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1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA

Pumanranun, 50 mr, TabneTkH.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JelicTByroliee BENIECTBO: pUMaHTA/IMH.

Kaxxnas Tabnerka cogepxut 50 Mr puMaHTaIMHA THIPOXJIOPHIA.

BcenomorarenbHble BelllecTBa, HAMYKME KOTOPBIX HAJIO YYUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npemnapara: jaktosa (cm. pasgen 4.3. u 4.4.).

[TonHbI IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB IPUBEICH B pa3jene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyrmble miockomummHapuyeckrue TabaeTku 0enoro wiv nouTa 6esoro 1useta ¢ (hackou.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Tpenapat PumanTa M noka3an K MPUMEHEHUIO Y B3pOCIbIX U aeTei crapiue 10 et 11 paHHero
JiedeHus U NpodUIaKTHKY TpUIMa A.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHUSsI

Jledenue rpumna ciieyeT HaYuHATh B TeueHne 24—48 9 rmocie nosBISHIS CHMIITOMOB OOJIE3HH.

PexxnM no3upoBaHus

Bspocnvie

Jleuenue epunna

Haznavaror no 100 mr 2 pa3a B neHb. JJIMTENBHOCTD Kypca JIEYEHHsI COCTABIIAET 5 THEH.

Hpod)uﬂakmuka cpunnda

Haznavaror o 50 mr 1 pa3 B geHs B Teuenue 10 30-Tu gHEi.

Oco0ble TPVIIILI TAIMEHTOB

Toowcunvie nayuenmsi (cmapute 65 n1em)

ITo 100 mr 1 pa3 B ncHb.

llayuenmul ¢ napywenuem ynKyuu novex

VYV manuMeHToB ¢ HapymieHHeM (QYHKIUUA MOYEK JIETKOW CTEMEeHH TSHKECTH M CPeIHEH CTereH!
TSOKECTH TIPU HEOOXOAMMOCTH CJEAyeT CHHM3UTh A03y mpemaparta: mo 100 mr 1 pa3 B neHs.
[TarueHTH! JOMKHBI HAXOUTHCS O] TIIATEILHBIM HAOTIOACHUEM.

layuenmul ¢ napywenuem ynkyuu neveHu

VYV mamueHTOoB ¢ HapymieHHeM (GYHKIHMH TICYCHH JIETKOW W CPEIHEW CTETNeHU TSDHKECTH TP
HEOOXOUMOCTH CJEeIyeT CHU3UThH 103y npenapara: mo 100 mr 1 pa3 B neHb. [larueHTs! JOMKHBI

HaXOAUTHCA 1O TINATCIbHBIM Ha6J'IIOI[eHI/ICM.
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Jleuenue ecpunna

Hetsim B Bo3pacte 10 net — HazHavaroT no 50 mr 2 pasa B J€Hb.

B Bo3pacre ot 11 1o 14 ner — Haznayarot o 50 mr 3 pasa B J€Hb.

B Bo3pacre crapiie 14 jiet — 103561 151 B3pOCIIbIX.

JIMUTENBHOCTD Kypca JICUEHUs COCTABIISAET S5 THEH.

Jna npoghunaxmuku epunna

Hetsm crapure 10 et — 50 mr 1 pa3 B gAeHb B TeueHHUE 10 15-TH AHEH.

Croco0 rmpuMeHeHus

Bnytps, nociie efpl, 3anuBas BoJ10i.

4.3. lIlpoTuBONOKAa3aHNUS

- I'unepuyyBCTBUTENHHOCTh K PUMAHTAJAMHY WM K JIOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
MepeUYnCIeHHbIX B pazjaene 6.1.;

- IEYEHOYHAs HEJIOCTATOYHOCTD TSKEIION CTETICHH TSHKECTH;

- MOYEYHAsI HEJIOCTATOYHOCTD TSKETION CTETICHH TSIKECTH,

- THPEOTOKCUKO3;

- 0EpPEMEHHOCTh U MEPUO IPYAHOTO BCKAPMITUBAHUS;

- IeUIUT JIAKTa3bl, HETIEPEHOCUMOCTb JIAKTO3bI, TJIFOK030-TAIAKTO3HAS MaThabCcopOIus;
- nerckuii Bo3pact 1o 10 ser.

4.4. OcoOble yka3aHus U Mepbl NIPeI0CTOPOKHOCTH IIPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

- Hapymenust pyHKIMH KeTyT0YHO-KUIIIEUHOTO TPaKTa

- Hapymienus gpyHKIMM TeYEHN W/UITH TIOYEK JIETKOW WJIM CpEHEN CTENEeHHU TAKECTH
- Tsoxenoe 3aboneBanue cep/lia W/l HapyIIeHHs CEpACYHOTO PUTMA

- Dnunencus (B T.4. B aHaMHe3e)

- [TaniuenTamM MOXKMUIIOTO BO3pacTa

B 3Tux cnyyasx peKoMeHIyeTCs yMEHbBIIUTh J03Y.

Oco0ble yKkazaHus

Ilayuenmui ¢ snunencueii

IIpn yka3aHusIX B aHaMHE3€ Ha JIWJECICUI0O M NPUMEHEHHH NPOTUBOCYIOPOXKHON Tepanuu
OJIHOBPEMEHHBIN IPUEM PUMAHTA/IMHA MTOBBIIIAET PUCK PA3BUTHS SITUIIECITUYECKOTO IpUCTyma. B
JaHHBIX CIy4dasX CHMXKAIOT 103y puMaHTaauHa 1o 100 mr B aens. Eciu pa3BuBaercs nmpucrym,
IIPUEM JIEKAPCTBEHHOI'O CPEACTBA MPEKPALLALOT.

llayuenmul ¢ nHapywenuem ynKyuu nevenu

PumaHTanMH MPOTUBOTIOKA3aH B CIIydae TSHKEBIX HAPYIMICHUH (PYHKITUN TICYCHH.
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XPOHUYECKUMH HAPYIICHUSIMU (YHKITUU TIeUeHr orpannueH. [lepes Ha3HAaueHHEeM pUMaHTaIuHA
Bpad JOJDKCH OLIEHUTh OKHUIAEMYIO TIOJIh3y M MOTCHIUATBHBIA PHUCK, a TAK)KE HEOOXOAMMOCTh
KOppeKTupoBath J03y. HeoOxomumo TiiaTenbHO HaOMIOAAaTh 3a MAlUMEHTaMH, TaK Kak
PUMAaHTaIMH UHTEHCUBHO METAa0OJIM3UPYETCs B MEYCHH, U U3-3a HAKOIUJICHUS] €r0 METaboIUTOB
MOCJIE  MHOTOKPAaTHOTO  TNPUMEHEHHS  JICKAPCTBEHHOTO CpPEJICTBAa MOTYT  BO3HUKHYTh
HEXeJaTeNIbHbIC PEAKIUU.

Tayuenmsi ¢ HapyweHuamMU QYHKYUU NOYEK

PruManTaguH NPOTUBONOKA3aH B Cllydae TSHKEbIX HapylIeHUH (QyHKIUU MOYeK.

OO0beM JIOCTYNMHBIX J@HHBIX O TMPUMEHEHHH pPUMAHTaJUHA MAlMeHTaM C OCTPhIMU WJIU
XPOHUYECKHUMH HAPYIICHUSIMH (YHKIIMH MMOYEK orpaHudeH. [lepen Ha3zHAaYeHHEM pUMaHTaIuHA
Bpau JOJDKEH OLIEHUTh OXKUIAEMYIO MOJb3y U MOTEHUHUATIBHBIA PHUCK, a TaKXKe HEOOXOAMMOCTh
KOppeKTupoBath 103y. HeobOxomumo TiiarenbHO HaAOMIOJaTh 3a MalMEHTaMH, TaK KakK M3-3a
HAKOIUICHUS pPHUMaHTaJMHA MW €ro MeTa0OJMTOB IIOCIIE MHOTOKPAaTHOTO TPUMEHEHUS
JIEKapCTBEHHOT'O CPEACTBA MOTYT BOBHUKHYTh HEXXeJIaTEeIbHbIC PEaKIUH.

UToObl YMEHBIIUTh PAa3BUTHE PE3UCTEHTHOCTH K PUMAHTA/IMHY (TaKKe aMaHTaJIuHY), JICUCHUE
TPUIIIONOJ00HBIX CHUMITOMOB CJIEIYEeT MPEKPATUTh, KAK MOXKHO OBICTPEE, €CJIU 3TO KIMHUYECKU
BO3MO>XHO, OOBIYHO MPUMEPHO 4epe3 5 JHEeH Win B TeueHUU 24—48 JacoB MMOCIIe NCUC3HOBEHUS
CHUMIITOMOB.

BcnomorarenbHbIe BEIECTBA

[TauenTam ¢ penko BCTpeyarollelcs HACIEACTBEHHOM HENEPEHOCUMOCTBIO TallaKTO3bl,
neUIUTOM JaKTa3bl JONMaped WM TII0KO30-TaaKTO3HOW ManbabcopOiueil He cienyer
NpUHUMATh IpenapaT PuMmaHTaauH uW3-3a HaJWYMs JIAKTO3bl MOHOTHJIpaTa B COCTaBe
BCIIOMOTaTEJIbHBIX BELIECTB.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MNpenaparaMM W JApyrue BHIbI
B3aHMO/AeliCTBUA

PumanTanuH cHmkaeT 3pPEeKTUBHOCTD MPOTUBOAUIIEITHYECKHUX MPENApaToB.

[TapameramMmonl W auETWICATMLIMIOBAS KUCIOTA CHIXKAIOT MAaKCHUMAJIbHYIO KOHILICHTPALUIO
pUMaHTaMHa B Iu1a3me KpoBu Ha 11 %.

[{umeTnuH cCHIKaET KIMPEeHC puMaHTaarHa Ha 18 %.

AZCOpOEHTBI, BOKYILME U 0OBOJIAKMBAIOIINME CPEJCTBA YMEHBIIAIOT BCACHIBAHWE PHUMaHTAJMHA.
3amienadnBarolIie MOUy CpeJcTBa (amera3ojiaMuj, HaTpus TUAPOKApOOHAT U Jp.) YCUIMBAIOT
3QPEKTUBHOCTh PUMAHTAJMHA BCIEJACTBHE YMEHBLICHHS €ro  BBIJACICHHS IOYKAMHU.
3aKuCIAIOIIKe MOYY Cpe/ICTBa (HallpuMep, KUCIOTa aCKOPOUHOBAs) yMEHbIIAIOT 3 (HEKTUBHOCTh

PI/IMaHTaHI/IHa BCJIICACTBHUEC YCHUIICHHA €TO BBIBCACHUSA IOYKAMMH. Cne)]yeT BO3JACPKUBATHECA OT

3
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LIEHTPAJIbHOU HEPBHOM CUCTEMBI.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepemeHHOCTD

OTCYTCTBYIOT JaHHBIC O NMPUMEHCHHM PUMaHTaJWHA BO BpeMs OepemeHHOCTH. [IpuMeHeHue
MIPOTUBOMOKA3aHO MIPH OEPEMEHHOCTH.

JlakTanms

OTCyTCTBYIOT JIaHHBIE O NMPUMEHCHHHM PHMaHTaJWHA B TEPUOJ T'PYAHOrO BCKapmiiMBaHus. B
HCCJICIOBAHMAX HA )KMBOTHBIX YCTAHOBJICHO, YTO PHUMaHTAJAWH MPOXOJUT Yepe3 IuUTarieHTapHbBIN
Oapbep H BBIJCISACTCS B MOJIOKO CaMKH. [IpuMeHEeHHe MPOTUBOMOKA3aHO B MEPUOJ TPYIHOTO
BCKApMITHBAHHSI.

DepTUabHOCTD

HccnenoBanus Ha hepTUIILHOCTD y )KUBOTHBIX HE BBISIBHIIM YTHETCHHS IIOJJOBUTOCTH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPEICTBAMHM M PadoTaTh €
MeXaHUu3MaMH

PumanTaguH He BIUSET HAa CHOCOOHOCTD YIPABISATh TPAHCIIOPTHBIMHU CPEACTBAMHU, HO JIUIAM, Y
KOTOPBIX BO3HUKAIOT TOJIOBOKPY)KCHHE, TOJIOBHAs OOJIb WM Jpyrue 1modouHsie 3(dekTsr co
CTOPOHBI LICHTPAIBHONW HEPBHOM CHUCTEMBI, CIIEAYET COOII0AAaTh OCTOPOKHOCTB.

4.8. HexenarejibHbIe peaKUMu

Pesrome mpoduisg 6e3onacHoOCTH

B xnuHnueckoM uccienoBanuu ¢ yuactuem 1027 nmanneHToB, KOTOPBIE MOTyYall CYTOYHYIO 103y
pumanTtanunaa 200 Mr, HanboJiee YacThIMU ObUTH KaJIOOBI HA HAPYIICHUSI CO CTOPOHBI KEITYTOUHO-
KHUIIIEYHOTO TPAKTa U HEPBHOM CHCTEMBI.

Tabanunoe DPE3IOME HEKENATEIbHBIX PEAKIINN

Knaccugukanus HexxenaTelbHBIX peakiMii MO 4acToTe pa3BUTHUA: oueHb 4acto (=1/10), gyacto
(>1/100, no <1/10), Hewacto (>1/1000, Ho <1/100), peaxo (=1/10000, Ho <1/1000), oyeHb peaKO
(<1/10000), yacToTa HEM3BECTHA (HA OCHOBAHUU UMEIOLIUXCS JaHHBIX OLIEHUTh HEBO3MOKHO).

Tabmuua 1. HexxenaTenbHble peakluy, 3aperucTpUPOBaHHbIE TPH IPUMEHEHUH PUMaHTaIuHa

Yacro \ Heuacro \ YacroTra Heu3BeCTHA
Icuxuueckue napyweHnus
JEIpeccust
sitdopus
TAUTIOIMHALMT
Hapywenus co cmopoHbl HepeHOU cucmembl
OeccoHnIla TOJIOBOKPYKECHHE

rOJIOBHBIE 00N
MTOBBIIICHHAS BO30OYIUMOCTh
HapyIIeHHe BHUMaHUs
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aTaKkCHuAda

COHJIMBOCTb
THIIEPKUHE3
TpeMop
COCTOSIHUE CITyTaHHOCTH
CO3HAHUS
CYA0pOru
W3MEHEHHE  WIH  TOTeps
00OHSIHHS
Hapywenus co cmoponul opeana ciyxa u rabupunma

IIYM B yIIIax \
Hapywenus co cmoponul cepoya
cepaueOueHue
cepeyHast HeJIOCTaTOYHOCTh
O1okaza cepama
TaXUKapaus
Hapywenus co cmoponul cocydos
THIICPTEH3US
1epeOpoBaCKyISIPHBIE
HapYIICHHUIX
00MOpOK
Hapywenus co cmopoHul ObixamenvHoUl cucmembvl, Opeanos 2pyOHOU KIemKU U cCpedO0CmenUs
OJIBIIITKA
OpoHxocHa3M
Kallelb
JKenyoouno-kuweynvle napyulenus
TOITHOTA aHOPEKCHUs
pBOTa CYXOCTh BO PTy
00JIb B )KHUBOTE
rapest
JIVCTICTICHSI
Hapywenus co cmopoHul Kodtcu u nOOKOHCHbIX MKaHeu
CBHITTh 3yA
narnyse3Hast ChIb
TeHEPaJTN30BaHHAS CHITb
KpanvBHHIIA

Obwue napywenus u peakyuu 8 mecme 88e0enus
acTeHus
YCTAJIOCTh

Omnucanyre OTACNIbHEIX HeXKENIaTSAbHBIX PeaKIIUN

YactoTa HEXeNaTeIIbHBIX pPeaKIHid, 0COOEHHO CO CTOPOHBI JKEIYJOYHO-KHUIIICYHOTO TPAKTa U
HEPBHOW CHUCTEMBI, YBEJIUUIHBACTCS MTOCIIE TIPEBHINICHUS PEKOMECHIOBAHHBIX JI03.

B othmenpHBIX ciydasx, TIOCIIe TPEBBINICHUS PEKOMEHJOBAaHHBIX 103 HaOIroAaeTcs
CJIE30TOYHUBOCTH TJ1a3, MOBBIIIEHUE MOYEHCITYCKaHHUs, 03HOO, 3arop, MOTOOTAENIEHHE, CTOMATHUT,
rurecTe3nst, 00Jb B ria3ax.

B OonpmmHCTBE CJIydaCB HCKCIATCIBbHBIC PEAKIHU MCYE3AI0T II0CJIIC OKOHYaHHUsA IpUucMa
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npernapara.

[lanmeHThI IOKMJIOTo BO3pacTa

Nmeercs pa3Has nHGOpMALIKS O HEXETATeIbHBIX PEAKIUAX Y NAIMEHTOB CTApYECKOro BO3pacTa.
B xnuHMYecKkoM HMcciieioBaHMM BO BpeMsl snujaemMuu rpunmna B 1997-1998 rr. ¢ yuactuem
156 manueHToB cTapuyeckoro Bo3pacTa HeelaTelbHble peakiuu Hadionanu Toibko y 1,9 %
NAIMEHTOB, B OCHOBHOM — HapyIlIEHUsI CO3HAHUSI.

B npyrom KOHTpOJIMPOBaHHOM HCCIEA0BAHNUN C yYacTUEM 83 MAlMEHTOB CTapUYECKOI0 BO3pacTa,
TpeOyIOIMX yXOoJa Ha JIOMY, B TpYIIE MOJy4yaBUIMX IUIaledo, HeXelaTelbHbIe PEeaKIHU CO
CTOPOHBI LIEHTPAJIbHON HEPBHOM CUCTEMBbI ObUIM OTMeuYeHBbl y 8,3 % OOJBHBIX, a B TpyIIe
npuMeHsBIIKUX puMaHTaauH — y 10,6 %. IIpoduis 3TUX sBIeHU — O€CCOHHUIIA, TTOBBIIICHHAS
BO30Y/IMMOCTb, HAPYIICHUS KOHIIEHTPALUN BHUMAHUS, TOJIOBOKPYKEHHE.

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX IOClie PETUCTpalluu
JICKapCTBEHHOTO TIperapara ¢ Meiblo 00eCreYeHrs HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«I10J1b3a — PHUCK» JIEKAPCTBEHHOIO Mmpemnapara. MeauiuHCKUM pabOTHUKAM pPEKOMEHIYeTCs
coo0IaTe O JIIOOBIX MOI03PEBACMbBIX HEXKENATEIbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXKETATeNbHBIX PEaKIUsIX roCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

OenepanbHas ciryx0a 1o Hax30py B chepe 3apaBooxpanenus (Poc3apaBruanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

OnekTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B nH(pOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTu « HTepHEeT»:
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMIITOMBI

Bo30ykaeHue, raluTroluHAIIIH, aPUTMHUSL.

Jleuenue:

HpOMBIBaHI/Ie KEIIydKa, CUMIITOMAaTUYCCKAA TCpAIHA: MCPONIPUATUA JJIA TOAACPIKAHUA )KU3HCHHO
BaXHBIX q)YHKHI/Iﬁ PI/IMaHTa}II/IH YaCTUYHO BBIBOJUTCA IMMPH I'EMOJUAIIN3EC.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapMakoTepaneBTUUECKasi TpyNIia: MOPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOIO JICUCTBUS;

IMPOTUBOBUPYCHEBIC CPCACTBA IIPAMOTO )ICI\/'ICTBI/ISI; MUKINYECKHUE aMUHBEI.
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dapmakoauaamuyeckue d3PHeKTol

PumanTamuH sBiseTCS TPOM3BOJHBIM aMaHTAJMHA C BBIPAXCHHOH MPOTUBOBHPYCHOM
akTuBHOCTBI0. OH 3((pekTrBEeH NpOoTUB BUpPYCOB rpunna tuna A. Pumantanus He obnagaer win
o01aaeT TOJbKO HE3HAUYUTEIbHBIM JACHCTBUEM IPOTUB BUPYCOB rpumina B. Pumanraaus yrueraer
PETUIHKAIMIO BUPYCa HA PaHHEH CTaIuM LUKJIA, BO3MOXKHO, TOPMO3UT (POPMUPOBAHUE BUPYCHOM
o0osiouku. ['eHeTHUeCKHE UCCIEAOBAHUS II0KA3ald, YTO B IPOTUBOBUPYCHOM JECHCTBUU
pUMaHTa/lMHa IPOTUB BUpYyca I'PUIMINA A Ba)KHOE 3HAaYEHUE UMEET ClIeLM(PUUECKUI TPOTEHH IreHa
M2 BupuoHa. PumaHTaguH in VItro yrueTaeT peIUIMKAIMI0 BCEX TPEX H30JMPOBAHHBIX OT
YeJoBeKa aHTHIeHHbIX nonaTunoB Bupyca rpunma A (HIN1, H2N2 u H3N2). Pumanragun
YTHETAaeT aKTMBHOCTh MOHHBIX KaHAJOB IIpoTeMHa MeMOpaHbl M2. B pe3ynpraTe npoucxoauT
yrHeTeHue anuaupuKanuyl BHYTPEHHEM cpeabl BUpyca, KOTopas HeoOxomuma Uit ¢y3uu
BUPYCHOH O0OJIOYKHM C SHIOCOMOW M JJIsl TUCCOLMALMU IpOoTenHa MaTpulibl M1 oT KoMIuiekca
pubonykieonporenHa. Takum o0pa3oM, OJIOKHpPYETCs pEeIUIMKalus BHpyca HA paHHEW CTaaud
UHQEKIHH.

Koppemnsiiusi MexIy YyBCTBUTEIBHOCTHIO BUpyca rpulmna A K pHMaHTaguHy In Vitro u
KJIMHUYECKON 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOI'O CPEACTBA HE YCTAHOBIJIEHA. Pe3ynbTaThl TECTOB
YYBCTBUTEJIBHOCTU (BBIPDA)KEHHBIE KOHIIEHTpALMEl JIEKapCTBEHHOI'O BEIECTBA, CIOCOOHOMN
MHTUOMPOBATH PEIUIMKALIMIO BUpYyca B KYJIbType KiIeTok Ha 50 % u Ooiiee) BapbUPYIOT OT 4 HI/MIT
10 20 MKr/mil, B 3aBUCUMOCTH OT KYJbTYPbl KJIETOK, MCIIOJB30BAaHHON B 3KCIIEPHUMEHTE,
NUTATEIbHOM Cpejibl, BBEIEHHOIO LITaMMa Bupyca rpumnmna A u oobvema. Cpean U30IMpOBAHHBIX
AMHIEMUYECKUX IITAMMOB BUPYCa TPHIIIA A CYIIECTBYIOT YCTOMYMBBIE K pPUMAHTAMHY IITAMMBI.
PesucrentHbie mTaMMbl (POPMUPYIOTCS M TOTJIA, KOTJ]a PUMAHTAIUH TPUMEHSIETCSI B 3aMKHYTOU
cpeze. Pe3ucTeHTHBIE BUPYCHI TPAHCMUCCHBHBI M BBI3BIBAIOT TUIIMYHOE IPUIIIO3HOE 3a00I€BaHHE.
Pe3ncTeHTHOCTh K OTJENIbHBIM CEpOTUIIaM TpHMINa A B pa3Hble roJbl B pa3Hble PErMOHBI MHUpa
MOJKET OTIIMYAThCS, TO3TOMY JI0 Hauaia Tepanuu U NpoUIaKkTUKU ClIelyeT UIeHTU(UIUPOBATh
YyBCTBUTEJIBHOCTh BUpPYyCa B JAHHOM PETHOHE.

PumaHTaquH He BIMsAET HA UMMYHOTE€HHBbIE CBOWCTBAa MHAKTHBHPOBAHHOM BaKIMHBI TpHUMa A.
[Tocne BakuuHaIMHY, B cIydae SMUAEMUN TPUIIA, PUMAHTAAUH MOXKET 3aIllUTUTh OT 3a00JI€BaHUs
B TeUeHUeE TeX 2—4 HeJlelb, KOTOpble HE0OXO0IMMBI JUIsl (POPMHUPOBAHUS AaHTUTEN.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

dapMakOKHMHETUKA pUMAHTaJMHA JJOCTATOYHO XOPOIIO u3y4eHa. [lociie o JHOKpaTHOrO MITN
MHOT'OKpPaTHOTO NpHeMa IpenapaTa MaueHTaM pa3InyHbIX BO3PACTHBIX IPYIII KOPPEAIusI
MEXy KOHIICHTpallMe puMaHTaInHA B IJIa3Me KPOBH U €T0 aHTHBHPYCHOW aKTUBHOCTHIO HE

yCTaHOBJICHA.
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AOGcopOnus

ITocae NEpOPAILHOTO MPUMCHCHUS JICKAPCTBCHHOC CPCACTBO OKA3bIBACT XOPOLIYIO
BCaCbIBACMOCTb, UMCCT BLICOKYIO 6I/IOI[0CTYHHOCTB.

Pacopenenenue

[Tocne ogHOM nepopanbHO 10361 puMaHTaguHa 100 Mr MakcuMalibHas KOHIEHTPALIMS B IJ1a3Me
74 ur/mn (B npeaenax ot 45—138 Hr/mi) y 310poBbIX B3pocibix (20—44 net) nocturaercs B
tedenne 5—7 gacoB. Okomno 40 % pumaHTaIUHA CBA3BIBACTCS ¢ OCIIKAMH IJIa3Mbl, TJIABHBIM
oOpa3om ansOymuHamu. [lonynepuos sIMMUHALIMKM OJHOM 10361 B 3TOM HCCIelyeMOM TpyIIe B
CpEeHEM COCTAaBJISET 25 4acoB, OJTHAKO B BO3pacTHOM rpytie 71-79 ner — B cpennem 32 yaca.
ITocne npumenenus 100 Mr puMaHTaanHa Ba pas3a B IeHb Ha NPOTsKeHUU 10 1Hel y 310pOBBIX
B3pocibix (18—70 net) miomane moa KpuBoit konueHTpanus-spems (AUC) Obl1a mpuMepHO Ha
30 % OobIe YeM mociie 0JIHOM OTAENbHOM 03bl. B mepuos crabmin3anuy KOHIEHTPAIHS
aKTHBHOTO BeIlecTBa B M1a3me Obuia B mpenenax 118468 ur/miu. B 310ii rpynme He BbISBICHBI
pasnuyus mapameTpoB papMakOKHHETUKH, 00YCIIOBICHHBIX Bo3pacToM. CpaBHUBAS TPU TPYIIITHI
MalKUEeHTOB MOXMWIOoro Bo3pacra (50—60 ner, 61-70 net, 71-79 ner), BBISICHUIIOCH, UTO B
Bo3pactHoM rpynne 71-79 ner AUC, MmakcumanbHasi KOHUEHTpaLus B IJ1a3M€ U MOIYIEpUO
3MMMHUHALIMY B iepuo ctadminzanuu 0pi1u Ha 20—30 % 60sbllie 4eM y OCTalbHBIX BYX
MCCJIeYEMBIX TPYII. Y MallMeHTOB Ha JJOMY MOKHIIOTO U cTapueckoro Bo3pacta (68—102 net) B
MIEPHUOJ] CTA0MIIM3AIMHA KOHIIEHTPALMs PUMAHTaIHA B IJ1a3Me Oblia B 2—4 pasa BBIIIE, YeM Y
3JI0POBBIX MOJIOJIBIX U B3POCIIBIX CPEAHETO BO3pACTa.

BI/IOTDaHC(bODMaHI/IH

PumanTagnH HHTEHCUBHO METAOOIU3UPYETCS B IEYCHH MyTEM TUAPOKCHIMPOBAHUS,
KOHBIOTALIUU U TJIFOKYPOHU3AIUH.

OIUMUHALUA

B ma3zme BBISBIIEHBI TPH META0O0IUTA TUAPOKCUIMPOBAHUS. DTH U €IIle JOTOTHUTEIHHO
KOHBIOTUPOBaHHbBIE MeTa0OMUTHI cOCTaBISIOT 74+10 % ot onHoI oTaensHON 10361 200 MT 1 U3
OpraHu3Ma BBIBOJATCS C MOUYOM B TeueHue 72 yacoB. Menbine 25 % NpuHATON J03bI BBIBOJIUTCS
MMOYKaMHU B HCU3MECHECHHOM BHJIC.

[IeuyeHOYHAs HEAOCTATOYHOCTh

VY manueHToB ¢ TshKeNnbIMU Hapymerusmu ¢yaknnu nedern AUC yBenmanBaeTcs B 3 pasa,
Nepuo/ MOTYBBIBEICHUS — B 2 pa3a, a TEOPETUUECKUN KITMpeHc cHkaercs Ha 50 % mo
CPaBHEHHIO C JAHHBIMU MOKA3aTESIMU JI0 YXYALLIECHHS TEYSHOUHBIX (YHKIUI.

[ToyeyHas HEJOCTATOYHOCTh

HpI/I MMOYCIHOMN HCAOCTAaTOYHOCTH YBCIIMUUBACTCA KOHICHTPAIHUA MeTa00JIUTOB puMaHTaJrHa B

1a3Me KpOoBH.
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€TH

dapMaKOKHHETHKA JIEKAPCTBEHHOTO CPEJICTBA Y ACTEH CX0XkKa ¢ (PapMaKOKUHETUKOH Yy
B3pOCJIBIX.

VY necsatu aereit (4-8 neT), KOTOpBIE MOJIyYad OAHY A03y puMaHTaauHa (6,6 MI/KT), yepes
5-6 yacoB KOHIICHTpAIMs B TUTa3Me KpoBHU Kojiebanack oT 446 o 988 Hr/mi, yepes 24 yaca — oT
170 mo 424 ur/mi. [loxynepro STUMUHAIIME B 3TOU TPYIIE B CPEIHEM COCTaBIsLT 24,8 4acoB.
B oTnenpHBIX cilydasx y AeTel akTHUBHOE BEIIECTBO JIEKAPCTBEHHOT'O CPE/ICTBA B IJIa3Me
oOHapyXuBalIu yepe3 72 yaca 1ocie MpUMEHEHHUs TOCIIETHEH 103bI.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/ibHBIX BelIECTB

e JIaKTO3bI MOHOTHAPAT

e Kpaxman kaprodenbHbIit

e Kanpuus creapar

e Tanbk

6.2. HecoBmMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

5 ner.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

[Tpu Temnieparype He Bbiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 10 TabneTok B KOHTYPHYIO SYEUKOBYIO YIIAKOBKY M3 IUIEHKHU MMOJUBUHIIXJIOPUIHON U (GOIBIU
AITFOMUHUEBOM I1€YaTHOW JTAKUPOBAHHOM.

1,2, 3 win 5 KOHTypHBIE TUEHKOBBIE YITAaKOBKU MO 10 TabieTok BMECTe ¢ MHCTPYKIHUEH 110
METUIIMHCKOMY TPUMEHEHHUIO MTOMEIIAIOT B MAYKy M3 KapTOHA.

6.6. OcoOble Mepbl MPeIOCTOPOKHOCTH NMPH YHUUTOKEHUH MCI0JIb30BAHHOTO
JIEKAPCTBEHHOI0 MpeNnapara Uil 0TX0/10B, MOJY4YeHHBIX M0CcJ/Ie IPUMEHEeHHS
JIEKAPCTBEHHOTI'0 NMpeNnapara,  Apyrue MAaHUILYJISIUN ¢ IPenapaToM

OcoOble TpeOOBaHUSI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

Poccuitckas Penepanus

AO "TarxumdapmnpenapaTs!”

420091, Pecriyonuka Tarapcran, . Kazans, yin. benomopckast, a. 260

ten.: 8 800 201 98 88, Ten./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru
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7.1. TlpeacraBuTe/Ib JepKATeIsA PErHCTPAMOHHOIO VHoCrotepermra | =/ 1EHOCTE 0007)

[Iperen3uun norpedbuTeieil HAOPAaBIATh 110 AIPECY:

Poccuiickas @enepanus

AO "Tarxumdapmmpenapars"”

420091, Pecniyonuka Tarapcran, . Kazanb, yi. benomopckast, a. 260
tei.: 8 800 201 98 88, Ten./dakc: +7 (843) 571-85-58

e-mail: marketing@tatpharm.ru

8. HOMEP PEIT'UCTPALHIUOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIIMA (ITOATBEPKIEHUS PETUCTPALINH,
INEPEPETUCTPALINN)

JlaTta mepBoii perucTpanuu:

10. JIATA IEPECMOTPA TEKCTA
OO61mas xapakTepuCcTHKa JIEKapCTBEHHOIO MpernapaTa PumanTaauu ocTynHa Ha
nH(pOpMalMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOro cor3a B MH(OPMAaLMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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