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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Pumanranun, 50 Mr, TabIeTKH.

2. KAUECTBEHHBIN M1 KOJJMYECTBEHHbBII COCTAB

JelicTBytoliee BENIECTBO: pUMaHTA/IMH.

Kaxnas Tabnerka cogepxut 50 Mr puMaHTaguHa (B BHJIE TUAPOXIOPUIA).
BcrnomorarenbHble BEIIeCTBa, HATMYME KOTOPBIX HAJ0 YUUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHApaT (cM. pasaenst 4.3. u 4.4.).

[TonHbIM IepeyeHb BCIIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabmeTku.

Kpyribie miockonumuHapudeckue TabaeTku 0eI0ro win MovTH 0eoro 11Beta ¢ Gackou.

4. KIMHUYECKUE JAHHBIE

4.1. IToxa3aHusi K NPUMEHEHHIO

[Ipenapatr PumaHTanuH noka3aH K IPUMEHEHHUIO y B3pOCibIX M JeTei crapme 10 ner ans
paHHETO JIeYeHHsI U MPO(PUIAKTUKY TrpUria A.

4.2. PeskxuM 103MPOBaHMS U CIIOCOO MPUMEHEHMsI

Jleyenune rpunmna cielyeT HauMHATh B TeueHue 24—48 4acoB MOCiE MOSBICHHUS CHUMIITOMOB
00J1e3HH.

PexxuM 103upoBaHus

Bspocnvie

Jlewenue epunna

Haznavator o 100 mr 2 pasa B neHb. [JJAUTENBHOCTD Kypca JICUEHUS COCTABIISAET 5 THEH.

Hpod)uﬂakmuka spunna

Hasnauarot o 50 Mr 1 pa3 B neHpb B Teuenue 10 30-Tu THEM.

Oco0ble rpyInel NAKMEHTOB

THayuenmoi nodxcunozo 6o3pacma (cmapwe 65 1em)

ITo 100 mr 1 pa3 B ieHb.

Ilayuenmul ¢ Hapywenuem yHKyuu novex

VY nmauueHTOB ¢ HapylIeHHWEM (YHKIUHU MOYEK JETKOM CTENEeHU TSHKECTH W CPeAHEH CTeneHH
TSOKECTH TIPU HEOOXOAMMOCTH CJIEIyeT CHH3UTh 103y mpemnapara: mo 100 mr 1 pa3 B AcHb.
[TarueHTH! AOMKHBI HAXOIUTHCS MO TIIATEIbHBIM HAOTIOJCHUEM.

Ilayuenmul ¢ Hapywenuem ynKyuu neveHu
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HEO0OXOJIMMOCTH CJEeNyeT CHU3UTH 103y mnpemnapara: mo 100 mr 1 pa3 B geHb. [laniueHThI TOKHBI
HAXOJHUTHCS MO THIATETFHBIM HA0IIOICHUEM.
eTu
Jleuenue ecpunna
Jetsm B Bo3pacte 10 net — HazHavaroT no 50 mr 2 pa3a B A€Hb.
Hetsim ot 11 1o 14 ner — naznauarot no 50 mr 3 pasa B JIeHb.
Hetsam crapiie 14 net — 10361 17151 B3pOCIbIX.
JmuTenbHOCTh Kypca JICUEHHUSI COCTaBIISIET S THEH.
Ipogpunaxmuxa epunna
Hetsm crapiue 10 et — no 50 mr 1 pa3 B AeHb B TedeHHe 10 15-TH THEN.

Cnoco0 IpuMeHeHus

BnyTtpsb, nocie enpl, 3anuBasi BOAOM.

4.3. IIpoTuBONOKA3aHUSA

— T'unepuyBCTBUTENBHOCTh K PHUMAHTAIUHY, MPOU3BOAHBIM aJaMaHTaHa WM JIOOOMYy U3
BCIIOMOTaTeNbHbIX BELIECTB, IEPEUNCIICHHBIX B pa3zene 6.1

— IleyeHouHass HEAOCTATOYHOCTD TSKENIOM CTENEHU TSHKECTU

— [Toueynass HEIOCTATOYHOCTD TSAKEIOU CTENEHU TSHKECTH

— Tupeorokcukos

— bepeMeHHOCTh U epuoJI TPYIHOTO BCKaPMJIIMBAHUS

— Jlehpunut nakTasbl, HEMEPEHOCHMOCTD JIAKTO3BI, TJIFOKO30-TaJlaKTO3HAs! MaThabCopOITus
— Heru no 10 net

4.4. Oco0Oble yka3aHusi H Mepbl IPEA0CTOPOKHOCTH NPU NPUMEHECHUHT

C 0CTOPOKHOCTBIO

— Hapymenuns ¢pyHKINHN KeTyA0YHO-KUIIEYHOTO TPaKTa

— Hapymienus ¢yHKIMY IEUEHH W/WIIHM TTOYEK JISTKOW WIIM CpeIHEH CTETIeHH TSKECTH
— Tsoxenoe 3aboseBanue cepAla U/WIM HApYIICHUs CEPACYHOTO pUTMa

— Dnutericust (B TOM YHCIIE B aHAMHE3E)

— [TarmeHnTam MoXUIOro BO3pacra

B aTux cinyyasx pekOMEHAYETCSl YMEHBIIUTD J103Y.

Oco0ble yKazaHus

Hayuenmul ¢ onunencuet
[Ipn ykazaHusIXx B aHaAMHE3€¢ Ha SIUJIEICHI0O WM TMPUMEHEHHH NPOTHBOCYIOPOKHON Tepanuu
OJIHOBPEMEHHBIN MPUEM PUMAHTAMHA MOBBIIIAET PUCK PA3BUTHS SMUICHTHYECKOTO MPUCTYIIA.

B nanHBIX citydasx cHMXKAIOT 103y puMaHTaanHa 10 100 mr B n1eHs. Ecinu pa3BuBaeTcs NpucTyI,
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NIPUEM JIEKapCTBEHHOTO CPEACTBA MPEKPAIAIOT,

Tayuenmoi ¢ HapywieHuem QYHKyuU neveHu

PruMaHTaguH MPOTUBOIIOKA3aH B CIIy4ae TSDKENbIX HApYIICHUH (YHKIIMU TIEUSHH.

OO0beM J[OCTYMHBIX [aHHBIX O TPUMEHEHHH pPHUMAaHTaJMHa NalMeHTaM C OCTPBIMU HIIU
XPOHUYECKUMH HapyleHUsIMU (QyHKIUU NTe4eHn orpaHnyeH. [lepen Ha3HaueHMeM puMaHTaAuHA
Bpay JOJDKEH OLEHHUTh OXKUIAEMYIO TOJIb3y U MOTEHIUAIBHBIA PUCK, a TaK)Xe HEOOXOAMMOCTb
KOpPpPEeKTUpOBaTh J03y. HeoOxomumo TIIAaTenbHO HAOMIOAATh 3a MAlMEHTaMH, TaK Kak
pUMaHTAIMH WHTEHCUBHO METaOONIM3UPYETCs B MEUEHHU, U MU3-3a HAKOILJICHHUS] €T0 METabOIUTOB
1ocjie  MHOTOKPAaTHOTO NPHUMEHEHHS JIEKapCTBEHHOTO CpEeACTBa MOTYT  BO3HUKHYTh
HCIKCJIATCIIbHBIC PCAKIINH.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

PrMaHTaMH MPOTHUBOINOKA3aH B Cllyyae TSDKEBIX HapylIeHuH (QyHKIUU OYeK.

O0beM J[OCTYMHBIX [aHHBIX O TPUMEHEHHM pHUMAaHTaJMHa NaleHTaM C OCTPBIMU HIIU
XPOHMYECKMMH HapyImeHUsIMH (QYHKIIMM Toyek orpaHuueH. [lepen Ha3HayeHHEM pUMaHTaIuHA
Bpay JIOJDKEH OLEHHUTH OXKUIAEMYIO TOJIb3y U MOTEHIUAIBHBIA PUCK, a TaKXXe HEOOXOAMMOCTb
KOppekTupoBath 103y. HeobGxoaumo TmiarenbHO HaOMOJaTh 3a MAallMEHTaMH, TaK Kak HM3-3a
HAKOIUIGHHWS pHUMaHTaJWMHAa M €ro MeTa0OJIMTOB IIOCJi€ MHOTOKPAaTHOTO MPUMEHEHUs
JICKAPCTBCHHOTO CPCACTBA MOT'YT BOSHUKHYTH HCKCIIATCIIbHBIC PCAKIIUU.

UToObl yMEHBIINUTH Pa3BUTHE PE3UCTEHTHOCTH K PUMAHTAAMHY (TAaKKe aMaHTAHHY), JICUCHHUE
TPUIIIONOJ00HBIX CUMIITOMOB CIIEYeT MPEKPATUTh KaK MOKHO OBICTpee, €CIU 3TO KIMHUYECKU
BO3MOYKHO, OOBIYHO MPUMEPHO 4epe3 S AHel win B TeueHue 24—48 4acoB MOCje HCUC3HOBEHUS
CHUMIITOMOB.

BcnomorarenbpHbIE€ BellecTBa

[TanmeHTaM C peaKo BCTPEYAIOLIEHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajlaKTO3bl,
neUIMTOM JIaKTa3bl JIOMApEed WM TUIFOKO30-TaJlaKTO3HOW MalibabcopOnmeil He cleayer
HpI/IHI/IMaTB npenapaT PI/IMaHTaI[I/IH n3-3a HaAJIN4Uuig JIAKTO3bI MOHOI‘I/I,Z[paTa B COCTaBC
BCIIOMOTI'aTCJIbHBIX BCIICCTB.

4.5. B3auMopeiicTBHMe ¢ JAPYrUMH JIEKAPCTBEHHBIMH MpenapaTtaMu M JApyrue BHbI
B3aNMOJAEHCTBUSA

Pumantamun cHmxaeT 3¢ (heKTHBHOCTH POTUBOSIUIICTITHYECKUX MTPETIapaTOB.

HapaueTaMon U alceTUujaCaJInIIniIoBasd KHUCJI0Ta CHHXKAKT MaKCI/IMa.HBHyIO KOHl_IeHTpaI_II/IIO
pUMaHTaIMHA B 11a3me Kposu Ha 11 %.

[{umeTnIMH CHUXKAET KIIMPEHC puMaHTaarHa Ha 18 %.

AI[COPGGHTBI, B}I)KyH_[I/Ie 148 O6BOHaKI/IBaIOH_II/I€ Cpe,Z[CTBa YMGHI:H_IaIOT BCaCbIBAHHUC pI/IMaHTa,Z[I/IHa.

3amienadynBaioIie MOUy CpelCTBa (amera3ojiaMujl, HaTpUs TUAPOKapOOHAT U JAp.) YCHIIMBAIOT
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3akucsAIOImKMe  MOYYy  CpeAcTBa  (HampuMep, KUCJIOTa  acKOpOMHOBAas)  YMEHBIIAIOT
3P PEKTUBHOCTh PUMAHTA/INHA BCJIEACTBUE YCHIICHUS €TO BbIBEICHHS TOUYKAMHU.

Crnenyer BO3JepKUBaTbcsd OT YHNOTPEOJEHUS alKOrojis, TaKk Kak MOTIYT BO3HUKHYTh
HENpeIBUICHHbBIE PEAKIIMH CO CTOPOHBI IEHTPAJIbHOW HEPBHOW CHCTEMBI.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

OTCyTCTBYIOT JaHHblE O NPUMEHEHUM PUMAHTaJMHA BO BpeMs OepemeHHocTu. IIpumenenue
IPOTHBOIIOKA3aHO MPU OEPEMEHHOCTH.

JlakTanus

OTCyTCTBYIOT JaHHBIE O NPUMEHEHMH PHMaHTaJWHA B MEPUOJ T'PYIHOrO BCKapMmiuBaHus. B
UCCIICIOBAaHUSIX Ha KUBOTHBIX YCTAHOBJIEHO, YTO PUMAHTAJUH IIPOXOAUT Yepe3 MilalleHTapHbINA
Oapsep M BbLAEISAETCA B MOJOKO caMKH. IIprMeHeHue mpoTHBOMOKA3aHO B MEPHUOJ I'PYJHOTO
BCKapMJIMBaHHUA.

depTUabHOCTD

Hccnenoanus Ha GepTHUIBHOCTD Y )KUBOTHBIX HE BBISIBUIIU YTHETEHUS IJIOJJOBUTOCTH.

47. BuausiHHe HA CNOCOOHOCTH YNPABJATH TPAHCNOPTHBIMU CPeACTBAMH H PadoTaTh C
MeXaHU3MaMu

PumaHTamuH He BIUSET Ha CHOCOOHOCTH YHPABJIATH TPAHCIOPTHBIM CPEACTBOM, HO JIUIAM, Y
KOTOPBIX BO3HUKAET TOJOBOKPYXEHHE, TOJOBHAs 0O0Jb WU Apyrue moOodHbie 3()(PEeKTh co
CTOPOHBI LIEHTPAIIbHON HEPBHOI CUCTEMBI, CIEIYEeT COOII0IaTh OCTOPOKHOCTD.

4.8. HexenateJabHble peakIul

Pesrome npoduiis 0esonacHocT

B xnuHnveckoMm ucciaegoBaHuu ¢ ydactueMm 1027 MamueHTOB, KOTOPHIE MOJYHYaIH CYTOUHYIO
no3y puManTtanauHa 200 mr, Hanbosnee 4acThIMM OBUIM KalloObl Ha HApyLIEHUS CO CTOPOHBI
JKCITYAOUYHO-KHUIICYHOI'O TPpAaKTa U HepBHOfI CHUCTCMBI.

TabauyHoE PEe3IOME HEXKENATEIbHBIX DEAKIINN

Knaccudukanmst HexxenareabHbIX peakIuil 0 4acToTe pa3BUTHS: O4eHb 4acto (> 1/10), gacto
(> 1/100 1o < 1/10), Hewacto (> 1/1 000 Ho < 1/100), peaxo (= 1/10 000 o < 1/1 000), oueHs
peako (< 1/10 000), gacTtora Heus3BecTHa (Ha OCHOBAHWM HMEIOIIUXCS JAHHBIX OIICHHUTH
HEBO3MOYKHO).

Tabnuna 1. HexxenarenbHble peakuu, 3aperuCTpUPOBAaHHbIE IPU MPUMEHEHUN pUMaHTaIuHA

Yacro \ Heuacto | YacTrora HEM3BECTHA
Ilcuxuueckue napywenus

JeTpecCcust
siidopust
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Yacro Heuacro '™ "H-Pgac/ota nensBecta’
TraJUIFOIMHaIu
Hapywenus co cmoponvl HepHOUL cucmembpl
OeccoHHUIA TOJIOBOKPY)KEHHUE

TOJIOBHBIE 00JIH
ITIOBBIIIICHHAS B036yI[I/IMOCTB
HapyIICHUE BHUMaHUS
aTaKkcus
COHJIMBOCTD
TUTIEPKUHE3
TpEMOp
COCTOSTHUE CITYTaHHOCTH CO3HAHUS
CyJIOpOTH
U3MCHCHHUC UJIN HOTepH O6OH$IHI/I}I
Hapywenus co cmoponul opeana ciyxa u 1abupunma

1IyM B yIIax
Hapywenus co cmoponul cepoya
cepaneOueHme
cepJlieYHast HeJJOCTaTOYHOCTh
Oyiokama cepara
TaxuKapaus
Hapywenus co cmoponul cocyoos
I‘I/IHepTeHSI/I}I
1epeOpPOBaCKYIISIPHBIC HAPYIICHUS
00MOpOK
Hapywenus co cmoponul dvlxamenbHoll cucmembl, Op2aHo8 2pYOHOU KIemKU U CPeOOCMEeHUs
OJBIIIIKa
OpoHxocma3zM
Kalllejb
JKenyoouno-kuweunvie HapyuieHus
TOIIHOTA AHOPEKCHS
pBOTa CyXOCTb BO PTY
00JIb B JKUBOTE
muapest
JIACTIETICHS
Hapywenus co cmopoHul Kod#cU 1 NOOKOICHBIX MKAHell
CBIIb 3ya
HaHYJI€3Ha}I CBIIIb
TeHEePAITM3UPOBAHHAS CHIITb
KpaluBHUIA

Obwue HapyweHus u peakyuu 8 mecme 66e0eHUs
acTeHus
yCTaJIOCTh

Onucanue OoTAEILHBIX HEXKEIATEIbHEIX PEAKIINT

Yacrora HeXeJaTelbHbIX PEaKIfii, 0COOCHHO CO CTOPOHBI JKEIYIOYHO-KHIIECYHOTO TpaKTa H
HEPBHON CHUCTEMBI, YBETUUUBAETCS M1OCIIE IIPEBBIICHNUS] PEKOMEHI0BAaHHBIX J103.
B orhenpHBIX ciydasx [ocie IPEBBILIEHUS PEKOMEHAOBAaHHBIX 103  HaOIronaeTcs

CJIE30TOYMBOCTD TJIa3, MOBHIIICHUE MOYEUCITYCKAaHMs, 03HO0, 3a1op, MOTOOTAeJIEHHEe, CTOMATHT,
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TUnecTe3ns, 00Jb B Ii1a3ax.

B OompmmHCcTBE CJIY4acB HCKCIIATCIIBHBIC PCAKIHWU HCUYC3AI0T IIOCJIC OKOHYAHUSA IpHucMa
npernapara.

ITanmeHTH OKUIIOr0 BO3pacTa

Nmeertcs paznast uHQOpMaIKs O HeXXeNaTeIbHBIX PEaKUsiX y NalMeHTOB CTapuecKoro Bo3pacra.
B knuHMYeckoM HccienoBaHMM BO BpeMms snuaeMuM rpunmna B 1997-1998 r. ¢ yuactuem
156 manueHTOB CTapueCKOro BO3pacTa HEKeNaTesIbHbIe peakiuuu Hadmomamu Toiabko y 1,9 %
MAIMEHTOB, B OCHOBHOM — HapyIlIEHUsI CO3HAHUSI.

B npyrom KOHTpOJHMPOBAHHOM UCCIEIOBAHUU C YYaCTHEM 83 MAIMEHTOB CTAPUYECKOr0 BO3paACTa,
TpeOYIOUIMX YXO/Ja Ha JIOMY, B TPYIIE IMOJYyYaBLIMX IJane0o, HeXelaTeJIbHbIE PEeaKklHuu CO
CTOPOHBI IEHTPAJIbHOW HEPBHOM CHUCTeMbI ObUTH OTMeueHbl y 8,3 % MalnueHToB, a B IpyIIe
npuUMeHsBIIUX puMaHTaguH — y 10,6 %. [Ipoduib 3Tux siBieHuil - 6ecCOHHUIIA, MOBBIIIEHHAS
B0O30yIUMOCTb, HApPYIICHHs] KOHLIEHTPAllU BHUMaHUs, TOJIOBOKPYKEHHE.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxxHo coo0maTe 0 mo03peBacMbIX HEXKENATEIbHBIX PEAKIUAX TOCTIe PETUCTPAINH TIperapara
C muenp0 oO0ecreueHHss HENPEPhIBHOIO MOHHTOPWUHTA COOTHOIICHUS «II0Jbh3a — PHCK»
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHYEeTCS COOOIaTh O JIIOOBIX
MOJI03PEBACMBIX HEXKENATEIbHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HalMOHAIbHBIC
CUCTEMBI COOOINEHUs O HEXKeNaTeNbHBIX PEaKIUsAX TOCYAapCTB — UICHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a:

Poccuiickas ®@enepanus

®denepanbHas Ciryx0a 1Mo Ha30py B chepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CraBstHCKas IJ10I1aib, 1. 4, cTp. 1

Ten.: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMIITOMBI

Bo30yxnenue, ramonrHalig, apUTMUsL.

JleueHnue

[IpompIBaHME KEITyaKa, CHUMIOTOMATHYECKas Tepanus: MEPONPUITHS JUIsl TOAACpKAHUS
JKU3HEHHO-BOKHBIX () YHKITHA.

PI/IMaHTa,Z[I/IH YaCTUYHO BBIBOJAUTCSA IPpU ICMOANAIN3C.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
~ or07.062024 N2 11401
5. ®APMAKOJIOTMYECKHE CBOVICTBA (MOCNEROBATENMBHOC L 0003)

5.1. PapMakoANHAMHUYECKHE CBOMCTBA

®apMaKkoTepaneBTUYECKass TIpYIIa: IMPOTHUBOBUPYCHBIE CPEICTBA CHCTEMHOIO JEHCTBUS;
IPOTUBOBUPYCHBIE CPEJICTBA MIPSIMOTO IEHCTBHS; LIUKINYECKUE AMUHBI.

Kon ATX: JOSACO02

Mexanuszm geiicTBus

PumanTtagun sBisieTCsS TNPOU3BOJHBIM aMaHTaJMHA C BBIPAXKEHHOM MPOTUBOBUPYCHOM
aKTUBHOCTHIO. OH 3¢ (eKTUBEeH NPOTUB BUPYCOB IpuIlna Tuna A. PuMantaaus He o6nagaeT win
o0yasaeT TOJNBKO HE3HAYUTEIbHBIM JEWCTBHEM NpPOTHUB BHUpycoB rpunmna B. PumanTtanux
YTHETAeT PEIUIMKAINIO BHpPYyca HA paHHEH CTaauy LUKIIA, BO3MOXHO, TOPMO3HUT (HOPMUPOBAHHE
BUPYCHOM 000104Kku. ['eHeTHueckue WCCIeOBaHMs IMOKa3ald, YTO B IMPOTHBOBHPYCHOM
NEICTBUM pUMaHTaJMHA MPOTUB BUpyca Tpulna A BaKHOE 3HAUCHHE UMeEET creuu(uueckuit
nporenH TeHa M2 BupHoHa. PumanTamuH in VIr0 yrHeraeT peruIMKalMio BCEX TPEX
U30JIMPOBAHHBIX OT YEJIOBEKa aHTUTEHHBIX moATunoB Bupyca rpunmna A (HIN1, H2N2 u H3N2).
PumaHTaguH yrHeTaeT akTUBHOCTh MOHHBIX KaHAJIOB MpoTeMHa MeMOpaHbl M2. B pesymnbrare
MPOUCXOJUT YrHETeHUE auuAu(UKaluu BHYTpEHHEH cpelbpl BUpyca, KOTopas HeoOxonuma IJis
by3un BHPYCHOW OOOJIOYKM C DHIOCOMON W I JUCCOIMAIIMK TMPOTeMHa Marpuibl M1 ot
KOMIUIEKCa pUOOHYKJIeonpoTenHa. Takum o0pa3oM OJIOKMpYeTCs peIUTUKalus BHpyca Ha
paHHE# cTaguu HHPEKIUH.

dapmakognaamMuyeckue P PeKTnl

Koppernsiuss Mexay 4YyBCTBUTEIBHOCTBIO BHpyca TIpHIna A K pUMaHTaaudHy IN VItro wu
KIMHUYECKON 3()(hEeKTUBHOCTHIO JIEKAPCTBEHHOT'O CPENICTBA HE YCTAaHOBIJICHA. Pe3ynbpTarhl TeCTOB
YYBCTBUTEIBHOCTH (BBIPAKCHHBIE KOHIIGHTPALMEH JIEKAPCTBEHHOTO BEIECTBA, CIOCOOHOM
MHTHOMPOBATh PEIUIMKALMIO BHpyca B KyinbType KieTok Ha 50 % u Oonee) BapbHUpPYIOT OT
4 ur/mMa 10 20 MKT/MJ1, B 3aBUCHMOCTH OT KYJIBTYPBI KJIETOK, UCTIOJIB30BAHHON B SKCTIIEPUMEHTE,
MUTATENLHOM Cpe/ibl, BBEJCHHOTO IITaMMa BUpyca rpunmna A u oobema.

Cpenu n301MpOBaHHBIX AMUAEMUYECKUX HITAMMOB BUpYyca Ipuma A CyIIECTBYIOT yCTOHYMBBIE
K pUMaHTaJIMHYy IITaMMBbl. Pe3ucTeHTHbIe mTaMMbl (POPMUPYIOTCS U TOTJA, KOTJa pUMaHTaAuH
IpUMEHsIeTCd B 3aMKHYTOM cpene. Pe3ncTeHTHBIE BUPYChI TPAHCMUCCHUBHBI M BBI3BIBAIOT
TUTIMYHOC T'PHUIIIIO3HOC 32160.H€BaHI/Ie. Pe3ucTteHTHOCTD K OTACJ/IbHBIM CCPOTUIIAM T'pHIIIIa A B
Pa3sHbIC T'OAbl B PAa3HbIX PCTHUOHAX MHUPA MOXKCT OTIIMYATBHCA, IIOITOMY [0 Hadalla TCpallkuu U
npoUIAKTUKY CIIeyeT WACHTUPHUIMPOBATH YyBCTBUTEILHOCTh BUPYCa B JTAHHOM PETHOHE.
PumaHTaiMH HE BIMSET HA UMMYHOTE€HHbIE CBOMCTBAa MHAKTUBUPOBAHHOW BaKI[MHBI IpuUIla A.
ITocie BaKIMHalMK, B CJIy4ac OIOUACMUHW TpUIllla, PHMAHTAAUH MOXKCT 3alllUTUTH OT

3a0o0JeBaHus B TeUEHHE TeX 2—4 Heslelb, KOTOpble HE0OXOAUMBI Ui (POPMHUPOBAHUS AHTUTEIL.
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5.2. ®apMaKkoKHHeTHYECKHE CBOMCTBA

dapMaKOKMHETHKA PUMAaHTaJWHA JOCTATOYHO XOpOIIo H3ydeHa. [locie OTHOKPATHOTO WU
MHOTOKpPaTHOTO TIpUeMa Mpernapara MalUeHTaMu Pa3IUYHbIX BO3PACTHBIX TPYII KOPPEISIUs
MEKIy KOHIIEHTpAIlMeld PUMaHTaJMHA B IUIa3Me KPOBH M €r0 aHTHBUPYCHOW aKTHBHOCTHIO HE
yCTaHOBJICHA.

AOGcopbuus

IMocne mepopadbHOrO MPUMEHEHHs JICKAPCTBEHHOE CPEACTBO  OKa3bIBACT  XOPOIIYIO
BCAChIBAEMOCTh, UMEET BBICOKYIO OHOOCTYITHOCTb.

Pacnopenenenue

[Tocne onHolt nepopanbHOi 1036l puMaHTaarHa 100 Mr MakcuManbHasi KOHLIEHTPALUS B IJIa3Me
74 ur/mn (B mpenenax ot 45-138 ur/mu) y 3m0poBbIX B3pocibix (20-44 neT) mocturaetcs B
teueHue 5—7 dacoB. Okono 40 % pumaHTaguHA CBS3BIBACTCA C O€IKaMM IUTa3Mbl, TJIABHBIM
obpaszom anpOymuHamu. [lomyreprnoa s3MMMUHAIIMKA OJHOM 03Bl B 3TOW HCCIICIYEMOM TpYIIE B
CpPEeIHEM COCTaBIIsieT 25 4acoB, OJJHAKO B BO3pacTHOU rpynmne 71-79 ner — B cpennem 32 yaca.
[Tocne npumenenus 100 Mr puMaHTaauHa 1Ba pa3a B JeHb Ha NpoTsbkeHnU 10 qHEl y 310poBbIX
B3pocibix (18—70 ser) momans mox kKpuBoi KoHueHTpaius-BpeMs (AUC) Obuta mpuMepHO Ha
30 % Oombie, yeM mocie OJHOW OTACIBHOW 103bl. B mepuos crabuinsariiu KOHIIEHTpAIus
aKTUBHOTO BEILECTBA B IIa3Me Obuia B mpeaenax 118—-468 ur/miu. B 3Toif rpymnmne He BISBICHBI
paznuuus mapameTpoB (papMaKOKUHETUKH, 00YCIOBIECHHBIC Bo3pacToM. CpaBHHUBASI TPU TPYIIIBI
ManyeHToB ToXkmioro Bospacta (50-60 mer, 61-70 mer, 71-79 ner), BBIICHWIOCH, YTO B
Bo3pactHoU rpymme 71-79 ner AUC, makcuMmalibHasi KOHIICHTPANMs B IJIa3M€ U TOJYIEPHOT
IIMMUHALMK B Tepuoj ctabwimmszauuu Obimn Ha 20-30 % Oosnblie, 4eM Yy OCTalbHBIX JIBYX
UCCIIEIyeMbIX TpyHI. Y MalMeHTOB Ha JIOMY MOKWJIOTO U cTapyeckoro Bospacrta (68—102 rozga)
B Mepro/ CTaOUIN3alluy KOHILIEHTpals pUMaHTauHa B I1a3Me Obliia B 2—4 pasa BBIIIE, YEM Y
3JIOPOBBIX MOJIOJIBIX U B3POCIBIX CPEAHETO BO3PACTa.

Buorpancdopmarnus

PumaHTanuH WHTEHCHBHO MeETaOONMM3UpyeTcss B TI€YGHH MyTeM TUAPOKCHIMPOBAHMUS,
KOHBIOTAINH U TJIIOKYPOHH3AITUH.

OIMMUHALNS

B masme BBISIBICHBI TpU METa0OMUTa THIPOKCHIUPOBAHUSA. OTH M €IIe JOMOJHHUTEIHHO
KOHBIOTUPOBAHHbIE METa00IUThI cocTaBisAoT 74+10 % ot oxHON oTAenbHOM 10361 200 MT U U3
OpraHu3Ma BBIBOJATCS C MOYOM B TeueHHe 72 yacoB. Mensblie 25 % mpuHATOU 036l BHIBOJUTCS
C MOYOH B HEM3MEHEHHOM BHJIE.

IleyenouyHas HEJOCTATOYHOCTh

VY manueHToB ¢ TsKenbIMH HapymeHusMmu ¢yHkiuu nedeHn AUC yBenmumBaercst B 3 pasa,
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CpaBHEHHIO C JAHHBIMU TIOKA3aTEISIMU 10 YXYALICHHS TEeYCHOUYHBIX (PYHKITUI.

IloyeyHas HEAOCTATOUYHOCTD

[Tpu moveyHOI HEJOCTATOYHOCTH YBEJIIMYMBACTCS KOHIIEHTpAIMsI METa0OJIUTOB pUMaHTaINHA B
1a3Me KPOBH.
eTu

dapMaKOKMHETHKA JIEKAPCTBEHHOTO CpEJICTBAa y JeTell cxoka ¢ (HapMaKOKWHETUKON Y
B3POCHBIX. Y AeciaTH neTeit (4—8 5er), KoTophie Moydaly OJHY 103y puMaHTaauHa (6,6 MI/Kr),
yepe3 5—6 4acoB KOHIIEHTpAIUs B IUIa3Me KpoBH Kojiebamach oT 446 no 988 Hr/mi, uepes
24 gaca — ot 170 1o 424 ur/mi. [lonynepuos >IMMUHALIMK B 3TOU TPYIIE B CPETHEM COCTABIISII
24,8 yacoB. B oTnenpHBIX ciayyasx y AE€Tel aKTUBHOE BELIECTBO JIEKAPCTBEHHOTO CPEJCTBA B

m1a3Me 0OHapyXKUBaIU yepe3 72 vaca 1mocje MpUMEHEHUS TTOCIIeTHEN T03bI.

6. PAPMAIIEBTHUECKHWE CBOWCTBA

6.1. Ilepeyensb BcmomMoraTeJibHbIX BellleCTB

JlakT03BI MOHOTHAPAT

[enmron03a MUKPOKPUCTAIITMYECKAS

Kpaxman kapTodenbHbIi

Marnus creapat

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocT (CpOK XpaHeHHus )

3 roga.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTh B 3alUILEHHOM OT CBETa MECTE, ITPH TeMIieparype He Bbiie 25 °C.

6.5. Xapakrep u coepkaHue NePBUYHON YIAKOBKHU

ITo 10 Tabnerox B OnucTep U3 AIFOMUHUEBON (POJIBTU M MJICHKH MOJTUBUHHUIXIOPHIHOM.

1, 2 unu 3 Gnuctepa BMeCTe ¢ MHCTPYKLKEH 110 MPUMEHEHHUIO TIOMEIIAIOT B MMaYKy KApTOHHYIO.
6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH YHMYTOKEHHH HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIM OTX0A0B, TMOJYYEHHbIX [OcjJe MpPUMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISILMH ¢ MIPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

000 «HIIK «Cxkan buorex»
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7.1. IlpeacraBuTesb AeprKaTe/isi PETHCTPANMOHHOIO YA0CTOBEPEeHHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

00O «HIIK «Cxan buotex»

171261, Tepckast 0611., KonakoBckuii paiion, nrt. Peakuno, yi. 3aBoackas, a. 1/2, k. 3
Tenedon OecrmatHoi ropsiaeit nunuu: 8-800-600-51-77

e-mail: pv@scanbiotech.ru

8. HOMEP PET'UCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. JIATA NEPBUYHOW PETMCTPAIIMUA (IIOATBEPXJIEHHUE PETHMCTPAIIAMH,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKa  JIGKAPCTBEHHOTO  Tpenapara PWUMaHTaAMH  JOCTylIHa  Ha
UHPOPMAIIMOHHOM TIOpTane EBpa3suiickoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/
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