEM PUMAHTA/IMHA MOBBIIIAET PUCK PA3BUTHUS SMTUIICOTUYECKOTO Npuctyna. B
JAHHBIX CIy4YasxX CHUXAIOT 103y puMmantaauna 10 100 mr B nenb. Ecnu pazBuBaercs npuctyi,
MIPUEM JICKAPCTBEHHOTO CPEJICTBA MPEKPAIIAIOT.

Tlayuenmwi ¢ Hapywenuem yHKyuu nevenu

PumaHTa e MPOTUBOIIOKA3aH B CIIyYae TSHKEIBIX HApYIICHUH (YHKITUHU TICUYCHHU.

OO0beM [IOCTYNMHBIX JAHHBIX O MPUMEHEHWHM pPHUMAHTAJAMHA TMAIlMeHTaM C OCTPhIMH WJIU
XPOHUYECKUMH HApyIIEHUSIMU (QYHKIIUY TIeueHu orpanuueH. [lepes Ha3HaueHneM pUMaHTaIuHa
Bpau JOJDKEH OLIEHUTh OXKUIAEMYIO MOJb3y U MOTEHUHUATIBHBIA PHUCK, a TaKXKe HEOOXOAUMOCTh
KOppeKkTupoBaTh 1103y. HeoOxomumo TmiaTenbHO HaOMIOAaTh 3a TMAlMEHTaMH, TaK Kak
pUMaHTAIMH WHTCHCHBHO META0OM3UPYETCS B IMEUCHU, U W3-3a HAKOILICHHS €r0 METa0OINTOB
Mociie¢  MHOTOKPAaTHOTO MNPUMEHEHUS JIEKQpCTBEHHOTO CpEICTBa MOTYT  BO3HUKHYTH
HEeXeNaTelIbHbIE PEaKIUH.

Iayuenmul ¢ Hapywenuem GyHKyuu nouex

PumanTagnH mpoTUBOMOKA3aH B ClIy4ae TsDKEJIBIX HAPYIICHUH (PYHKIIUU TTOYEK.

O0beM JMOCTYMHBIX [aHHBIX O MPUMEHEHMHM PUMAHTaJMHA TAalMeHTaM C OCTPBIMU WJIHU
XPOHUYECKHUMH HapyHICHUSMH (YHKIIMH MOYeK orpaHudeH. [lepen HazHaueHHEeM pHUMaHTaIuHA
Bpad JOJKEH OIIEHUTH OKHIAEMYIO TIOJIb3y M TOTEHIMATIBHBIM PUCK, a TAaK)Ke HEOOXOJAMMOCTD
KOpPpEeKTUpoBaTh 103y. HeoOxoaumo TIaTeNbHO HAOMIOaTh 3a TMAllMeHTaMM, TaK Kak H3-3a
HAKOIUICHHWS pHUMaHTaJWHA MW €ro MeTa0ONUTOB TMOCIE€ MHOTOKPAaTHOTO MpPUMEHEHUs
JIEKAPCTBEHHOI'0 CPEACTBA MOTYT BO3HUKHYTh HE)KEJATEIbHbIE PEAKIINH.

UToOBl yMEHBIIUTH PA3BUTHE PE3UCTEHTHOCTH K PUMAHTAAWHY (TaKK€ aMaHTaJWHY), JICUCHUE
TPHUMTIONOOOHBIX CHMIITOMOB CIIEAYeT MPEKPATHTh KaK MOKHO OBICTpEe, €CIIU 3TO KIMHUYSCKU
BO3MOXKHO, OOBIYHO MPUMEPHO uepe3 5 nHel wiu B TedeHune 24—48 4acoB Mociie HCUe3HOBEHUS
CHMIITOMOB.

BcnoMorarensHble BEIECTBA

[TaimeHTaM C peAaKo BCTPEYAOUIEHCS HACIEICTBEHHOM HENEPEHOCUMOCThIO TalaKTO3bl,
IeUIUTOM JIaKTa3bl JIOMIAped WM TIIOKO30-TATaKTO3HOW ManbaOcopOIueil He cleayer
NpUHUMATh MpenapaT PumaHTaauH wu3-3a HaJIW4YMs JIAKTO3bl MOHOTHIpAaTa B COCTaBe

BCIIOMOTaTCJIbHBIX BEIICCTB.
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B3aUMO/IelCTBUS

PumanTtanusa cHmkaeT 3h(GEeKTUBHOCTh TPOTUBOIMUICITHYSCKUX MPENapaToB.

[TapameramMmonn W alEeTHICAIMIMIOBAS KUCJIOTAa CHIDKAIOT MaKCUMaJbHYIO KOHIIEHTPAIUIO
pumanTaguHa Ha 11 %.

[{umeTuIMH CHUKAET KJIMPEHC puMaHTaanHa Ha 18 %.

AJICOPOCHTHI, BSDKYIIHE U 00BOJIAKMBAIOIINE CPEICTBA YMECHBINAIOT BCACHIBAHNE PUMAHTA/INHA.
3amenayuBarolue Mouy CpeicTBa (amera3ojamuj, HaTpus TUAPOKapOOHAT U JIp.) YCHUIIMBAIOT
3¢ pexTUBHOCTh pUMaHTaMHA BCJIEACTBHE YMEHBIICHUS €r0 BbIICTICHUS TOYKaMHU.
3aKuCIIIONIIe MOYY CPEJICTBA (HAIIPUMEpP, KUCIIOTa aCKOPOUHOBAs ) YMEHBIIAIOT 3 (HEKTHBHOCTH
pUMaHTaIMHA BCIICICTBUC YCUIICHUS €T0 BHIBEICHUS TIOUYKAMHU.

CnenyeT BO3AEpKHMBATHCSI OT YHOTPEONEHUS AalIKOTOJs, TaK Kak MOTYyT BO3HUKHYTh

HCIIPCABUACHHLIC PCAKIIMU CO CTOPOHBI HeHTpaﬂBHOﬁ HepBHOﬁ CHUCTCMBI.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepeMeHHOCTH

OTCYTCTBYIOT JaHHBIE O NMPUMEHEHHWU pUMaHTaJWHA BO Bpemsi OepeMmeHHOCTH. [IpumMenenue
MIPOTUBOIIOKA3aHO TIPH OEPEMEHHOCTH.

JlakTanus

OTCyTCTBYIOT JaHHBIE O MPUMEHEHWW pUMaHTAJWHA B MEPUOJ TPYJHOTO BCKapMilMBaHus. B
MCCJIETOBAHMSIX Ha KHUBOTHBIX YCTAHOBJIEHO, UTO PUMAHTAJAUH MPOXOIUT Yepe3 IUIalleHTapHbBIN
Oapbep ¥ BBIJCIACTCS B MOJIOKO CaMKH. [IpuMeHEHHe MPOTUBOIOKA3aHO B IEPUOJ TPYIHOTO
BCKapMITHBAHWSI.

DepTUabHOCTD

HccnenoBanus Ha (I)epTI/IJ'ILHOCTB Y ’KUBOTHBIX HC BBIABUJIN YTHCTCHUSA IINIOAOBUTOCTH.

4.7. BuusiHue Ha CIOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHHU3MaMH

PumaHTamuH He BIMSIET HAa CIIOCOOHOCTH YIPABIATh TPAHCHOPTHBIMU CPEACTBAMH, HO JIMIAM, Y
KOTOPBIX BO3HUKAIOT FOJIOBOKPYKEHHE, TOJIOBHAsA 00JIb WM IPYTHe HeXellaTeIbHbIe PEaKIIH CO

CTOPOHBI IIEHTPAIbHON HEPBHOI CUCTEMBI, CIIEIyeT COOII0IaTh OCTOPOKHOCTD.

4.8. He:xennaTesibHbIE peaKIUU

Pesrome mpoduist 6e3onacHoOCTH
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pumanTtaauHa 200 Mr, Hanbosiee YacThIMU OBLIN 5Ka00bl Ha HAPYIICHHUS CO CTOPOHBI JKEITYJ0YHO-
KHIIIEYHOTO TPAKTA U HEPBHOW CUCTEMBI.

TabanuHoe pE3IOME HEXKENATSILHBIX PeaKIMH

Knaccudukanust HexxenaTeaIbHbIX PEaKIUi 10 9acTOTE pa3BUTHA: 0YeHb YacTo (> 1/10), wacto (>
1/100 wo < 1/10), Hewacro (> 1/1000 HO < 1/100), penko (= 1/10000 Ho < 1/1000), o4eHb peako
(< 1/10000), yactoTa HEn3BeCTHA (HA OCHOBAHUHU MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

Tabnuna 1. HexxenarenbHble peakiiuu, 3aperuCTPUPOBAHHBIC IPU MPUMEHEHUN pUMaHTaIlHA

Yacto Heuacto YacToTa HEU3BECTHA

Icuxuueckue Hapywerus

JeTpeccus
aripopust

raJlyIroguHannu

Hapywenus co cmoponul nepenoii cucmemvl

0eccoHHMIIA TOJIOBOKPY)KEHHE

TOJIOBHBIE 00N

MOBBIIICHHAs] BO30YIMMOCTb
HapyIlIeHHEe BHUMAaHHS
aTaKcus

COHJIMBOCTD

THIIEPKUHE3

TpeMop

COCTOSIHHE CIIyTAaHHOCTH
CO3HaAHUSA

CYZA0pOrH

W3MEHCHHE WM  [OTeps

00OHAHHUSA

Hapywenus co cmoponul opeana ciyxa u nabupunma

IIyM B yIIax

Hapywenus co cmoponul cepoya

cepaneOueHne
ceplevHasl HeI0CTaTOYHOCTh
Omokaza cepama

TaxuKapaus
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Hapywenus co cmopoHul cocy0os

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

TUNIEPTEH3US
1epeOpoBaCKyISIPHbBIE
HapyLICHUS

00MOpOK

Hapywenus co cmopoHbl ObixamenbHoll cucmemsl, 0peanos epyOHOU KIemKU U cCpedoCmenus

OJTBIIIIKA
OpoHxocma3M

Kanicjib

HapymeHu}z CO CNOPOHbL cheﬂyaollHO‘KMu/lellHOZO mpaxkma

TOIIHOTA aHOPEKCHs
pBOTa CYXOCTh BO PTy
00JIb B JKUBOTE
Jarapest

JAUCIICIICUA

HapyweHuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

CBIIIb 3yA
NamyJie3Has ChIllb
TCHCpAIN3NPOBaHHAA ChIIb

KpalnMBHHULIA

Obwue napywenus u peakyuu 8 mecme 68e0eHUs

aCTCHUA

YCTaJIOCTh

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUN

YacroTa HeXeNaTeJIbHBIX PEaKIHid, 0COOCHHO CO CTOPOHBI KENYJAOYHO-KHIIEYHOTO TPaKTa U
HepBHOI\/’I CUCTEMBI, YBCIIMYUBACTCA ITOCJIC IPCBLIIICHHUA PEKOMCHIOBAHHBIX J103.

B oTmenpHBIX chaydasx —[ocie  TPEBBINICHHS PEKOMEHIOBAHHBIX J103  HaOIIOIaeTCs
CIIE30TOYMBOCTD TJ1a3, MOBBIIICHHE MOYEHCITYCKaHUs, 03HOO, 3a1op, MOTOOT/ACIEHHE, CTOMATHUT,
THITECTE3Hs, OOJIb B Tia3ax.

B OonpIIMHCTBE CilydaeB HEXelaTeJIbHbIC DPEaKIWU HCYE3ar0T I0CIe OKOHYAHWS IpHeMa
npernapara.

ITanueHTsl ITOXKUJIOT0 BO3pacTa

Nmeercs pa3Has nHpopManus o HexXeIaTeIbHBIX PEaKIHUAX Y MallMeHTOB CTApYECKOr0 BO3pacTa.

B ximMHMYeckoM uccneqoBaHUM BO BpeMsd snuaeMuu rpunma B 1997-1998 rr. ¢ yuactuem 156

6
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NAIMEHTOB, B OCHOBHOM — HapyIlIEHUsI CO3HAHUSI.
B npyrom KOHTpOJIMPOBaHHOM HMCCIIEA0BAHUNU C yYaCTHEM 83 MallMEHTOB CTApPYECKOro BO3PACTa,
TpeOyIOIMX yXO0Ja Ha JIOMY, B TpyIIe MOJydYaBIIUX IuIanebo, HeXenaTeIbHble Peaklud CO
CTOPOHBI IIEHTPAJIbHONH HEPBHOW CHUCTEMBbl ObLIM OTMEYeHHI y 8,3 % manueHToB, a B rpymme
npuMeHsBIIUX puMaHTaauH — y 10,6 %. Ilpoduis 3TuX sBIeHNH — O€CCOHHUIIA, TTOBBIIICHHAS
BO30Y/IMMOCTb, HAPYIICHUS KOHIIEHTPALUN BHUMAHUS, TOJIOBOKPYKEHHE.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 0/103peBaeMbIX HEXENATENbHBIX peaKUsIX 10C/Ie PErUCTpaliy Ipernapara ¢
Lenbl0  OOecreueHus:  HENpPEepbIBHOIO  MOHUTOPUHIA  COOTHOILEHUS  «I10JIb3a-pUCK»
JIEKApCTBEHHOTO Tpernapara. MeIuIuHCKIM pa0OTHUKAM PEKOMEHAYETCs COOOMIaTh O JIHOOBIX
II0JI03PEBACMbIX HEXKENATENbHBIX PeaklUsaX JIEKApCTBEHHOrO Ipernapara yepe3 HallMOHaJbHbIe
CHUCTEMBl COOOIIEHHMS O HEXEeJIaTeNbHbIX pEaKUUsAX TIoCyJapcTB-ujIeHOB EBpa3zuiickoro
HKOHOMUYECKOTO COI03a.

Poccniickas ®@enepanus.

®denepanbHas city:x0a 110 Haa30py B cepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. MockBa, CriaBsHCKas IUI0Ia b, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03.

OnekrponHas moura: pharm@roszdravnadzor.gov.ru uau npr@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CumMnromsl

Bo30y:xnenue, ralTonuHanug, apuTMusl.

Jleuenue

[TpombIBaHME KeNTy/AKa, CHMOTOMATHYECKas! TEparus: MEPOIIPUATHUS IS OACP KaHUS KU3HEHHO
BA)XHBIX (QYHKIIHH.

PI/IMaHTaHI/IH YaCTUYHO BBIBOJUTCA TP TEMOJHAIIN3C.

5. ®APMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOICTBA
dapMakoTepaneBTHUECKasi TpylIia: MOPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JICUCTBUS;

MIPOTUBOBUPYCHBIE CPECTBA MPSAMOI0 AEUCTBUS; IUKINYECKUE AMHUHBI.

Kox ATX: JOSACO02
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MexaHu3M IeHCTBUS

Pumantagun sBisieTCss TNPOU3BOJHBIM  aMAaHTAJIMHA C BBIPAXKEHHON MPOTUBOBUPYCHOMU
akTUBHOCTHIO. OH 3¢ (heKTUBEH MPOTHB BUPYCOB TpuIma Tuna A. PuMmantaansa He oOnagaeT win
00Ja1aeT TOJIbKO HE3HAYUTENBHBIM JAeMCTBHEM POTUB BUPYCOB rpunna B. Pumantaaun yrueraer
pEIUIMKAIMIO BUpYCa HA paHHEW CTaJHH LUKJIA, BO3MOXHO, TOPMO3UT (hOPMHUPOBAHHUE BUPYCHOMN
o0osiouku. ['eHeTHuUecKne UCCIEOBaHUs I10Ka3ajld, YTO B IPOTUBOBUPYCHOM JIEHCTBUU
pUMaHTaIMHA TIPOTHB BUpPYyCa IPUIIIA A BaXHOE 3HAYCHUE UMEET CIICIIU(PUIECKHA TPOTEHH T'eHa
M2 Bupuona. PumaHTamuH in Vitro yrHeraer peIuIMKalMI0 BCEX TPEX H30JMPOBAHHBIX OT
YeJIOBeKa aHTUTEHHBIX moAaTunoB Bupyca rpumnma A (HINI, H2N2 u H3N2). Pumanramux
YIHETaeT aKTUBHOCTh MOHHBIX KaHAJOB MpoTeMHa MeMOpansl M2. B pesynbTaTe mpoucxoaut
yrHEeTEHUE anuAu(UKalid BHYTPEHHEH cpenbl BHpyca, KoTopas HeoOxomamma s (ysuun
BHUPYCHOM 00OJIOYKU C PHAOCOMOM W JAJIsl AUCCOIMAINK MPOTenHa MaTpullbl M1 oT KoMIuiekca
pubonykieonpoTerHa. TakuM 00pazoM OIOKUpPYeTCsl peruIMKaIus BUpyca Ha paHHEH cTaauu
UHQEKIHH.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

Koppemnsiiiusi MexIy YyBCTBUTEIBHOCTHIO BUpyca rpulmna A K pHMaHTaguHy In Vitro u
KJIMHUYECKOH 3(p(hEeKTUBHOCTHIO JIEKapPCTBEHHOTO CPE/ICTBA HE YCTaHOBJICHA. Pe3ynbTaThl TeCTOB
YYBCTBUTEIHLHOCTH (BBIPAKCHHBIE KOHIIEHTPAIMEH JIEKAPCTBEHHOTO BEIIECTBA, CHOCOOHOM
MHIHMOMPOBATh PEITMKALIMIO BUpYca B KyJIbType KIeTok Ha 50 % u Gosee) BappbUpPYyIOT OT 4 HI/MIT
n0 20 MKIr/mMil, B 3aBUCUMOCTH OT KYJbTYpbl KJIETOK, HCIOJb30BAHHOM B 3KCIIEPUMEHTE,
NUTATENBbHOM Cpe/ibl, BBEIEHHOTO IITaMMa BUpyca rpumnmna A u o0bema.

Cpenu M30MMPOBAaHHBIX AMHIEMHYECKUX MTAMMOB BHpYcCa TpUINa A CyIIECTBYIOT yCTOWYHBBIE
K PUMaHTaIMHy IITaMMBbl. Pe3ucTeHTHBIE mTaMMbl (POPMUPYIOTCS M TOT/a, KOTAa PUMaHTaIuH
OpUMeEHsieTcs B 3aMKHYTOH cpene. Pe3ncTeHTHbIE BHUPYChl TPAaHCMHUCCUBHBI M BBI3BIBAIOT
TUIIMYHOE I'PUNIO3HOE 3a0osieBaHMe. Pe3MCTEHTHOCTh K OTAENbHBIM CepOTHIIAM TpHMna A B
pasHble TOIBI B pa3HBIX PETMOHAX MHPA MOXKET OTJIIMYATHCS, TIOATOMY 10 Hadaia Tepanuu U
NpOQIIAKTUKH CIIEAYeT UACHTU(DHUIIMPOBATH YYBCTBUTEIHHOCT BUPYCa B TAHHOM PETHOHE.
PumanTamuH He BAMsET HAa UIMMYHOTI'€HHBIE CBOMCTBA MHAKTMBMPOBAHHOW BaKLMHBI rpumnma A.
[Tocne BakumHAIMHU, B CIydae SMUAEMUN TPUIIIA, PUMAHTAANH MOXKET 3aIllIUTUTh OT 3a00JI€BaHUs

B T€UEHUE TeX 2-4 HeNeb, KOTOpPbIe HEOOXOIUMBI I (GOPMUPOBAHUS AaHTUTEI.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA
PapMaKkOKMHETUKA pHUMaHTaJMHA JOCTATOYHO XOpolIo u3ydeHa. [locie omHOKpaTHOro wiu

MHOTOKPAaTHOTO IpHeMa Mpernapara MaldeHTaMU Pa3jIMYHBIX BO3PACTHBIX TPYII KOPPESLus
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MEXIY KOHIIEHTpAllMEW pUMaHTagWHA B ILJIa3ME KpOBI/I'-II—/II 'BFO_IEFH‘PIET/IDWQKTIIBHO'CTBTé HE

YCTaHOBJICHA.

AOGcopouus

[Tocme mepopaibHOrO NPHMEHEHHS JIGKAPCTBEHHOE CPEJICTBO  OKAa3bIBACT  XOPOIIYIO
BCAChIBAEMOCTh, HIMEET BBICOKYIO OMOIOCTYITHOCTb.

Pacnopenenenne

[Tocne ogHo nepopaiabHOM 4036l puMaHTaarHa 100 Mr MakcuMalibHasi KOHIIEHTpAIUs B TU1a3Me
74 ur/mn (B mpenenax ot 45-138 Hr/mit) y 310poBBIX B3pocibiX (20-44 eT) 1ocTUraeTcs B TeUeHue
5-7 gacoB. Okono 40 % puMaHTaAMHA CBSI3BIBACTCS C OEJNKaMH IUIa3Mbl, [JIaBHBIM 00pazoM
anpsoymunamu. [lomynepruoa sMMMUHAIIMN OJTHOM 103bI B 3TOM MCCIIEyEeMOU TpyMIe B CPEIHEM
COCTaBJISIET 25 4acoB, OJIHAKO B BO3pacTHOU rpymme 71-79 nmer — B cpeanem 32 uyaca. [locne
npumeHenus 100 mr pumaHTaguHa JBa pa3a B JIeHb Ha OpoTshkeHuu 10 1HEW y 310pOBBIX
B3pocibix (18-70 ner) mmomaasr moj KpuBoi koHIeHTpauus-Bpems (AUC) Oblia mpuMepHO Ha
30 % OompIre, 4eM TOCIE OJHOW OTIENBbHOW M03bl. B mepumos crabuim3anuu KOHIICHTPALUS
aKTUBHOTO BEIIECTBA B Iiazme Obuta B mpenenax 118-468 ur/mi. B 310l rpymme He BBISBICHBI
pa3iuuus mapameTpoB (hapMaKOKMHETHKHU, 00yCIIOBICHHbIE BO3pacToM. CpaBHUBAS TPU TPYIIIIbI
MalMeHToB MoXuiaoro Bo3pacta (50-60 mer, 61-70 mer, 71-79 neT), BBISICHWIOCH, YTO B
Bo3pacTtHOM rpynne 71-79 ner AUC, mMakcumaibHas KOHLEHTpalus B IUIa3M€ U MOJYNEPHOL
NIMMUHALMU B nepuoj crabuwnmzanuu Opmu Ha 20-30 % Oosnblile, yeM Yy OCTalbHBIX JBYX
UCCIIeTyeMbIX TPyNI. Y MalMeHTOB Ha JJOMY MOXKHIOTO U cTapueckoro Bozpacta (68-102 roxa) B
nepuoj cTabuiIu3aluy KOHIIEHTpAlUs PUMaHTaJuHa B TUia3Me Obuta B 2-4 pasa BbIIIE, YeM Y
3/I0pOBBIX MOJIOJIBIX U B3POCIIBIX CPETHETO BO3pACTA.

buorpancdopmarms

PumaHTaqH WHTEHCUBHO MeTa0OMU3UpPYeTCs B IEUEHH MyTeM TUIPOKCHIMPOBAHMS,
KOHBIOTAlIMH U TIIIOKYPOHU3ALINN.

OJIMMUHANSA

B mnnasme BbIABIEHBI TpU MeTaOOJIUTa THUAPOKCUIMPOBAHUS. OTHU U €lle JOMNOJHUTEIBHO
KOHBIOTUPOBAHHbIE MeTa00IUThI cocTaBistoT 74+10 % ot ogHON oTAenbHOM 10361 200 Mr 1 U3
OpraHu3Ma BBIBOJSTCS ¢ MOYOH B TedeHHe 72 yacoB. MeHble 25 % NpUHATON 10361 BBIBOJUTCS
C MOYOW B HEM3MEHEHHOM BH/IE.

IIeueHOUHAS HEAOCTATOYHOCTDH

VY nanueHToB ¢ TsKeIbIMH HapymeHusMmu ¢yHkiuu nedeHn AUC yBenuuuBaeTcs B 3 pasa,
NIEPUOJ TIOJYBBIBEJICHHS — B 2 pa3a, a TCOPETUUECKUM KIMpeHe cHuxkaeTcs Ha 50 % 1o cpaBHEHUIO
C JaHHBIMH [TOKA3aTeNIIMU JI0 YXYIIIEHUS IEYCHOUYHbIX (QYHKINH.

IToueunast HeJOCTATOYHOCTE
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[Ipy moyeyHoN HETOCTATOYHOCTH YBEIUYUBACTCS KOHuegmaMEé—oagm 'DFHI/[E['HTa,HHHa B

U1a3Me KpOBHU.
eTH

dapMaKOKMHETHKA JIEKAPCTBEHHOT'O CPEJICTBA Y IETEH CX0Xka ¢ (PapMaKOKHHETUKOH Y B3POCIIBIX.

VY necstu nereit (4—8 neT), KOTOpBIC MOJIyYalld OJHY J03y puMaHTagauHa (6,6 Mr/kr), yepe3 5-6

94acoOB KOHIIEHTpPAIHS B TUIa3Me KPOBU KoJiebanachk ot 446 no 988 ur/mi, yepes 24 gaca — ot 170

1o 424 ur/mn. Tlonynepuos SMMMHUHALIMK B 3TOM TPyIIe B cpeaHeM cocTaBisii 24,8 dacos. B

OTIENBHBIX CIy4asX y JIeTe aKTUBHOE BEHIECTBO JIEKAPCTBEHHOTO CPEICTBA B ILIA3MeE

oOHapyXUBaIu yepe3 72 yaca 1ocyie NpUMEeHEHUS MTOCIEAHEH T03bI.

6. PAPMAIEBTUYECKHE CBOVICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JlakT03B1 MOHOTHPAT.

Kpaxman kapTodenbHbIi.

Kanbuus creapar.

Tanbk.

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpOK XpaHeHHUs1)

5 mer.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpaHUTh B CyXOM MecCTe, IIpHU TeMIiieparype He Boiie 25 °C.

6.5. Xapakrep u coaep:kaHue YIaKOBKHU

[To 10 TaGneToK B KOHTYPHYIO TYEHKOBYIO YIAKOBKY U3 IJICHKHU MOTUBUHIIXJIOPUTHON U (HOIBTU
AJTIOMUHHUEBOM NTEYAaTHOM JTaKUPOBAHHOM.

1, 2, 3, 5 KOHTYPHBIX STUEUKOBBIX YMaKOBOK MO 10 TabIETOK C MHCTPYKIIMEH IO METUITUHCKOMY
MPUMEHEHHUIO MOMEIIAIOT B MAYKy U3 KapTOHA KOPOOOUYHOTO.

ITo 200, 400, 500, 600, 800, 1000 KOHTYpPHBIX SYEHKOBBIX YIIAKOBOK C PaBHBIM KOJIWYECTBOM
WHCTPYKIIMEH 10 MEIUIIMHCKOMY TPHUMEHEHHIO IOMENIAl0T B KOPOOKY KapTOHHYIO (s

CTaIMOHAPOB).
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6.6. OcoBble Mepbl NPEIOCTOPOKHOCTH __ Mp} ::;:,T =Ty HOCTL 0002
P P p WOCHERORATENEROC T (002

JIEKAPCTBCHHOI'0 Ipernapara ujin oTxoa0B, INOJYYCHHBIX IMOCJ/I€ IPUMECHCHUA IIperiapara, u
APyYrue€ MaHuMnyJsiiuu ¢ nmpemnaparomMm

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanns,

AK1moHepHoe 00mecTBo  «Ycoibe-CuOupckuit  XUMHUKO-(hapMaleBTuIeckuii  3aBo» (AO
«Y conpe-Cubupckuit xumdapm3aBoa),

665452, Upkyrckast o0, T.0. ropoa Yconbe-Cubupckoe, tep. [IpOMBIIUIEHHBI MacCUB, VII.
WUnnyctpuanbHas, 34. 62.

Ten.: +7 (395) 435-89-08

OnekrponHas modra: Usolpharm@usolpharm.ru

7.1. IlpeacTaBUTEb J€pPKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUSI

IIpereH3un HOTDC6HTCJI€I>1 HAaIrrpaBJIATH I10 aApECy.

Poccuiickas @enepanns,

AknmoHepHoe 00mecTBo  «Yconbe-Cubupckuit  XuMuko-hapmareBTuueckuii  3aBoa» (AO
«Y conbe-Cubupckuit xumpapmsaBoay),

665452, Upkyrckas o6, r.0. ropoa Ycoabe-Cubupckoe, tep. [IpomblieHHbIH MaccuB, yiI.
WnnyctpuanbHas, 31. 62.

Ten.: +7 (395) 435-89-08

OnekrponHas modra: usolpharm@usolpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI

9. KATEI'OPHUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIH Mpenapat OTHOCUTCS K KaTErOpUu OTITycKa 0e3 penenta.

OO0mrast xapakTepuCcTHKa JEKapCTBEHHOr0 mpemnapara PuManTanuH 10cTylHa B €MHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpasmiickoro KOHOMHYECKOTO COI03a W Ha
opUIATEHOM cainre YIOJIHOMOYEHHOTO opraHa (axcnepTHOM OpraHu3aIiN)

(https://Ik.regmed.ru/Register/EAEU_SmPC).
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